             1                                       Monday, 21 November 2011

             2   (10.00 am)

             3   MR MACAULAY:  Good morning, my Lord.  Before I call the next

             4       witness, can I just mention that Mr Andrew Pollock, who

             5       is sitting to the right of Mr Wood, appears on behalf of

             6       Dr Khan.

             7           My Lord, then the next witness I would like to call

             8       is Timothy David Wyatt.

             9                  DR TIMOTHY DAVID WYATT (sworn)

            10                    Examination by MR MACAULAY

            11   MR MACAULAY:  Are you Timothy David Wyatt?

            12   A.  Yes.

            13   Q.  If I could begin by putting your CV on the screen, that

            14       is at INQ02820001.  Can we see that you begin by setting

            15       out your qualifications.  If we look to the section

            16       headed "Education and Qualifications", do you tell us

            17       there that your first degree was in applied biology?

            18       That was a Bachelor of Technology degree from the

            19       University of Bradford?

            20   A.  Yes.

            21   Q.  You then have a Doctor of Philosophy from the same

            22       university, and you then set out some information in

            23       relation, in particular, to your Membership and

            24       Fellowship of the Royal College of Pathologists?

            25   A.  Yes, indeed.
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             1   Q.  What position do you hold at present, Dr Wyatt?

             2   A.  I'm semi-retired, Mr MacAulay.  I still practise for

             3       a day and a half a week at the Belfast Trust, mainly

             4       doing my clinical work, and a day a week at the

             5       Public Health Agency.

             6   Q.  Perhaps I can take you back to your last full-time

             7       position.  If we turn to page 2 of your CV, I think you

             8       set out under the heading "Employment" what were then

             9       your current posts; is that correct?

            10   A.  Yes, that is correct, yes.

            11   Q.  In particular, can we see that you were a consultant

            12       clinical microbiologist at the Mater Hospital Trust in

            13       Belfast, and you were also a consultant clinical

            14       microbiologist attached to the Public Health Agency; is

            15       that right?

            16   A.  Yes.

            17   Q.  In relation to your position as a consultant

            18       microbiologist with the Mater Hospital Trust, and you

            19       tell us that was from 1981 onwards, can you give us

            20       a general indication as to what your duties were?

            21   A.  Yes.  The Mater Hospital has now gone into the

            22       Belfast Trust, the reorganisation three years ago,

            23       I think, but I was the consultant microbiologist in

            24       charge of the laboratory.  I was the infection control

            25       doctor for the hospital.  But also, at that time, for
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             1       north and west and south and east communities in

             2       Belfast.  When the hospital went into the Belfast Trust,

             3       I then became the clinical lead for molecular sciences

             4       within the trust, as well as my consultant microbiology

             5       responsibilities as well.

             6   Q.  What about your association, then, with the

             7       Public Health Agency?  What did that involve?

             8   A.  Mainly in terms of HCAI and antimicrobial resistance,

             9       and it's the antimicrobial resistance aspect that I am

            10       still doing with the Public Health Agency.

            11   Q.  HCAI, what is --

            12   A.  Sorry, healthcare-acquired infections, I apologise.

            13   Q.  Looking to your duties, then, your hospital duties, as

            14       a microbiologist, were you based in the laboratory, on

            15       the ward or a combination of both?

            16   A.  A combination of both, absolutely.  I firmly believe

            17       that the job of a consultant microbiologist is to be out

            18       in the hospital as well as being in the laboratory and

            19       determining the strategic direction of the laboratory,

            20       and so on.

            21   Q.  The size of the hospitals, then, that you were

            22       associated with as a consultant microbiologist, can you

            23       give us some feel for that?

            24   A.  Yes.  The Mater Hospital was a 250-bed, approximately,

            25       hospital.  It is a teaching hospital.  It has all the
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             1       specialties.  It is an acute hospital.  It has mental

             2       health services associated with it.

             3           Interestingly, it only came into the NHS in 1972

             4       and, of course, during that time, it played a major role

             5       in the troubles in Northern Ireland.

             6           It presumably -- well, because of its history prior

             7       to 1972, the Mater has always prided itself on being

             8       very patient-focused and patient-centred.  I think that

             9       ethos has persisted.  It is very much a small hospital

            10       mentality, with teamworking and colleagues helping each

            11       other.

            12           One of the interesting aspects of it is subsequently

            13       how many of its staff have been asked to go on to do

            14       higher things, taking responsibility both regionally and

            15       nationally.  We like to pride ourselves on that,

            16       Mr MacAulay.

            17   Q.  You do set out, I think, on page 2 through to page 3 of

            18       your CV your managerial responsibilities.  On page 3 you

            19       also have a section where you set out your professional

            20       responsibilities, and, in particular, you set out some

            21       detail as to what your duties were in the

            22       Mater Hospital; is that correct?

            23   A.  Yes, that is correct.

            24   Q.  In relation to teaching -- and I think you touch upon

            25       this on page 4 of your CV -- have you been involved in
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             1       teaching also?

             2   A.  Yes: both medical students, nurses, pharmacists.

             3   Q.  I think, in particular, you seem to have had an

             4       association with the Open University; is that right?

             5   A.  Yes, indeed, quite a long association with the

             6       Open University, and I was a member of both its council

             7       and senate and had the honour of being awarded an

             8       honorary degree from the Open University.

             9   Q.  Then, on page 5, you set out some of the advisory

            10       activities that you have been engaged in over the years,

            11       and similarly formerly through to page 7.  Much of this

            12       I think we can read for ourselves.  If we turn to

            13       page 11 of your CV, you provide some details of

            14       presentations that you have prepared, and then, on

            15       page 12 through to page 14, you give some information

            16       about publications that you have been involved in; is

            17       that correct?

            18   A.  Yes.  I have to say, Mr MacAulay, that there have been

            19       one or two since then.

            20   Q.  I think, in connection with this Inquiry, Dr Wyatt, you

            21       were asked to look at the medical records of a number of

            22       patients -- I think four in total; is that right?

            23   A.  Correct.

            24   Q.  You have prepared individual reports in relation to each

            25       of these patients?
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             1   A.  Yes, indeed.

             2   Q.  I think you have also prepared an overview, having

             3       considered the four cases you have looked at?

             4   A.  Yes.

             5   Q.  So far as the Vale of Leven Hospital is concerned,

             6       I understand, from having looked at your CV, that you

             7       never worked in the Vale of Leven Hospital?

             8   A.  No, no.

             9   Q.  But in preparation for looking at the material, were you

            10       provided with some information as to the nature of

            11       the hospital?

            12   A.  Yes.

            13   Q.  If we look at GGC21720001, was this one of the documents

            14       that you were provided with to give you some insight as

            15       to the size of the hospital and what services it

            16       provided?

            17   A.  Yes.

            18   Q.  Were you also provided with material that was purported

            19       to be guidance in relation to the prescribing of drugs

            20       at the Vale of Leven Hospital?

            21   A.  Yes.

            22   Q.  Did you also have some further material provided to you,

            23       in particular policies relating to C. diff and loose

            24       stools, for example?

            25   A.  Yes.
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             1   Q.  Can I take you to this document?  It is at GGC00840001.

             2           You will have on the screen a document that is

             3       headed "Antimicrobial Prescribing".  It seems to date

             4       from April 2007.  Was this one of the documents that you

             5       were provided with?

             6   A.  Yes, I was provided with the 2005 prescribing policy,

             7       the 2007/2008 formulary.  Is this part of that,

             8       Mr MacAulay?

             9   Q.  This bears to be a policy document, and it bears to

            10       relate to the Greater Glasgow and Clyde hospitals.  Do

            11       you remember looking at this document?

            12   A.  Oh, yes.  I remember looking at it, but I didn't make

            13       a note about it.

            14   Q.  If we turn to page 4 of the policy, there is a section

            15       there that is headed "Prescribing for Individual

            16       Patients".  Do you see that?

            17   A.  Yes.

            18   Q.  What it says is:

            19           "Antimicrobial prescribing will comply with all

            20       legal and statutory requirements and will follow the

            21       instructions produced for writing prescriptions in NHS

            22       GG&C hospitals."

            23           Then there is a provision that says:

            24           "The majority of prescribing should comply with the

            25       NHS GG&C Formulary ..."
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             1           Do you see that?

             2   A.  Yes.

             3   Q.  Is it important, when you are looking at the

             4       prescribing, in particular of antibiotics, that you have

             5       local policies that can guide the prescriber?

             6   A.  Absolutely.  I think these are, as a number of these

             7       documents that I had sight of, very high-level documents

             8       that set out the broad outlines, broad strategies, and

             9       these need to be modified for local use.

            10   Q.  Why is the local modification important?

            11   A.  I think it is important, particularly from the point of

            12       view of buy-in from stakeholders.  Equally, I think, you

            13       know, different hospitals have different populations,

            14       different case mix, different types of patients, so one

            15       size very rarely fits all, and these things need to be

            16       modified in the light of those.

            17           But I am particularly concerned that the people, the

            18       stakeholders, who are actually going to use the

            19       antibiotics have some input into the formulation of the

            20       guidance.

            21   Q.  If we look at GGC18270001, the Greater Glasgow and Clyde

            22       formulary, was this one of the documents that you had

            23       regard to in preparing your reports?

            24   A.  Yes.

            25   Q.  If we turn to page 40 of the document, just to take this
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             1       example, can we see that there is a section there

             2       dealing with urinary tract infections and, if we read

             3       on, do we see that we can read:

             4           "Trimethoprim should be considered the first line

             5       choice for uncomplicated UTIs."

             6   A.  Yes.

             7   Q.  Was that a standard approach?

             8   A.  Yes, absolutely.  It used to be amoxicillin, but

             9       resistance to that has increased, and trimethoprim is

            10       still the main first line.

            11   Q.  Do we see within this document that advice is given in

            12       relation to infections such as urinary tract infections,

            13       and, indeed, chest infections?  If we just focus on

            14       those two areas.

            15   A.  Yes, okay.

            16   Q.  If you could also look, please, at GGC21790001, this, we

            17       understand, is the Argyll and Clyde drug formulary of

            18       2006.  Again, was this a document you had before you

            19       when you were preparing your reports?

            20   A.  Yes.

            21   Q.  One other that I perhaps just want to put to you is at

            22       GGC21760001.  This, I understand, is the North Glasgow

            23       Acute Hospital prescribing handbook for 2007 and 2008.

            24       Again, did you have this when you came to do your

            25       reports?
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             1   A.  Yes.

             2   Q.  What role, if any, does the British National Formulary

             3       play, particularly within the hospital setting, from

             4       a prescriber's perspective?

             5   A.  First of all, I think the BNF provides the basis of

             6       a lot of these prescribing policies.  I also find it an

             7       excellent reference point because, personally, my memory

             8       for doses is not all that good, and I would refer to the

             9       BNF or get clinicians to refer to the BNF for precise

            10       doses.  So it is the building block.

            11   Q.  Perhaps if I can put this on the screen, it is at

            12       INQ02940001.  I think we are looking here at the --

            13       perhaps we can turn to page 2, where it is, I think,

            14       clearer.  This is the BNF for the period September 2006;

            15       is that what we have on the screen?

            16   A.  Yes.

            17   Q.  If we turn to page 5, are we given some information in

            18       the preface as to what the provenance of the BNF is and,

            19       in particular, that it is a joint publication of

            20       the British Medical Association and the Royal

            21       Pharmaceutical Society of Great Britain?

            22   A.  Yes.

            23   Q.  If we read on to the fourth paragraph, are we told that

            24       the BNF is designed as a digest for rapid reference and

            25       it may not always include all the information necessary
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             1       for prescribing and dispensing?  Is that the position in

             2       practice?

             3   A.  Oh, absolutely, yes.  Each patient is different.

             4   Q.  Perhaps I can just touch upon this with you.  I think we

             5       already understand that antibiotics are relevant to

             6       C. difficile.

             7   A.  Yes.

             8   Q.  In particular, there are certain antibiotics that are

             9       particularly relevant?

            10   A.  Yes.

            11   Q.  Is that correct?

            12   A.  Yes, indeed.

            13   Q.  What sort of antibiotics would you --

            14   A.  The four Cs: cephalosporins; clindamycin;

            15       co-amoxiclav -- sorry, did I say cephalosporins?

            16       Clindamycin, cephalosporins, co-amoxiclav and

            17       ciprofloxacin.  Sorry.

            18   Q.  To what extent was it known in 2007 that there was

            19       a connection between those antibiotics, the

            20       broad-spectrum antibiotics, and C. difficile?

            21   A.  In 2007, I think people certainly knew about this

            22       association, and I think, in response to one of

            23       the questions, Chairman -- I can't find it.

            24   Q.  Sorry, do you have in mind a question that might have

            25       been put by one of the other parties to the Inquiry?
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             1   A.  Yes.  Yes, I was looking at the responses, but I can't

             2       see it.

             3   Q.  We will perhaps move on to that.

             4   A.  Okay.

             5   Q.  Coming back to the question I was asking you: in 2007,

             6       what would you say was the knowledge generally?

             7   A.  It was certainly known about.  I think some of

             8       the guidance papers that I have seen actually say that.

             9   Q.  If we look at a document which you may have seen, it is

            10       at INQ01700001, we are looking at a document that is --

            11       we can read, it tells us it is a report by a Department

            12       of Health/Public Health Laboratory Service joint working

            13       group.

            14   A.  This is a 2004 document, is it?

            15   Q.  If we turn to page 3 of the report, I think we see that

            16       this is a report that bears to have been published in

            17       1994.

            18   A.  Sorry.

            19   Q.  Do you see that?  Was this one of the documents you had

            20       regard to?

            21   A.  I have seen that previously, but I'm not sure it was

            22       included in my bundle of papers.

            23   Q.  If we turn to page 12 of this document, can we see there

            24       is a section headed "Factors affecting susceptibility to

            25       infection", and then, at 2.10, there is a heading
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             1       "Antibiotic treatment", and we can read:

             2           "The administration of antibiotics is the most

             3       significant and most frequently reported predisposing

             4       factor for C. difficile infection and has been

             5       implicated in most nosocomial outbreaks, for

             6       instance ..."

             7           And we are given some examples.  Then, at 2.11:

             8           "Although most antibiotics have been associated with

             9       predisposition to C. difficile infection, the most

            10       commonly implicated have been clindamycin, the

            11       cephalosporins and penicillins, whether used alone or in

            12       combination."

            13           So it would appear that, certainly as at 1994, there

            14       was some discussion about the connection between

            15       antibiotics and C. diff?

            16   A.  Yes.

            17   Q.  You touched upon this already, Dr Wyatt, in discussing

            18       your own role as a microbiologist, but, generally, can

            19       you give us some broad assistance in relation to what

            20       you see the role of the microbiologist to be in

            21       a hospital?

            22   A.  In terms of the clinical role of the microbiologist,

            23       I think he is there to help clinicians with patients who

            24       pose a difficult diagnostic dilemma, on the one hand.

            25       The second is to advise them on antibiotic therapy,
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             1       where it is appropriate, and particularly where patients

             2       are failing to respond to initial therapy.  A lot of

             3       antibiotics are fairly routine in their indication, and

             4       one can't be at the bedside every time, but certainly

             5       where I think patients pose a diagnostic dilemma,

             6       treatment is failing and advice is needed, then that is

             7       the role of the microbiologist.

             8   Q.  I think you told us you, yourself, would be visible on

             9       the ward; is that correct?

            10   A.  Absolutely.  Absolutely.  I think that's at least 60 to

            11       70 per cent of the microbiologist's role.

            12   Q.  Would your involvement on the ward be in dealing

            13       directly with the patient, or would you be dealing with

            14       the clinician, or both?

            15   A.  Both.  Communicating with the patient, in terms of what

            16       is happening to them, is crucial.  Where this strange

            17       man wanders onto the ward and starts thumbing the notes

            18       at the end of the bed, I think it is important from the

            19       patient's perspective to say what you are doing, and

            20       I would say what is happening with them and what we are

            21       going to do in terms of their antibiotic therapy.  At

            22       the same time, I would take the clinician with me and

            23       discuss it with him or her in front of the patient.

            24   Q.  Who would have the final say if there was a difference

            25       between the you and the clinician?
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             1   A.  The clinician.  He is the one that ends up being sued.

             2       My role is advisory.

             3   Q.  What about, then, your role in the laboratory?  Can you

             4       help me with that?  You have said 60 to 70 per cent is

             5       on the ward.  Where does the balance come in?

             6   A.  In terms of the laboratory, my role is to make sure that

             7       the laboratory is working effectively, that procedures

             8       and methods are up to current thinking, to look at new

             9       tests, new developments, and see where they fit in, as

            10       well as the actual day-to-day business of

            11       the laboratory.

            12           For instance, although, towards the latter stage

            13       when there were a lot of things going on, I used to go

            14       and read the plates every morning with a biomedical

            15       scientist, and, indeed, if there is anything unusual

            16       coming out in the reports subsequently, I would go back

            17       and actually have a look at the plates, and so on.

            18   Q.  If we focus on C. diff, just to take that example, and

            19       there is a positive result in the laboratory, a report

            20       is eventually sent out to the ward.  Would the

            21       microbiologist be directly involved in the signing off

            22       of the report that would be sent to the ward?

            23   A.  Not currently.  That tends to be done -- they are

            24       computer-generated reports, and they go out

            25       automatically.  The BMS actually doing the tests should
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             1       actually go and say to the microbiologist, "We have got

             2       this positive result on whomever".

             3   Q.  And BMS, can you just tell us what --

             4   A.  Sorry, biomedical scientist.

             5   Q.  Let's just look a little bit more closely, then, at how

             6       the systems might work, and if we focus on the

             7       Vale of Leven, particularly from the laboratory

             8       perspective, if we could look at this document,

             9       GGC24480001.  Was this one of the documents that was

            10       sent to you before you prepared your reports?

            11   A.  Yes.

            12   Q.  This bears to be the Vale of Leven laboratory manual.

            13       You would expect a document of this kind to be in place

            14       to regulate the procedures for the laboratory?

            15   A.  Absolutely.

            16   Q.  For example, just to take this example, on page 7 of

            17       the document, are we given information, in relation to,

            18       at 1.2, laboratory hours, at 1.3, hospital specimen

            19       collection times, which provides, for example, the times

            20       when the collections would be expected, and what would

            21       happen on the Saturday and also the Sunday?

            22   A.  Yes.

            23   Q.  This is what you would expect to see?

            24   A.  Yes.

            25   Q.  If we turn to page 41 of the document, we have a section
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             1       here headed at 4.6.3 "Faeces", and we can read in

             2       relation to Clostridium difficile toxin that the

             3       specimen had to be submitted in a sterile, blue-topped

             4       container, and specific request must be made for this

             5       examination.

             6           That suggests that in the Vale of Leven, in order to

             7       have a faeces sample analysed for C. diff, there

             8       required to be a specific request.  From your own

             9       perspective, did you see that as the general practice or

            10       not?

            11   A.  Yes, the specific request for C. diff is usually written

            12       on the request form.

            13   Q.  It is written on the request form?

            14   A.  Yes.

            15   Q.  If we look at the type of request forms that were used

            16       in the Vale of Leven, this is at GGC23460059 -- perhaps

            17       we will start at the beginning, GGC23460001.  We appear

            18       to have a technical difficulty with that, so I will move

            19       on, my Lord, and leave that.

            20           If you move to look at another document and leave

            21       that aside for the moment, this is GGC28100001, we are

            22       looking here at a document that is described as the

            23       Clostridium difficile toxin test.  We can see it relates

            24       to the Vale of Leven Hospital.  Towards the top right,

            25       can we see that the date of issue bears to be
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             1       12 September 2007?

             2   A.  Yes.

             3   Q.  Again, was this something you looked at?

             4   A.  Yes, yes.

             5   Q.  If we turn to page 3 of the document, are we told that

             6       the purpose of this document is to describe the tech lab

             7       Clostridium difficile toxin A/B test.  I think we see

             8       that at 0.1?

             9   A.  Yes.

            10   Q.  Then, if we turn on to page 4, at 3 can we read:

            11           "The test employed in the microbiology lab is the

            12       Techlab TOX A/B QUIK CHEK.  The test uses antibodies

            13       specific for Clostridium difficile toxins A and B."

            14           This method of testing, is it familiar to you?

            15   A.  Yes, it is.

            16   Q.  If we turn to page 6 of the policy, at section 7, can we

            17       read at the first bullet point:

            18           "The TOX A/B QUIK CHEK test will detect levels of

            19       toxin A ..."

            20           We are given certain levels:

            21           "Toxin levels below those concentrations will be

            22       undetected.

            23           "Optimal results are obtained with samples which are

            24       less than 24 hours old."

            25           Looking to that, again, is that information that you
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             1       were aware of in connection with this particular test?

             2   A.  Yes, it was.

             3   Q.  This particular test that is described in this booklet,

             4       how accurate a test is it?

             5   A.  I think that is a difficult question, Mr MacAulay.  This

             6       particular toxin test is one of a number that were

             7       available.  There was, at that time, no -- and, indeed,

             8       currently there is no standard method that is

             9       universally agreed.  This is currently being evaluated

            10       by Professor Wilcox in Leeds, who is -- well,

            11       recently -- sorry, is soon to publish a review of all

            12       the toxin tests that are available and make

            13       recommendations as to the best buy and the best

            14       procedure.

            15           He, I think I can say, is going to recommend that,

            16       in fact, two tests are used: a so-called GDH test,

            17       glutamine dehydrogenase test, is used as a screening

            18       test, and the toxin test will be used as confirmation.

            19       This provides a much more reliable method of detecting

            20       C. diff.

            21           The tests that were available at this particular

            22       time had a positive predictive value of around

            23       70/75 per cent, so they were by no means 100 per cent

            24       reliable.

            25   Q.  Do we take from that that the 25/30 per cent shortfall
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             1       could result in false negatives?

             2   A.  Yes.

             3   DAME ELISH:  Sorry, my Lord, I wonder, on this particular

             4       point, if Mr MacAulay could ask the witness a question

             5       regarding a specific issue: if Dr Wyatt was aware that,

             6       in 2009, the NHS CEP document determined that this

             7       particular QUIK CHEK A/B toxin was, in fact, one of

             8       the five superior assays for C. diff testing and is

             9       quoted as being most specific at 98.6 per cent?

            10   LORD MACLEAN:  Mr MacAulay, is that a question that you want

            11       to get to at this point?

            12   MR MACAULAY:  I don't think so, my Lord.  It may be --

            13       I thank my learned friend for raising the point --

            14       something we will look at in due course.

            15   LORD MACLEAN:  You now have notice of the question, so you

            16       may get to that, and it depends whether you want to get

            17       to it with this witness, of course, too.

            18   MR MACAULAY:  Indeed.  We will note the question and I may

            19       come back to that.

            20   DAME ELISH:  I'm very happy with that, my Lord.

            21   MR MACAULAY:  I'm sorry, we touched upon false negatives.

            22   A.  Negatives.

            23   Q.  The other point we read here is the suggestion that

            24       optimal results are obtained with samples which are less

            25       than 24 hours old.  Do you see that?
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             1   A.  Yes.

             2   Q.  What is the point here, then?  Can samples degrade if

             3       they are kept for a particular period of time?

             4   A.  Yes, inevitably, with all the micro-organisms in

             5       a faecal specimen, degradation will occur.  The rate at

             6       which it occurs I am not terribly sure of, but it is

             7       mentioned in the next couple of lines.

             8   Q.  We can read on:

             9           "Most specimens may be stored at 2 - 8 degrees

            10       Centigrade for up to 72 hours before significant

            11       degradation of toxin is noted."

            12           This suggests that, if a specimen is to be stored,

            13       it is to be stored at a particular temperature?

            14   A.  Between 2 and 8 degrees.

            15   Q.  But if that doesn't happen, then would there be a risk

            16       of degradation if there was a delay in excess of

            17       24 hours?

            18   A.  Oh, yes.  Whether that would push the specimen from

            19       positive to negative in terms of the test, I am unsure.

            20       It would depend upon the amount of toxin present in the

            21       sample.

            22   Q.  I think you said earlier you were also provided with

            23       a number of documents that form part of the infection

            24       control manual, such as the C. diff policy.  If I can

            25       put that on the screen at this point also, it is at
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             1       GGC00780252, we now have on the screen the C. diff

             2       policy for Greater Glasgow and Clyde.  Can we see that,

             3       according to the top box, it is effective from

             4       October 2004, with a review time for October 2008?

             5           Do you see that?

             6   A.  Yes.

             7   Q.  If we turn to page 253, towards the bottom, can we read,

             8       in the second-last entry, in connection with persons

             9       most at risk, that it is envisaged that patients

            10       currently on antibiotics or patients who have had

            11       antibiotic therapy within the last 8 weeks -- so does

            12       the policy envisage that patients on antibiotics are

            13       most at risk of C. diff?

            14   A.  Yes, they are.

            15   Q.  I think you also had sight of the loose stools policy?

            16       I needn't take you to it, but did that policy, in

            17       particular, envisage that, if a patient had loose

            18       stools, generally such a patient should be isolated?

            19   A.  I can't remember the specific quotation from the

            20       document, but, yes, they should.  Anybody with diarrhoea

            21       should be isolated, absolutely.

            22   Q.  I will take you to the policy.  It is at GGC00780258.

            23       We now have it on the screen.  We can see the effective

            24       date is from March 2004.  If we turn to page 259, can we

            25       read at the top, against the reference "Accommodation

                                            22

             1       (patient placement)":

             2           "Place a patient who could contaminate the

             3       environment with faeces in a single room."

             4           Then there are some provisions made that, if that is

             5       not clinically suitable, then a risk assessment should

             6       be undertaken.

             7   A.  Absolutely.

             8   Q.  In relation, then, to seeking to place a patient in

             9       a single room, is the purpose behind that that of

            10       isolating that patient from other patients?

            11   A.  Yes, but also to prevent the environment becoming

            12       contaminated with C. diff spores.  As you know, the

            13       spores are very persistent, and wide-spread

            14       environmental contamination can lead to other patients

            15       contracting it.

            16   Q.  What does isolation mean, then?  Can you just give us

            17       some understanding?

            18   A.  Basically, it means being put in a single room which the

            19       patient is not allowed out of, and preferably an ensuite

            20       room, and all the services, nursing services and

            21       doctors, actually come to the room.

            22   Q.  If, for whatever reason, there is not a single room

            23       available in the ward, what other options could there

            24       be?

            25   A.  This presents a major challenge.  You then have to make

                                            23

             1       the decision about what is called cohorting, and using

             2       a four-bedded bay or some other area where you clear the

             3       patients out of and keep that patient there.  The whole

             4       idea is to keep them away from patients and to reduce

             5       what is called the bio-burden in the environment.

             6   Q.  To take your example, if you use a four-bedded bay and

             7       you put an infected patient into the four-bedded bay,

             8       what about the other three beds in the four-bedded bay?

             9   A.  They are kept empty, unless you have got somebody else

            10       with C. diff that you can put in there as well.  This

            11       presents a major challenge, particularly to hospital

            12       management, because you are shutting beds.

            13   Q.  If you put the patient in the four-bedded bay, and only

            14       that patient in the bay, are you effectively seeking to

            15       isolate that patient?

            16   A.  Yes.

            17   Q.  Are you envisaging that the four-bedded bay -- there

            18       would be a door that could be shut to keep the patient

            19       in complete isolation?

            20   A.  Well, often that isn't possible, but it -- the aim of it

            21       is to reduce the environmental spread of the spores, so

            22       you have to work with what's available, so cleaning, of

            23       course, cleaning frequencies, and so on, then come into

            24       play; the agent that you use for cleaning -- Actichlor

            25       in this case -- is important.  It is much easier if you

                                            24

             1       have got a single room.

             2   Q.  Now I want to move on, Dr Wyatt, to look at the cases

             3       that you have looked at and prepared reports for the

             4       Inquiry.  The first case I want to look at is that of

             5       Margaret Dalton.  We will put your report on the screen.

             6       It is at EXP01290001.  You may or may not have a hard

             7       copy of this report in front of you.

             8   A.  I do.

             9   Q.  Can we see from the front page of the report we have

            10       that Mrs Dalton was born on 27 February 1933, and she

            11       died on 31 December 2007?

            12   A.  Yes.

            13   Q.  If we turn to look at the death certificate at

            14       SPF00110001, can we see that Mrs Dalton was 74 when she

            15       died on 31 December 2007, that she died in the

            16       Vale of Leven Hospital, and we can see what's been put

            17       on the death certificate at that time?

            18   A.  Yes.

            19   Q.  If we go to your report, and turn to page 4 of

            20       the report, I think you provide us with a summary of

            21       Mrs Dalton's medical history and why she was admitted to

            22       the Vale of Leven, I think on 18 November 2007.  Can you

            23       just take us through that?

            24   A.  This is, in fact, my page 3, Mr MacAulay.  Is it "Brief

            25       summary of medical history"?
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             1   Q.  Yes.

             2   A.  Oh, yes, sorry, of course, of course.

             3           Mrs Dalton was a 74-year-old at this time and she

             4       lived with her daughter and family.  She had rheumatoid

             5       arthritis, which was being treated with long-term

             6       methotrexate and sulfasalazine and was also being

             7       treated for non-Hodgkin's lymphoma.  She was, therefore,

             8       quite immunosuppressed, and was admitted with a fever of

             9       unknown origin on 18 November and, despite several blood

            10       cultures, a causative organism was not found, and this

            11       is always unfortunate from a microbiological

            12       perspective, because you don't know what the organism

            13       is, so she was therefore treated extensively with

            14       broad-spectrum antibiotics, including ciprofloxacin and

            15       ceftazidime, two of the four Cs, Mr MacAulay.

            16           She was also taking a proton pump inhibitor, which

            17       would have predisposed her, as well, to acquiring the

            18       spores because of reduced gastric acidity.

            19           Given the presence of C. diff spores in the

            20       environment of the hospital, she was at very high risk

            21       of being infected.

            22   Q.  Do I take it from what you have said that she would have

            23       been a difficult patient to treat because of her

            24       different problems and the fact they couldn't find the

            25       cause of the infection?
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             1   A.  Yes.  These patients always -- I'm talking about

             2       diagnostic dilemmas.  These patients are always

             3       difficult to treat because you have got no idea of what

             4       the organism is.  Therefore, you have to use

             5       broad-spectrum activities to cover as wide a range of

             6       organisms as possible.

             7   Q.  Where does the immunosuppression fit into this picture?

             8       How does that impact upon the problems of treating such

             9       a patient?

            10   A.  The immune system is responsible for, as you know,

            11       stopping infection spreading.  We are all exposed to

            12       thousands of different organisms every day, and it is

            13       our immune system that prevents those from infecting us

            14       and the organism, if we do acquire it, from spreading

            15       within our bodies.

            16           If you knock down the immune system with

            17       immunosuppressant drugs, that protection is no longer

            18       there, and you then have to rely on antibiotics to do

            19       the whole job, and this is a major ask.

            20           So immunosuppressed patients are at high risk.

            21   Q.  If we turn to page 9 of this report, you have a section

            22       there where you review generally the antibiotic

            23       treatment that was provided to Mrs Dalton.

            24           You begin by, I think, repeating what you have said,

            25       that she was someone who was difficult to treat, for the
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             1       reasons you have given, and you set out on that page the

             2       combination of antibiotics that she was provided with,

             3       at least initially.  Is that correct?

             4   A.  Yes, that's right.

             5   Q.  Was this a reasonable approach that was taken?

             6   A.  Yes, she was started on a combination of

             7       piperacillin-tazobactam and gentamicin, which was

             8       a fairly standard starting point for this type of

             9       infection.

            10   Q.  You tell us, though, that she developed a rash?

            11   A.  Yes.

            12   Q.  That was thought to be a reaction to the

            13       piperacillin-tazobactam; is that correct?

            14   A.  Yes, that's right.  Her real rash was -- or whether it

            15       was in fact caused by the pip-tazo, I'm not certain, but

            16       certainly the clinicians there thought it was and she

            17       was changed to ciprofloxacin.

            18           Again, not an unreasonable change, balancing the

            19       risks of the infection progressing and her developing

            20       C. diff.

            21   Q.  If we move on to page 10 of the report, you note there

            22       that there was, on 21 November, a discussion with one of

            23       the microbiologists, and that it was suggested that

            24       meropenem should be added and they should continue with

            25       the ciprofloxacin and stop the gentamicin.  You say the
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             1       advice was not logical.  Why do you say that?

             2   A.  Well, the cross-reactivity of pip-tazo and meropenem is

             3       small, but can occur.  So if she developed a rash to the

             4       pip-tazo, then she should also have developed a rash to

             5       the meropenem.

             6   Q.  But she did improve, I think you note there?

             7   A.  Yes, absolutely.

             8   Q.  You tell us, towards the bottom of this paragraph, that

             9       the advice given to stop her antibiotics, given her

            10       improvement, was sensible?

            11   A.  Yes.

            12   MR KINROY:  I'm sorry to intervene, but I don't quite

            13       understand the significance of the patient recovering

            14       from the rash.  Is that, in fact, that Dr De Villiers'

            15       intervention had no harmful consequences?

            16   LORD MACLEAN:  Sorry, I don't understand the question.

            17   MR KINROY:  I'm sorry, my Lord.  This is highly technical,

            18       but we are told --

            19   LORD MACLEAN:  The whole Inquiry is rather technical,

            20       Mr Kinroy.

            21   MR KINROY:  Well, this is particularly technical.

            22   LORD MACLEAN:  Is it?

            23   MR KINROY:  Yes, I would say so.  Certainly with the

            24       handicap here --

            25   LORD MACLEAN:  What is the question.
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             1   MR KINROY:  -- with the lack of advice.  It is not easy to

             2       get advice on 65 patients' microbiology.

             3           The question is this, that the advice of

             4       Dr De Villiers was thought to be, to a degree,

             5       illogical.  The question is: whether his advice was

             6       illogical or not, did it have any harmful consequences?

             7   LORD MACLEAN:  I think the point you made, if I got your

             8       answer correctly, was that the substitute drug was as

             9       likely to give rise to the rash as the one being

            10       substituted?

            11   A.  Absolutely.

            12   LORD MACLEAN:  Did I put that correctly?

            13   A.  Yes, that would be correct.

            14   MR KINROY:  My Lord, I'm not sure whether there were any

            15       consequences from that, though.  Was Dr De Villiers --

            16       whether it was illogical, if it was illogical, or

            17       because it was -- or, despite it being illogical,

            18       whether there were any harmful consequences of it?  That

            19       is what I would like to know.

            20   LORD MACLEAN:  Did you find that from the records?  Did you

            21       find that the rash continued or reappeared?

            22   A.  As far as I can recall, sir, there was no mention of

            23       the rash subsequently.  The change from pip-tazo to

            24       meropenem would not have had any adverse consequences

            25       from the point of view of her infection.  Meropenem is
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             1       considered to be a broader spectrum, more -- I hate

             2       using the word "strong", but a more powerful antibiotic

             3       than pip-tazo.  So clinically, it would not have had any

             4       adverse consequences.  Certainly a rash wasn't

             5       mentioned, as far as I'm aware.

             6   LORD MACLEAN:  Does that answer your query?

             7   MR KINROY:  Yes, my Lord, I think it does.

             8   MR MACAULAY:  Moving on, then, to the next paragraph of this

             9       report, Dr Wyatt, I think you tell us that, although

            10       there had been improvement, there was some deterioration

            11       subsequently; is that right?

            12   A.  Yes.

            13   Q.  What was the response to that?

            14   A.  Well, as frequently happens with this type of patient,

            15       they do relapse and go back to as they were with high

            16       temperature and elevated inflammatory markers and,

            17       again, the same pattern: lots of blood cultures, no

            18       organism.  So we go back to our treatment for pyrexia of

            19       unknown origin.

            20   Q.  Looking at the combination, then, of antibiotics that

            21       you list here, the ceftazidime, gentamicin and

            22       metronidazole, was that an appropriate combination?

            23   A.  Yes, if you discount the potential for C. diff.  I think

            24       this, as I said right at the outset, this type of

            25       patient does create all sorts of diagnostic
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             1       difficulties.  She'd been treated with pip-tazo, she'd

             2       been treated with meropenem, both sort of

             3       top-of-the-range drugs, if you like.  So she relapses,

             4       so what do we do?  We have to then reach for a group of

             5       antibiotics which we haven't tried, which is

             6       cephalosporins, and the top of the cephalosporin range

             7       is ceftazidime.

             8   Q.  I take it this appears to have been an appropriate

             9       response?

            10   A.  I think so.  Personally, I would probably have gone back

            11       to the meropenem, but I think that is a personal view.

            12   Q.  Your reference to "PUO" in that paragraph, is that

            13       "pyrexia of unknown origin"?

            14   A.  Yes.

            15   Q.  If we turn to page 11 of your report --

            16   LORD MACLEAN:  Can I just ask you, it is ceftazidime; is

            17       that right?

            18   A.  Ceftazidime.

            19   LORD MACLEAN:  It is the top of page 11 of your report, at

            20       the end of the second line; is that right?

            21   A.  Yes, C-E-F-T-A-Z-I-D-I-M-E.

            22   LORD MACLEAN:  Thank you very much.

            23   A.  Who thinks these names up, sir, I have no idea.

            24   MR MACAULAY:  You tell us, then, on page 11, at the end of

            25       the paragraph:
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             1           "This combination of agents was logical in view of

             2       her failure to respond ... although it is debatable

             3       whether or not an antibiotic with gram-positive activity

             4       such as vancomycin should also have been added."

             5   A.  Sorry, my report is out of sync with this.  Yes, I am

             6       with you now:

             7           "This combination of agents was logical in view of

             8       her failure ... such as vancomycin ..."

             9           Yes, again, sort of personal preference, I think.

            10       I would have gone for the broad-spectrum cover to give

            11       gram-positive cover.

            12   Q.  I think in the next paragraph you again discuss the

            13       difficulties that the clinicians had in seeking to

            14       manage this patient.  If we look towards the very bottom

            15       of that paragraph, you say:

            16           "Over this period, I think clinicians found it

            17       difficult to decide whether her symptoms were caused by

            18       sepsis or her lymphoma and this led to the 'complexity'

            19       of her antimicrobial treatment."

            20           Is that right?

            21   A.  Yes.

            22   Q.  If we turn on to page 12, here you say -- this is now on

            23       18 December -- that there was some discussion and the

            24       meropenem was added to the gentamicin and the

            25       piperacillin, and you thought that was a decision that
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             1       was difficult to understand.  Why is that?

             2   A.  Sorry, Mr MacAulay.  This is following the discussion

             3       with the haematologist?  Oh, yes, absolutely.  To all

             4       intents and purposes, the spectrum of activity of these

             5       two antibiotics, particularly pip-tazo and meropenem,

             6       overlap.  You don't need to use both.

             7   Q.  But the position seems to be that, in any event,

             8       Mrs Dalton continued to decline; is that right?

             9   A.  Yes.

            10   Q.  Can we then turn to page 13 of the report?  I think you

            11       tell us, in the final paragraph in this section we have

            12       been looking at, that the extensive antibiotic treatment

            13       that Mrs Dalton received, particularly the

            14       ciprofloxacin, would have facilitated her acquisition of

            15       the C. difficile.  Is that correct?

            16   A.  Yes.

            17   Q.  I think we have a typo there.  I think that should be

            18       18 December 2007, not 2010.

            19   A.  I do apologise.

            20   Q.  In the next section of your report you deal with your

            21       review of diagnosis and treatment for C. difficile.  The

            22       position, I think, was that Mrs Dalton tested positive

            23       for C. diff following upon a specimen taken from her on

            24       17 December 2007, and if we can perhaps put the report

            25       from the microbiologist on the screen, that's
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             1       GGC00140132.

             2           We see here that the sample bears to have been

             3       collected on 17 December and received by the lab on

             4       18 December, and this is a positive result.  We can see

             5       that in the body of the report; is that right?

             6   A.  Yes.

             7   Q.  First of all, were you able to ascertain from the

             8       records when the ward became aware that Mrs Dalton had

             9       tested positive for C. diff?

            10   A.  I'm sure it's in here somewhere, Chairman.  Oh, yes, the

            11       ward was notified of the positive result by telephone on

            12       the 18th.

            13   Q.  On 18 December?

            14   A.  Yes.

            15   Q.  Insofar as the infection control nurse would be

            16       concerned, if we turn to SPF00500001, can we see here

            17       that against the date 18 December the note is:

            18           "Informed by ward staff.  Patient had loose stools

            19       when returning from pass.  Commenced on metronidazole

            20       and isolated."

            21           Can we see that is the note?

            22   A.  Yes.

            23   Q.  It would seem, in relation to the specimen that was

            24       collected on the 17th, certainly, as at the 18th, the

            25       ward and infection control are aware that the patient is
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             1       positive?

             2   A.  Yes.

             3   Q.  I think you also mention on page 13 in that first

             4       paragraph that there were further specimens taken at

             5       different times that were negative for C. diff.  Perhaps

             6       we can put these on the screen.  It is GGC00140265.  The

             7       specimen we are looking at here was collected on

             8       28 December, it appears to have been received by the lab

             9       on 3 January and this is a negative result; is that

            10       correct?

            11   A.  Yes.

            12   Q.  The other one I think you mentioned is at page 268 of

            13       the records.  We see here that the collection date is

            14       the same, 28 December, but the receipt date is earlier

            15       than the previous one, and this is 31 December?

            16   A.  Yes -- sorry, it is reported on the 31st.  It was

            17       collected on the 28th.

            18   Q.  Yes, it is collected on 28 December, received by the lab

            19       on the 31st and also reported on the 31st.

            20   A.  Yes.

            21   Q.  In that first paragraph, do you conclude that Mrs Dalton

            22       acquired the C. diff in the Vale of Leven Hospital?

            23   A.  Yes.

            24   Q.  The point you make in the next paragraph, about delays,

            25       I can understand the basis for that is the reports from
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             1       microbiology that you have looked at; is that correct?

             2   A.  Well, there were two delays: transport delays and

             3       processing delays, yes.

             4   Q.  If we look at the first report, the one for the specimen

             5       of 17 December, GGC00140132, this was a positive result.

             6       As we have noted, it was collected on 17 December and

             7       bears to have been received on 18 December.  Do you look

             8       upon that as a delay?

             9   A.  Yes.  On 17 December, it was collected at 2 o'clock and

            10       it wasn't delivered to the laboratory until 9 o'clock

            11       the following -- nearly 10 o'clock the following

            12       morning.

            13   Q.  That's what the document appears to suggest.

            14   A.  Yes.

            15   Q.  There has been a suggestion in this case that, although

            16       the receipt date may indicate a particular date, it may

            17       have been, at least on some occasions, the practice to

            18       carry out the analysis and then enter in the date of

            19       receipt some time afterwards.  Would that be something

            20       that would be within your own knowledge of practice,

            21       that that might happen, that might have been the

            22       practice?

            23   A.  I think it is more common that, at specimen reception,

            24       they actually stamp the thing with the time that it is

            25       received in the laboratory.
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             1   Q.  In any event, we are aware, I think, that the ward were

             2       not aware, from what you have taken from the records,

             3       that the specimen was positive until 18 December?

             4   A.  Yes.

             5   Q.  That would certainly link in to the date of receipt that

             6       we see in the document?

             7   A.  Yes.

             8   Q.  What about the other specimens we looked at?  Clearly,

             9       we can see, certainly if we look at page 265 of

            10       the records, there appears to be a significant delay

            11       from 28 December to 3 January.  Of course, it would

            12       cover the holiday period, that particular period?

            13   A.  Yes.

            14   Q.  Would that sort of delay, if it is truly accurate, be

            15       acceptable?

            16   A.  No.

            17   Q.  What would you envisage the turnaround should be if you

            18       are dealing with C. diff and a C. diff specimen?  How

            19       long do you think it should take, if you are looking at

            20       good practice, for such a specimen to be acted upon and

            21       reported?

            22   A.  I think there are two different circumstances,

            23       Mr MacAulay.  The current practice in the Belfast Trust

            24       is to do two runs for C. diff per day: one first thing

            25       in the morning, at 9.30, and another one last thing at
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             1       night, at 4.30, and one run on a Saturday and no run on

             2       a Sunday.  That is in the normal circumstances where

             3       there is not an outbreak.

             4           I think the ball game changes completely in the

             5       outbreak situation, and I think those times have to be

             6       reduced and, indeed, the toxin test has to be offered on

             7       an out-of-hours basis as well.

             8   Q.  That is if you recognise there is an outbreak occurring?

             9   A.  Correct.  Absolutely.

            10   Q.  If we take the situation where you are not at that

            11       level, if a specimen has been taken from a patient, then

            12       would you expect the specimen to stay in the ward until

            13       the round was to take place?

            14   A.  No.  I'm sorry, I may have confused you, Mr MacAulay.

            15       This is the laboratory processing part of it, not the

            16       specimen transport, you know, from the ward to the lab.

            17       Once received in the laboratory, the maximum time that

            18       the processing should be delayed would be 17 hours; in

            19       other words, if it was received at 1 minute past 5, if

            20       you like, and then not tested until 9.30, or whatever,

            21       the following morning.

            22   Q.  But, then, if you are not in that situation, and the

            23       specimen is received in the course of the day, what

            24       would your expectation be, in the normal course?

            25   A.  It would then wait until the next run, if it was
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             1       received after, say, 10 o'clock.  It would then wait

             2       until the run at 5 o'clock to be processed.

             3   Q.  We may be at cross-purposes.  If a specimen is received

             4       in the lab, can you give me some understanding as to how

             5       long it would take before that would be tested for

             6       C. diff?

             7   A.  If it was received after 10 o'clock, in other words, it

             8       missed the first run of C. diff processing at

             9       10 o'clock --

            10   LORD MACLEAN:  10 am?

            11   A.  10 am.  It would then have to wait until the run at,

            12       say, 4.30 in the afternoon.  So if it was received in

            13       the lab between those times, if it was received at 3.30,

            14       it would only be an hour's wait, and if it was 2.30, it

            15       would be two hours' wait before it was processed.  Sorry

            16       I didn't make that clear.

            17   MR MACAULAY:  My Lord, if, perhaps, you were thinking of

            18       having a break, that might be the appropriate point.

            19   LORD MACLEAN:  Yes, let's have a break.

            20   (11.25 am)

            21                         (A short break)

            22   MR MACAULAY:  Before the break, Dr Wyatt, we had been

            23       looking at your report that you prepared in connection

            24       with Mrs Dalton, and we had got to page 13, if you could

            25       move on to there.  If I could have back on the screen,
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             1       just to clarify this particular point, the microbiology

             2       report for the positive result at GGC00140132, I think

             3       we see, as we discussed earlier, the collection date is

             4       17 December, the receipt date is 18 December.  I think

             5       I did ask you earlier whether you could recollect when

             6       the ward knew.  Can I just look at this?  If we just

             7       keep this on the screen and put on the screen beside it

             8       GGC00140246.  We have some entries -- this is in the

             9       nursing records -- for the 17th at 11 o'clock, "Returned

            10       from weekend pass".  This is a lady who had been home

            11       for the weekend and came back and she was unwell with

            12       loose stools.

            13           If you look at the entry for 1845, it says:

            14           "C. diff positive.  Started on metronidazole."

            15           It would appear, in fact, that the ward knew about

            16       the positive result on 17 December.  Do you follow me?

            17   A.  Yes, I do.

            18   Q.  That is why there was the conundrum before, because, if

            19       we go back to the report from microbiology, it bears to

            20       suggest that it wasn't received until 18 December?

            21   A.  Yes.

            22   Q.  But it seems, in fact, that, whatever it may say, the

            23       ward knew on 17 December, and the infection control

            24       nurse, on the face of it, knew on 18 December?

            25   A.  Yes.  Sorry, I apologise.  I was --

                                            41

             1   Q.  I just thought that should be clarified.  Looking at the

             2       nature of the reporting, then, it would appear that

             3       certainly the ward was told by the lab that Mrs Dalton

             4       was positive.  If we look at the infection control card

             5       again, which we find at SPF00500001, would it seem that

             6       the infection control nurse, according to what has been

             7       written, has been told by the ward staff that the

             8       patient is positive on the 18th?

             9   A.  Yes.

            10   Q.  Can I just take you back to one of the documents we

            11       looked at earlier, just while we are looking at this

            12       particular point, and it is GGC28100001.  You may

            13       recollect looking at this earlier this morning.  This is

            14       the C. diff toxin test, the laboratory policy.  If we

            15       turn to page 6 of the document, there is a section

            16       headed "Reporting of results".  Can we see that

            17       information is provided as to how results of the test

            18       are to be reported?  Can we see that?

            19   A.  Yes.

            20   Q.  In the third sentence, we can read:

            21           "In addition, positive toxin results from hospital

            22       patients are phoned to the ward, infection control

            23       department and public health."

            24           So would it appear that it was envisaged that the

            25       ward, the infection control department and, indeed,
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             1       public health would be informed of a positive result?

             2   A.  That is good practice.

             3   Q.  Can we then go back to Mrs Dalton's report on page 13?

             4       We had moved on to talk about the delays in transporting

             5       specimens to the laboratory and in reporting results.

             6           Insofar as Mrs Dalton is concerned, in relation to

             7       the positive result, it would appear that that was

             8       reported on the same day as the specimen was taken?

             9   A.  Good practice; absolutely.

            10   Q.  But you have pointed, I think, to the other negative

            11       results where there appeared to have been gaps, at least

            12       between collection and receipt?

            13   A.  Surely.

            14   Q.  If we turn to page 14 of your report, it is that main

            15       paragraph, and four lines from the end, where you say:

            16           "The target processing time in the lab should be of

            17       the order of four hours, even out of hours."

            18           Do you see that sentence?

            19   A.  Yes.

            20   Q.  Can I understand the context of that?

            21   A.  I think it is unclear, Mr MacAulay.  I think it -- this

            22       is in an outbreak situation, that it should be a very

            23       short period of time.  As I said to you before, you

            24       know, a routine day-to-day way of going, that that

            25       maximum time of 17 hours would be acceptable.  My report
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             1       is not clear on that.

             2   Q.  That is the point I want to take from you.  You are

             3       making the assumption here that you are in an outbreak

             4       situation and this is the turnaround time that you

             5       envisage in that situation?

             6   A.  This is what you should be aiming for.

             7   Q.  The next paragraph, where you are looking at, I think,

             8       towards the end of that section, the role of

             9       the laboratory and the microbiologist, to what extent

            10       would you see the microbiologist would be involved in

            11       every positive result that was produced by the lab?

            12   A.  My view is that they should be.  I think, in some of

            13       the cases here, things were the wrong way around.  The

            14       ideal practice was in the standard operating procedure

            15       that the ward, the ICN and public health were notified,

            16       and that is good, but it seems, in a number of these

            17       patients, it was the ward that notified the ICN, and

            18       I just don't think that is right.  I think if the ICN

            19       and the microbiologist, working together as a team, are

            20       on their toes, on the ball, they should get the result

            21       from the laboratory and be out to the ward.

            22   Q.  Would you envisage, then, in a case such as Mrs Dalton's

            23       case, that the microbiologist should have been made

            24       aware of the positive result and gone to the ward to see

            25       the patient?
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             1   A.  Absolutely.

             2   Q.  But what if the microbiologist is not on site, which was

             3       the position in the Vale of Leven, they didn't have an

             4       onsite microbiologist.  How would you manage that?

             5   A.  I'm sorry, but I think it is part of the job, and there

             6       should be a presence in the hospital every day, and

             7       particularly in this situation, and presumably they have

             8       cars.  I don't know what the distance involved is, but

             9       I think it is so important, Mr MacAulay.  It goes back

            10       to what we were saying at the beginning: this is what

            11       the job is about.

            12   Q.  So far as treatment for Mrs Dalton was concerned,

            13       I think, as we have noted, she was treated with

            14       metronidazole, and that would --

            15   MR KINROY:  My Lord, I wonder, before we leave that point --

            16       I am sorry, but these answers are on the premise that

            17       the microbiologist knew that there was an outbreak.  Can

            18       we be quite clear about that?

            19   MR MACAULAY:  I don't think that was the premise, but I will

            20       go through this hypothesis again.

            21           I think the hypothesis I put to you in relation to

            22       Mrs Dalton, to take a single case, was, would you, first

            23       of all, expect the microbiologist to be told of

            24       the positive result in that single case?

            25   A.  Yes.
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             1   Q.  Then, in relation to what the microbiologist would do,

             2       would you expect the microbiologist to attend to see the

             3       patient?

             4   A.  Yes.  Absolutely.

             5   MR KINROY:  My Lord, it was the words "particularly in this

             6       situation" that had me puzzled.  What situation would

             7       that be?  I understood that to be an outbreak.

             8   LORD MACLEAN:  Are you talking about an outbreak situation

             9       here, or just --

            10   A.  Any situation.  Any patient with C. diff potentially has

            11       the ability to spread the organism everywhere.  I would

            12       want to go to the ward, I would want to make sure the

            13       patient is isolated.  I would want to make sure they

            14       were on the right treatment, that all the staff knew

            15       what the situation was.  That is my, and the infection

            16       control nurse's, working together, job.

            17   MR MACAULAY:  Looking at the other hypothesis, let's assume

            18       you have an outbreak.  What would your role be then?

            19   A.  Walk quicker.  In an outbreak situation, you cannot hang

            20       about.  You know, this is sort of weekend and Saturdays

            21       and Sundays, to make sure everything is going right,

            22       patients are being isolated.  Because so quickly it can

            23       get away from you, Mr MacAulay, and once it's got away

            24       from you, it's extremely difficult to retrieve.

            25   Q.  I think I was moving on to ask you about the treatment
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             1       that Mrs Dalton received, and she was prescribed, as we

             2       have noted, metronidazole, and I think you consider that

             3       was appropriate and in accordance with the prescription

             4       policies at the time?

             5   A.  Yes.

             6   Q.  If we turn to page 16, you consider that there was

             7       prompt action by the ward staff and the infection

             8       control nurse in sending the stool sample to the lab on

             9       the 17th; is that correct?

            10   A.  Yes.

            11   Q.  Then, if we move on to your conclusion for this case, on

            12       page 17, is there anything there that we haven't touched

            13       upon in going through the body of the report?

            14           I think one point we haven't touched upon is the

            15       death certificate, but others have looked at that.  But

            16       in relation to the rest of it, I think we have covered

            17       that?

            18   A.  Yes.

            19   Q.  Perhaps I can, at this point, go back to one of

            20       the documents I tried to put on the screen before

            21       I moved on to look at the report, and I think we have

            22       solved the problem now.  This is when we were discussing

            23       the request forms that may be relevant.  If we turn to

            24       page 59, we are looking at what bears to be

            25       a Vale of Leven laboratory request form for a patient
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             1       Margaret Thompson.  We can see there are different boxes

             2       in the document.  For example, "Clinical information",

             3       there is reference to "Loose stool ?infected".  If we

             4       look at the box underneath the date, there is a box

             5       ticked "Other.  Please specify", and then "C. diff".

             6           So that is a specific request for C. diff?

             7   A.  Yes.

             8   Q.  This sort of document, would this be similar to the sort

             9       of document that you would have in your hospital?

            10   A.  Yes, I think so.  It is not laid out the same, but the

            11       same information.

            12   Q.  If we look at page 1 in this bundle of documents, we are

            13       now looking at a request form for Jean Beattie.  As we

            14       can see, there have been some changes to this to the one

            15       that we just looked at a moment ago.  Perhaps we can put

            16       the other one on the screen beside it.

            17           Can we see that it seems that it may be that

            18       something has been stuck on to Mrs Beattie's request

            19       form, and towards the right in the section "Clinical

            20       information", can we see that someone has written "Tox

            21       +.  Ward phoned".  Is that right?

            22   A.  Yes.

            23   Q.  The document that has been perhaps attached to the

            24       request form, can we see there are a number of sections

            25       where certain things are circled, but if we look at
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             1       "ICDT", we can see that the bit suggesting positive has

             2       been circled?

             3   A.  Yes.

             4   Q.  "ICDT", what is that?

             5   A.  I'm not clear what the "I" stands for, but presumably

             6       the CDT is C. diff toxin.

             7   Q.  This would suggest -- we have seen this, I think, when

             8       we looked at Mrs Beattie's case -- that the ward were

             9       being informed that there had been a positive result?

            10   A.  Yes.

            11   Q.  I now, then, want to move on to the second case I want

            12       to raise with you, and that is that of James Thomson.

            13       Your report here is at EXP01280001.  Can we see here

            14       that Mr Thomson's date of birth was 26 April 1922, and

            15       his date of death was 3 March 2008?

            16   A.  Yes.

            17   Q.  If we look at the death certificate first of all, at

            18       SPF00360001, can we see that Mr Thomson died on 2 March

            19       in the Vale of Leven Hospital and the cause of death was

            20       put forward as myocardial infarction?

            21   A.  Yes.

            22   Q.  If we then look at the body of your report, and turn to

            23       page 4 of the report, you set out some information that

            24       I think you have taken from the records in connection

            25       with Mr Thomson's medical history; is that correct?

                                            49

             1   A.  Yes.

             2   Q.  Can you summarise the position for us?

             3   A.  Mr Thomson was an 86-year-old gentleman.  He lived alone

             4       and had been house-bound since 2004.  He was a retired

             5       driving instructor.  He was first admitted to the

             6       Vale of Leven on 20 November 2007, following a collapse

             7       due to anaemia.

             8           He then had a series of admissions, both as a day

             9       case and an inpatient and, on 25 January, which was

            10       a couple of days after his last discharge from hospital,

            11       he was again admitted with a lower respiratory tract

            12       infection and dysphagia, difficulty in swallowing.

            13           He got co-amoxiclav between 25 and 31 January, and

            14       approximately nine days later, on the evening of

            15       3 February, he developed diarrhoea, caused by

            16       Clostridium difficile.

            17   Q.  You have mentioned there were, I think, a number of

            18       admissions, but was the final admission then the

            19       admission that took place on 25 January 2008?

            20   A.  Yes.

            21   Q.  If we then go to that section of your report where you

            22       review his antibiotic treatment, just generally, and

            23       I think that starts on page 6 of your report, you begin

            24       by telling us that, in July, he had been prescribed

            25       co-amoxiclav.  That was in one of his earlier
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             1       admissions; is that right?

             2   A.  Yes.

             3   Q.  You don't think that's of particular relevance?

             4   A.  Well, it was by his GP and it was a long time before, so

             5       probably of doubtful relevance.

             6   Q.  The point you make about the ciprofloxacin, you say

             7       that, following his admission on 20 November 2007, he

             8       may have been given ciprofloxacin but this wasn't clear.

             9   A.  No.

            10   Q.  Why was that?

            11   A.  Well, there is a note on 28 November suggesting that it

            12       was day 5 of treatment, but I couldn't find when it was

            13       started, the reason for it being started, and I couldn't

            14       find the prescription for it in the drug Kardex.

            15   Q.  I think the note you have in mind, if we look at that,

            16       is GGC00550052.  We can read on 28 November, in the

            17       second line, that, on day 5, ciprofloxacin -- is that

            18       the note you had in mind?

            19   A.  Yes, that was the bit.

            20   Q.  There was no evidence of the prescribing itself or the

            21       reason why?

            22   A.  No.  Nor is it in the Kardex, which is unusual.

            23   Q.  If we move on, then, to page 7 of your report, you do

            24       tell us that he was prescribed trimethoprim on

            25       27 November.  Was that for a urinary tract infection?
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             1   A.  Probably.  Although it wasn't terribly clear whether it

             2       was infection or -- there was no urine specimen taken at

             3       the time, although there had been one taken sometime

             4       before.

             5   Q.  But, in any event, you say, I think, that this would be

             6       the appropriate response to a urinary tract infection?

             7   A.  Yes, absolutely.

             8   Q.  Then, if we move on to the final admission in the next

             9       paragraph, you begin by telling us that he was given

            10       co-amoxiclav from 25 January to 31 January.  What about

            11       that, then?  You thought that was for a lower

            12       respiratory tract infection?  Is that right?

            13   A.  Yes, and possibly exacerbation of chronic obstructive

            14       pulmonary disease.

            15   Q.  Was this appropriate?

            16   A.  Probably not.  The first line given in the guidance is

            17       amoxicillin or clarithromycin.  Co-amoxiclav tends to be

            18       reserved for severe pneumonia and, as far as I can

            19       recall, Mr MacAulay, this wasn't very severe.

            20   Q.  What you tell us in your report is, just reading on,

            21       that his clinical condition was not sufficiently serious

            22       to warrant the use of this antibiotic?

            23   A.  You are better informed than I.

            24   Q.  I am just reading on.  What about the dose?  You also

            25       say it didn't follow the policy in dose?
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             1   A.  No.

             2   Q.  In what respect?  Was it too little or too much?

             3   A.  I would need to look back to see what he actually

             4       received.  I think it was too much.

             5   Q.  You tell us on page 5, in the last paragraph:

             6           "On admission on 25 January 2008, he was given

             7       co-amoxiclav 625mg po tid until 31 January ..."

             8   A.  Yes.  That is severe -- that is the dose for severe

             9       community-acquired pneumonia, the 1.2 grams IV.  He was

            10       in fact given half that dose, presumably because it was

            11       non-severe.

            12   Q.  But you say that wasn't the appropriate choice of

            13       antibiotic?

            14   A.  No.

            15   Q.  If we go back to page 7 of your report, you finish that

            16       paragraph by saying:

            17           "As this antibiotic is known to be a trigger for

            18       C. difficile, it is likely that this occurred, as

            19       Mr Thomson became symptomatic approximately three days

            20       after the antibiotic was stopped."

            21           So you see a connection, do you, between the

            22       co-amoxiclav and the C. diff?

            23   A.  Yes.

            24   Q.  Can we look at that section of your report where you are

            25       reviewing the diagnosis and treatment for C. diff?  You
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             1       begin by saying that, since this appears to have

             2       occurred nine days after admission, it is likely that it

             3       was a hospital-acquired infection?

             4   A.  Yes.

             5   Q.  If we look then at the microbiology results here, it is

             6       at GGC00550157, do we see here that, on the face of it,

             7       the specimen has been collected on 4 February, received

             8       by the lab on the same day, and the report is dated

             9       6 February, and do we see it is a positive result?

            10   A.  Yes.

            11   Q.  If we go back to your report at page 8 -- we can perhaps

            12       keep the microbiology report on the screen -- just to

            13       understand the point you are making, GGC00550157,

            14       I think in the report we see the collection date is

            15       4 February at 1655, and the receipt date is 4 February

            16       at 1655.  So both cannot be correct, I think is the

            17       point you make.

            18   A.  Yes, absolutely.

            19   Q.  But you have taken from the nursing notes, if we look at

            20       page 8, that the specimen is noted to have been taken at

            21       1300 hours, and that the positive result was phoned at

            22       1630, three and a half hours later.

            23           So, on the face of it, if that is correct, then

            24       there would appear to have been a prompt response to the

            25       sending of the specimen?
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             1   A.  Yes, absolutely.

             2   Q.  You do make the point that the two-day delay in formal

             3       reporting -- and we can see that from the report -- on

             4       6 February, seems to be excessive, but does that matter,

             5       if, in fact, the ward have been told?

             6   A.  No.  No, the hard copy report is confirmation.

             7   Q.  If we look at the infection control card at SPF00750001,

             8       again, can we see, as I think we saw with Mrs Dalton's

             9       case, it would, on the face of it, appear that the

            10       infection control nurse is made aware on 5 February, and

            11       that the information came from the ward staff?

            12   A.  Yes.

            13   MR KINROY:  My Lord, I see there is an entry there "Date

            14       positive: 4/2/08".  Is it known that this was

            15       a retrospective reflection emanating from the

            16       communication on the 5th, which we assume to have taken

            17       place?

            18   LORD MACLEAN:  Mr MacAulay?  It is a conundrum.

            19   MR MACAULAY:  As a matter of fact, the reference to 4/2/08

            20       is correct, from what we have seen.  What I have taken

            21       from the witness in relation to the next entry is that

            22       the next entry suggests, on the face of it, that the

            23       information came from the ward staff on 5 February.

            24       That is all I can take from it at this point.

            25           On page 9 of your report, you indicate that, on
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             1       receipt of the positive result on 4 February, the ward

             2       staff looked for a side room, but you're of the view

             3       that this should have been done when the diarrhoea

             4       started?

             5   A.  Yes.

             6   Q.  Is that for the reasons you mentioned earlier, to

             7       prevent cross-contamination?

             8   A.  Absolutely.  Yes, as soon as patients have diarrhoea,

             9       they should be isolated, and when the results of

            10       the tests are known, if they are negative, they can be

            11       let out into the hospital, but if they are positive,

            12       they stay where they are.

            13           As you rightly say, Mr MacAulay, it is about

            14       preventing contamination of the environment.

            15   MR KINROY:  My Lord, I will try to refrain from any further

            16       interventions, but in this case the witness has

            17       previously said that patients should be isolated as soon

            18       as they have diarrhoea.  I wonder whether it is worth

            19       clarifying that his advice, or his evidence, is that

            20       patients should be isolated as soon as they have

            21       potentially infectious diarrhoea.

            22   LORD MACLEAN:  Is there a difference?

            23   A.  Yes, there is, and counsel is quite right, Chairman.  If

            24       you have had a bowel preparation, for instance, you have

            25       loose and watery stools, so that type of patient you
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             1       wouldn't isolate unless you had got lots of isolation

             2       rooms, because it has happened that people have got

             3       C. diff with bowel prep.

             4           But, generally speaking, where there weren't

             5       indications that they'd had a bowel preparation,

             6       laxatives, or whatever, you would isolate them.

             7   LORD MACLEAN:  This is within your expertise, is it?

             8   A.  Yes.  Sorry, yes.  Yes, absolutely.  Absolutely.  You

             9       know, it would be hospital policy that where, as counsel

            10       says, this was considered to be an infectious diarrhoea,

            11       you would isolate them.

            12   LORD MACLEAN:  If you thought it was infectious, then you

            13       would isolate them?

            14   A.  Yes.

            15   LORD MACLEAN:  If not --

            16   A.  If they had had a bowel preparation, laxatives, or

            17       whatever, then, okay, they could stay where they were.

            18           Sorry, Mr MacAulay.

            19   MR MACAULAY:  It would appear here that the thinking was

            20       that there was at least a suspicion that this might be

            21       C. diff, because, of course, a specimen was sent.  If

            22       you have that suspicion, then would you isolate, pending

            23       the result of the specimen?

            24   A.  Absolutely.

            25   Q.  If we go to the loose stools policy again that we looked
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             1       at this morning briefly, that is at GGC00780258, and if

             2       we turn to the page we looked at earlier, at page 259,

             3       what we can read is that, in relation to precautions for

             4       patients with loose stools:

             5           "Place a patient who could contaminate the

             6       environment with faeces in a single room."

             7           Does that envisage, in your view, that there would

             8       be the risk of infection involved, if you were to be

             9       isolating in a single room a patient who had diarrhoea?

            10   A.  Potentially -- you would be isolating because,

            11       potentially, they could be infectious and contaminate

            12       the environment, yes.

            13   Q.  If we go back to page 9 of your report, you tell us

            14       three lines from the top that treatment with

            15       metronidazole was started promptly and continued for

            16       16 days, although a course length of 14 days would be

            17       sufficient.  I think it was the position that Mr Thomson

            18       missed some doses; is that right?

            19   A.  Yes.  He was uncooperative.

            20   Q.  At that time, his diarrhoea did resolve?

            21   A.  Yes.

            22   Q.  If we could look at the records GGC00550156, can we see

            23       that there was another positive result in relation to

            24       a sample collected on 29 February and received by the

            25       lab on the same day?  Do you see that?
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             1   A.  Yes.

             2   Q.  That, again, seems to be a prompt response.

             3   A.  Yes.

             4   Q.  I think that is shortly before Mr Thomson died, on

             5       the March; is that right?

             6   A.  Yes.

             7   Q.  Again, I think you say in this report that the infection

             8       control nurse should be informed about the positive

             9       result from the lab?

            10   A.  Yes.

            11   Q.  In the single environment -- namely, where you don't

            12       have an outbreak but you have a patient who has been

            13       diagnosed with C. diff -- would you expect the

            14       microbiologist to be involved?

            15   A.  Yes.

            16   Q.  For the reasons you gave before?

            17   A.  Yes, absolutely.

            18   Q.  On page 10 of your report you make a point about the

            19       infection control card, and perhaps we can put it on the

            20       screen, SPF00750001.

            21           What you say in your report is that the 13-day gap

            22       in entries on the infection control card, between

            23       7 and 20 February, was not acceptable.  If we look at

            24       the card that we now have on the screen, we can

            25       certainly see that there is such a gap.  Then the entry
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             1       for the 7th begins by "Patient remains symptomatic", and

             2       then on 20/2, "asymptomatic.  In four-bed bay".  Why is

             3       that not acceptable?

             4   A.  The 13-day delay is not acceptable.  The ICN should have

             5       been there every day checking on this patient, how is

             6       the patient responding, the number of loose stools,

             7       inflammatory markers, are isolation precautions being

             8       maintained: all this sort of stuff, just to show the

             9       flag, Mr MacAulay, and it should be there every day.

            10       I really don't think 13 days is acceptable.

            11   Q.  Is there any reference on the infection control card to

            12       the fact that the patient was again positive on

            13       29 February?

            14   A.  No.

            15   Q.  Can we then go back to your report on page 10?  Is the

            16       main point that you make here that the prescribing of

            17       the co-amoxiclav was not appropriate in the

            18       circumstances?

            19   A.  Yes.

            20   Q.  I think we have covered the other points you make; is

            21       that right?

            22   A.  Yes.

            23   Q.  Thank you for that.  The next case I want to take you to

            24       is that of Annie Johnson.  Your report is at

            25       EXP01220001.  We can note from the page of your report
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             1       we have on the screen that Mrs Johnson's date of birth

             2       was 7 April 1919 and she died on 13 April 2008.  I think

             3       we see that.

             4   A.  Yes, sorry.

             5   Q.  If we look at the death certificate, at SPF00200001, can

             6       we see that she was 89 when she died on 13 April 2008,

             7       and she died in the Vale of Leven Hospital, in fact; is

             8       that right?

             9   A.  Yes.

            10   Q.  Certainly there are a number of things on the death

            11       certificate, but there is no reference to C. difficile?

            12   A.  No.

            13   Q.  If we look to the body of your report, and we turn to

            14       page 4 of the report, you, I think, give us some

            15       background into Mrs Johnson's medical history and the

            16       reason for her admission of 11 March 2008.  Can you just

            17       tell us what the position was?

            18   A.  Yes.  Mrs Johnson was an 89-year-old lady and seems to

            19       have been very independent and had little contact with

            20       hospital or her GP.  She was admitted on 11 March with

            21       a three-week history of shortness of breath, cough,

            22       urinary frequency and confusion.

            23           The confusion seemed to have been quite profound,

            24       and led her to being uncooperative with staff, to wander

            25       around the hospital, to be occasionally violent, angry
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             1       and frequently to refuse to take her medication.

             2   Q.  Can we then look at your review of her antibiotic

             3       treatment?  I think you start looking at that on page 5

             4       of the report.

             5           I think you note that, following her admission on

             6       11 March, she had a number of courses of antibiotics; is

             7       that correct.

             8   A.  Yes, she had six courses, yes.

             9   Q.  Let's look at these in turn.  The trimethoprim that you

            10       mentioned, was that for a urinary tract infection?

            11   A.  Yes, I think so.  It was queried on the admission.

            12   Q.  I'm sorry?

            13   A.  It was queried at the time of her admission, yes.

            14   Q.  Was that appropriate, in the circumstances?

            15   A.  Yes.

            16   Q.  The ciprofloxacin you mention in the next paragraph,

            17       that was given from 23 March to 26 March.  What about

            18       that?  What was the thinking behind that?

            19   A.  I think it was given either because of her chest

            20       infection, which may be community acquired and could be

            21       atypical, and ciprofloxacin is active against those, or

            22       possibly because of the failure of the trimethoprim to

            23       resolve her urinary tract infection.

            24   Q.  If I'm looking at your report, you begin by saying --

            25       I think this is what you have mentioned -- that this
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             1       antibiotic can be used as a second-line therapy for

             2       chest infections when atypical pneumonia is being

             3       considered --

             4   A.  Yes.

             5   Q.  -- and for a urinary tract infection following the

             6       failure of initial therapy.  But what was the position

             7       here, in relation to what her condition was?

             8   A.  I think that is unclear, Chairman.  She had no signs of

             9       infection.  It may have been -- she was given it

            10       intravenously, and it may have been because she was

            11       refusing to take oral medication.  But I really don't

            12       know.  It was unclear.

            13   Q.  You mention in the next paragraph, this is the

            14       penultimate paragraph on this page, that:

            15           "Both the Prescribing Handbook and the Therapeutic

            16       Handbook mention the use of ciprofloxacin for

            17       pyelonephritis but not for lower urinary tract

            18       infection."

            19           Then you say the dose should be 400 rather than 500

            20       as written in Mrs Johnson's notes; is that --

            21   A.  Yes.

            22   Q.  In relation to whether this was appropriate or not, are

            23       you able to come to a conclusion as to whether it was

            24       appropriate to prescribe ciprofloxacin to Mrs Johnson at

            25       this time?
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             1   A.  No, I don't think it was.  I mean, she had no signs of

             2       infection.  Inflammatory markers seem to have been okay.

             3       She didn't have a temperature.  I don't know whether it

             4       talks about -- I can't recall whether she had any

             5       urinary tract symptoms of frequency, urgency and so on,

             6       but if she did, it wasn't prominent.

             7   Q.  Then you look at co-amoxiclav on page 6.  What you tell

             8       us is that:

             9           "This antibiotic is used for non-severe

            10       hospital-acquired chest infections and can be given

            11       intravenously or orally.  It was started immediately

            12       after ciprofloxacin on 1 April 2008, probably for chest

            13       infection, as wheeze and cough were noted with X-ray

            14       changes."

            15           Was this an appropriate response, then, to the

            16       clinical position?

            17   A.  No, I don't think so.

            18   Q.  Why not?

            19   A.  I don't think so.  I am not sure what was going on with

            20       this lady.  I don't think she was terribly sick from

            21       infection.  They just seemed to be working their way

            22       through the BNF, Chairman, as sometimes does happen, in

            23       trying to find something that's suitable.

            24           Co-amoxiclav was not indicated.  Amoxicillin is

            25       given in the guidelines, with cipro, for non-severe
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             1       hospital-acquired pneumonia.  There was no indication

             2       that she had pneumonia, as far as I can recall.

             3   Q.  Then what about the ceftriaxone that you touch upon in

             4       the next paragraph?  You tell us that this is usually

             5       prescribed for serious infections, such as septicaemia,

             6       pneumonia and meningitis?

             7   A.  Yes.  I think, perversely, there was probably more

             8       indication for this one than there was for the other

             9       ones, because at this time, if you look at the second

            10       paragraph on the screen, she did have a temperature and

            11       an elevated white cell count, and chest X-ray changes.

            12       So it looks as though she did have a pneumonia at that

            13       time.  The guidelines do suggest that it is for serious

            14       infections, and I guess that was why they started it.

            15   Q.  What about the regularity of dosage, because I think you

            16       tell us in the next paragraph that, under the

            17       guidelines, it was recommended once a day; is that

            18       right?

            19   A.  Mmm.

            20   Q.  What happened here?

            21   A.  Well, it was prescribed twice a day, whereas, in fact,

            22       the guidelines recommend once a day.

            23   Q.  Then you mention metronidazole.  Although this may have

            24       coincided, to some extent, with the development of

            25       C. diff, was it for C. diff, so far as you could see,
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             1       that the metronidazole was being prescribed when it was?

             2   A.  Yes, it, again, is a little unclear, and this is why

             3       clinicians should write in the notes why they are

             4       prescribing an antibiotic.  It is so important.  She did

             5       have aspiration -- she'd possibly aspirated around this

             6       time.  Metronidazole is very good for aspiration

             7       pneumonia -- in fact, essential.

             8   Q.  If we look at the microbiology report, that tells us

             9       that she was C. diff positive, that is at GGC00310054.

            10       Can we see that the specimen was collected on

            11       10 April 2008 and received on 11 April, and that was

            12       a positive result?

            13   A.  Yes.

            14   Q.  It certainly coincides with when the metronidazole was

            15       being prescribed?

            16   A.  Yes.

            17   Q.  If we look at the infection control card, at

            18       SPF00590001, I think we noted that the specimen was

            19       collected on 10 April and received, on the face of it,

            20       by the lab on 11 April.  If we look at the infection

            21       control card, this bears to suggest -- it looks like

            22       18 April; is that --

            23   A.  Yes.

            24   Q.  It says "Informed by lab staff".  So this does appear to

            25       be an instance where the infection control nurse is
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             1       informed by the lab staff?

             2   A.  Indeed, but way after the event, I think, wasn't it?

             3   Q.  If the event is 11 April, yes?

             4   A.  When it was positive, yes.

             5   Q.  So it is about a week later.

             6   A.  Yes.

             7   Q.  I don't think there is any indication, so far as one can

             8       see, in the nursing notes at that time.

             9           Anyway, a delay of about a week or so in letting the

            10       infection control nurse know: what comments would you

            11       make about that?

            12   A.  Crazy.  Awful.

            13   Q.  Of course, I suppose, should we feed into the equation

            14       the fact that the patient had died by then?

            15   A.  She actually passed away on the 13th.  Just not good

            16       enough, Chairman.

            17   Q.  So far as treating C. diff with metronidazole, if that

            18       was the reason, that would be appropriate?

            19   A.  Yes, absolutely.

            20   Q.  If we turn to page 7 of this report, in the second

            21       paragraph you say:

            22           "Generally, the documentation of the antibiotics in

            23       the drug Kardex was satisfactory."

            24           But you say again that the reason why antibiotics

            25       were given was often not made clear in the notes, the
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             1       prescribing of the ciprofloxacin, the co-amoxiclav and

             2       the metronidazole.

             3   A.  Mmm.

             4   Q.  I think we have covered that?

             5   A.  Yes.

             6   Q.  Again, you have a section dealing with, particularly,

             7       the involvement of the microbiologist.  Again, in this

             8       case, would you, looking at it as an individual case,

             9       expect the microbiologist to have seen the patient?

            10   A.  Yes.  I would expect the microbiologist to see every

            11       patient who has C. diff.  If I might add, in this

            12       particular patient, this goes back to what we were

            13       saying at the beginning, of a complex patient where

            14       antibiotic therapy has failed, and this patient had six

            15       courses of antibiotics.  If that is not failure, what

            16       is?

            17   Q.  If we look at section 4.3 of your report, on page 8 of

            18       the report, I think you do conclude that Mrs Johnson's

            19       antibiotic therapy was connected to the development of

            20       her C. diff?

            21   A.  Yes.

            22   Q.  You draw attention, in the next paragraph, when you are

            23       looking at the review and diagnosis of C. diff itself,

            24       that there was an earlier specimen sent to the lab, but

            25       it wasn't, I think, tested.  If we perhaps have it on
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             1       the screen, it is at GGC00310056.  So we can see here

             2       that there was a sample collected on 24 March and

             3       received on the 25th.  There is no test for C. diff.

             4       I think we have seen that, to test for C. diff, there

             5       requires to be a specific request?

             6   A.  Yes.

             7   Q.  The specimen seems to have been described as

             8       "semi-formed faeces" on the report.  Indeed, it is noted

             9       that she was receiving ciprofloxacin.

            10   A.  Yes.

            11   Q.  If we go back to your report, then, you say in the next

            12       paragraph:

            13           "The first mention of Mrs Johnson having diarrhoea

            14       was on 9 April 2008 when the nursing notes reported

            15       a lot of loose bowel movements.  I suspect that this was

            16       the start of the C. difficile infection ..."

            17           You then indicate that the stool sample wasn't sent

            18       until the 10th.  Do you consider there was any delay

            19       between the appearance of diarrhoea and the sending of

            20       the sample?

            21   A.  No, I -- well, yes.  I think, you know, the sooner you

            22       send the stool sample to the laboratory, it gets tested.

            23       What happened in this particular hospital is that they

            24       didn't isolate patients until they got a positive

            25       C. diff result, so the more delays that were built into
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             1       the system, such as transport delays, such as processing

             2       delays, such as telephoning the results delays, all

             3       contributed to the patient lying in the ward

             4       contaminating the environment.

             5   DAME ELISH:  I wonder if Mr MacAulay could ask a question to

             6       clarify with the doctor whether he had, from his vast

             7       experience, experience of patients advising the nursing

             8       staff of an episode of diarrhoea after the event when it

             9       had been flushed away and, therefore, the doctor was

            10       unable to collect a sample until the next episode

            11       occurred and they might well anticipate that?

            12   MR MACAULAY:  I think that is one of the questions I have

            13       been asked to put to you, in any event, so perhaps you

            14       can deal with it now: can that be a possibility, that

            15       the patient doesn't tell if he or she has diarrhoea?

            16   A.  Absolutely.  In an ambulatory patient who is able to

            17       visit the toilet, that is fine.  Certainly, if the

            18       patient is bed-fast or chair-fast, then there is no

            19       problem getting the first sample, and frequently with

            20       C. diff diarrhoea, it is frequent, urgent and copious,

            21       and even ambulatory patients may well not make it to the

            22       toilet in time.

            23           So, you know, I take your point, but I think where

            24       you can get the specimen -- the sooner you get the

            25       specimen, the better.
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             1   Q.  Thank you.  Then if we move on to your conclusion,

             2       I think you consider that the C. diff in this case was

             3       hospital acquired; is that right?

             4   A.  Yes.

             5   Q.  You begin by saying that this was a difficult patient --

             6       I think you mentioned this before -- and that, despite

             7       the difficulties the staff had, you were impressed that

             8       they didn't give up on Mrs Johnson.

             9   A.  Absolutely.  I thought, reading the notes, the staff

            10       were terrific.

            11   Q.  Looking to the remainder of your conclusion -- perhaps

            12       I can take you to the fourth paragraph, where you

            13       ventilate your major criticism.  Can you just take us

            14       through that?  You begin by saying there seems to have

            15       been little awareness of the potential severity of

            16       C. difficile?

            17   A.  It is mainly because of the delays involved.  You know,

            18       I got the impression, from this patient and from

            19       a couple of the other ones, that there wasn't a feeling

            20       of urgency about any of this; that people didn't have an

            21       idea of how severe this disease could be.

            22           I read Mr Kinloch's report from the laboratory.  He

            23       was unaware of this.  He didn't know what was going on.

            24           So, you know, the delays here that are built in: no

            25       mention of diarrhoea in the notes; the first stool
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             1       sample wasn't tested; three-day delay in testing for

             2       toxin; and the microbiologist and ICN and positive

             3       results weren't communicated.  I just think, you know,

             4       that there was generally a lack of urgency, a lack of

             5       jizz, as we would say in Northern Ireland.

             6   LORD MACLEAN:  For my benefit, if not for the stenographers,

             7       could you spell jizz?

             8   A.  J-I-Z-Z.  A lack of urgency, chairman.

             9   MR MACAULAY:  If we can make some jizz and move on to the

            10       next case, then, and that is Charles Cook, which I think

            11       is your final report of the individual patients.  We

            12       have your report at EXP01240001.

            13           We can see, on the front page of the report, that

            14       Mr Cook was born on 20 September 1920, and he died on

            15       28 May 2008.  That's what you have noted?

            16   A.  Yes.

            17   Q.  If we look at the death certificate, just to confirm the

            18       position -- that is at SPF00100001 -- do we see here

            19       that Mr Cook was 87 years of age when he died on

            20       28 May 2008, and that he died in the Royal Alexandra

            21       Hospital, in fact?  Can we note that in section I(a) of

            22       the death certificate Clostridium difficile colitis has

            23       been noted as the cause of death?

            24   A.  Yes.

            25   Q.  If we then look at your report and turn to page 4 of the
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             1       report, perhaps you can give us some insight into his

             2       medical history and to why he was, I think, initially

             3       admitted to the Vale of Leven Hospital?

             4   A.  Yes.  Mr Cook was an 87-year-old gentleman and a retired

             5       labourer for a construction company, according to the

             6       death certificate, but the notes record that he worked

             7       as a cook.  It is rather difficult to confuse the two,

             8       but I'm unsure.

             9           He lived independently until approximately

            10       March 2008, when his mobility became impaired and he was

            11       bed-bound from early April 2008.

            12           Because of his increasing shortness of breath, his

            13       GP referred him to the medical assessment unit at the

            14       Vale on 1 May, and, more for social rather than clinical

            15       reasons, he was admitted to the care of the elderly

            16       ward.

            17   Q.  When you say that, was that because his family couldn't

            18       cope with him?

            19   A.  Yes.  On admission, he was started on ciprofloxacin.  Do

            20       you want me to run through this, Mr MacAulay, or are you

            21       going to --

            22   Q.  Perhaps if you could stop there, and I will take you, in

            23       fact, to that section of your report where you review

            24       the antibiotic treatment, and that is on page 6.

            25           As you have just begun to tell us, he was started on
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             1       ciprofloxacin on admission, and this was an admission of

             2       1 May 2008.

             3   A.  Yes.

             4   Q.  What was the thinking behind that, if you could make

             5       that out?

             6   A.  Well, again, I think the reasons for this were unclear.

             7       He possibly had a urinary tract infection or a chest

             8       infection.  His inflammatory markers were up a little

             9       bit.  But he was quite well.  So I really don't see what

            10       the ciprofloxacin -- why the ciprofloxacin was

            11       prescribed.

            12   Q.  Indeed, it wasn't the plan to admit him to hospital?

            13   A.  No, that's right.

            14   Q.  So was it appropriate or not to prescribe ciprofloxacin?

            15   A.  No, in my opinion.

            16   Q.  He was prescribed, I think you tell us on page 6, with

            17       250mg twice a day; is that correct?

            18   A.  Yes.

            19   Q.  It was to continue from 1 to 5 May.  If we turn to

            20       page 7 of your report, have you noted, some five or six

            21       lines from the top, that the oral dose given, in fact,

            22       was 500mg, rather than the 250?

            23   A.  Yes.

            24   Q.  The next sentence confused me a bit, but you say:

            25           "As well as there not being a clinical indication
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             1       for the prescription, the dose given was too low."

             2           Was it too low in relation to the duration, rather

             3       than --

             4   A.  No, to the recommended dose given in the therapeutics

             5       handbook.

             6   Q.  I see.  So the recommended dose would have been 500 --

             7   A.  Yes.

             8   Q.  -- and he was given 250?

             9   A.  He was given 250.

            10   Q.  I follow.  Then, if we look at the section where you

            11       review Mr Cook's diagnosis and treatment for C. diff, do

            12       you note that, on 7 May, one week after admission and

            13       two days after stopping ciprofloxacin, he developed

            14       loose stools?

            15   A.  Yes.

            16   Q.  Do you see a connection between the ciprofloxacin and

            17       the development of the loose stools?

            18   A.  I think so, Mr MacAulay, yes.

            19   Q.  I think you thought that the spores were acquired in the

            20       hospital?

            21   A.  Yes.

            22   Q.  Mr Cook is transferred to the Royal Alexandra Hospital

            23       on 13 May, but before that, I think, as we have just

            24       been seeing, he was diagnosed positive with C. diff.  If

            25       we look at the report from the lab, at GGC00130074, can
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             1       we see here that the specimen was collected on 7 May and

             2       received by the lab on the 9th, according to the report.

             3       Can we see that it is a positive result?

             4   A.  Yes.

             5   Q.  In relation to the treatment that Mr Cook received for

             6       C. diff, I think you look at that -- sorry, was he

             7       treated for C. diff in the Vale of Leven itself before

             8       his transfer?

             9   A.  9 May, metronidazole was commenced.

            10   Q.  That would be the appropriate response then?

            11   A.  Yes.  Yes.

            12   Q.  That would be the normal --

            13   A.  That was the day the result was telephoned to the lab

            14       (sic), wasn't it?  So they started treating him as soon

            15       as they got the result.

            16   Q.  If we can keep the lab report on the screen, then, and

            17       put on the screen also a page from the --

            18   MR KINROY:  My Lord, can I just correct the transcript?

            19       I think the evidence given was "the day the result was

            20       telephoned to the lab", but I imagine that was the day

            21       the result was telephoned to the ward.  That is page 76.

            22   A.  Yes.

            23   MR MACAULAY:  Or infection control.  We can check that out.

            24       If we can put the nursing records on the screen, at

            25       GGC00130084, do we see that, for 9 May, there are
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             1       entries and, about four lines down, there is a note:

             2           "Contacted by infection control.  Charles is

             3       C. difficile positive for metronidazole 10 [day] course.

             4       Transfer to ward F for isolation."

             5           Do you see that?

             6   A.  Yes.

             7   Q.  We see the ward are told by infection control on 9 May,

             8       and, once they are aware of that, they arrange for his

             9       transfer to another ward for isolation?

            10   A.  Yes.

            11   Q.  If we go back to the microbiology report, can we see

            12       that the date that the ward become aware is the same

            13       day, on the face of it, that the report has been

            14       received by the lab, 9 May?

            15   A.  Yes.

            16   Q.  Is that right?

            17   A.  Yes.

            18   Q.  If we look at the infection control card, at

            19       SPF00490001, in this instance the note for 9 May is:

            20           "Informed by lab staff today."

            21           Then there is some information given about when he

            22       was symptomatic, namely, on 7 May, "was on oral

            23       antibiotics"?

            24   A.  Mmm.

            25   Q.  On the face of it, it appears that the infection control
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             1       nurse is aware on 9 May?

             2   A.  Yes, which is good.  It's good.

             3   Q.  Of course we are dealing with a sample that was taken --

             4       if we go back to the infection control card, at page 74

             5       of the records, we can see the sample was collected on

             6       the 7th, so there is a two-day gap between the infection

             7       control nurse and the ward being aware?

             8   A.  That's right.  Yes, that was bad on the part of

             9       the laboratory; the infection control nurse informing

            10       the ward and getting him started on treatment was good.

            11       Because I have been critical before.

            12   MR MACAULAY:  I'm not quite finished with this report,

            13       my Lord.

            14   DAME ELISH:  Sorry, my Lord, on that specific point, if

            15       Mr MacAulay could perhaps raise with the doctor the

            16       possibility that it could have been portering staff as

            17       opposed to the laboratory or ward staff, regarding the

            18       gap between collection in the ward and receipt in the

            19       laboratory?

            20   MR MACAULAY:  I didn't quite get --

            21   LORD MACLEAN:  Could you blow up the report?  The question

            22       relates to --

            23   DAME ELISH:  It seems to me, my Lord, that there may be

            24       a third variable, not simply the laboratory or the

            25       nursing staff, but portering staff and the management of
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             1       portering.

             2   LORD MACLEAN:  I think the point is that you have got a date

             3       for collection and the date when it is received by the

             4       lab here, and there is a delay there.

             5   A.  Absolutely.

             6   LORD MACLEAN:  Do you see that?  That is where the first

             7       delay occurs.

             8   A.  I have been very critical of the transport arrangements

             9       in this hospital.

            10   LORD MACLEAN:  Yes.  Then, within the lab itself -- no, that

            11       is not right, actually.  It is the transportation point,

            12       isn't it?

            13   A.  That bit, yes.

            14   MR MACAULAY:  In this particular case it would appear that

            15       the lab contacted infection control on the 9th, and that

            16       bears to be the date the sample was received.

            17   A.  Yes.

            18   Q.  If we are looking for an explanation for the gap, the

            19       gap may, for example, lie with the portering service?

            20   A.  It could do.

            21   Q.  Or, if it were a weekend, might that be a plausible

            22       explanation?

            23   A.  Not for a two-day delay.  If these specimens are lying

            24       about on the ward for that length of time -- not just

            25       these ones, but other specimens -- they will be
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             1       completely useless from a microbiological point of view.

             2       There has to be a cohesive and sensible transport

             3       arrangement.

             4   LORD MACLEAN:  Is Dr Wyatt aware of where the lab was?

             5   MR MACAULAY:  I think you are aware the lab was in the

             6       hospital.

             7   A.  Yes.

             8   LORD MACLEAN:  Within the hospital?

             9   A.  Yes.  I have assumed it is in the hospital.  I know that

            10       they are talking about -- somewhere, about closing the

            11       lab and moving it to some other hospital, but at this

            12       time the lab was on site.

            13   LORD MACLEAN:  Lunch, I think.

            14   MR MACAULAY:  Yes, my Lord.

            15   LORD MACLEAN:  1.50 pm, please.

            16   (1.05 pm)

            17                     (The short adjournment)

            18   (1.50 pm)

            19   MR MACAULAY:  Good afternoon, Dr Wyatt.

            20   A.  Good afternoon.

            21   Q.  Before the lunchbreak, we were looking at your report in

            22       Mr Cook's case.  If we can then move on and just

            23       conclude with that, if you turn to page 9 of that

            24       report, I think you followed through Mr Cook's progress

            25       after he transferred to the Royal Alexandra Hospital on
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             1       13 May; is that right?

             2   A.  Yes.

             3   Q.  I think, while in the Royal Alexandra Hospital, he

             4       received treatment for his C. diff?

             5   A.  Yes.

             6   Q.  We needn't look at the detail of it, but he was still

             7       suffering from C. diff and he received treatment for it?

             8   A.  Yes.

             9   Q.  If we look, then, to your conclusion on page 10 of

            10       the report, I think your main focus there is on his

            11       treatment with ciprofloxacin and its connection with his

            12       development of C. diff?

            13   A.  Yes.

            14   Q.  If we can leave that report aside and move on finally to

            15       look at your overview report -- I will have that put on

            16       the screen; it's at EXP02060001.

            17           This is a short report, because you only had four

            18       cases to look at.  If we just look at the general heads

            19       that you have, and look at the first head, "Use of

            20       antibiotics generally", were you able to come to a broad

            21       view in relation to the use of antibiotics, having

            22       regard to the cases you looked at?

            23   A.  Sorry, I missed your question, Mr MacAulay.

            24   Q.  I want to take you through your overview report.

            25   A.  Yes, certainly.
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             1   Q.  The first section of that is a section dealing with the

             2       use of antibiotics generally.

             3   A.  Yes.

             4   Q.  I was inviting you to comment on what overall conclusion

             5       you came to in relation to that head?

             6   A.  Okay.  That is fine.  I think, like so many things, the

             7       guidelines were good, but the people on the ground

             8       didn't follow them.  As you can see there, there were

             9       deviations, both from the indication, the type of drug

            10       to use, the route of administration and the dosage, and

            11       we picked up on those things this morning.

            12           I have a real issue about the justification for the

            13       use of antibiotics.  I think it makes it -- it makes

            14       people think about what they are doing and why they are

            15       prescribing.  I think, you know, we are still back at

            16       the old days of, "Give an antibiotic.  It will do no

            17       harm".  That is not the case.  People need to think

            18       about why they are prescribing an antibiotic.

            19           I think now, perhaps not then, it was perhaps not

            20       customary, but certainly now this is one of the things

            21       that we are getting colleagues to do.

            22           The use of all the four Cs occurred in all the

            23       patients, and that was despite the regional guidance

            24       talking about the four Cs.

            25           So, again, lovely glossy regional guidance, but
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             1       people on the ground are not following it.

             2           Antibiotic pharmacists.  I am not sure whether these

             3       bodies were about at this time.  Certainly we didn't

             4       have one around 2007/2008.  It was only after 2008 that

             5       we were given the funding to get these.  They really are

             6       worth their weight in gold.

             7   Q.  Then you look at the transmission of C. difficile.

             8       I think you concluded, in relation to the four cases you

             9       looked at, that they contracted the C. difficile in the

            10       Vale of Leven Hospital?

            11   A.  Yes.

            12   Q.  In relation to ward issues, which is the next section,

            13       you, I think, focus, first of all -- you say that in two

            14       of the four patients a stool sample was sent to the

            15       laboratory for C. difficile testing 24 hours after the

            16       start of their diarrhoea and you think good practice

            17       would dictate that a sample from the first loose stool

            18       should be sent?

            19   A.  Yes.

            20   Q.  We take on board, of course, the point, if it is

            21       obtainable.

            22   A.  Yes.

            23   Q.  You make the point -- and we have seen this, I think, in

            24       other cases -- that patients with diarrhoea were

            25       generally not isolated until the diagnosis had been
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             1       confirmed?

             2   A.  Yes, by the laboratory report being received, yes.

             3   Q.  If we move on to page 2 of your report, I think in that

             4       first section, without looking at the detail of it, you

             5       are focusing on what you considered to be delays, either

             6       in transport or in other aspects of the management of

             7       the samples; is that right?

             8   A.  Yes.

             9   Q.  In relation to the treatment of C. difficile, I think

            10       you consider that, generally, that was satisfactory and

            11       followed the guidelines?

            12   A.  Yes.  Yes, that was okay.

            13   Q.  In that next paragraph, section 6, are you really

            14       repeating there what you have already said in relation

            15       to the involvement of the infection control nurse and

            16       a microbiologist?

            17   A.  Yes, very much so.

            18   Q.  Then, if we turn to your conclusion, is the general

            19       message there really touching upon a point that you

            20       mentioned before the lunchbreak, that C. diff has to be

            21       regarded as a serious infection?

            22   A.  Very much so, particularly in the frail elderly.

            23   Q.  Should people -- by that I mean the nurses and

            24       doctors -- respond quickly, then, to anyone who is

            25       diagnosed with C. diff?
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             1   A.  There was some debate about whether 027 was worse than

             2       any of the other strains, but, you know, in terms of

             3       practice, all C. diff is a dangerous infection and

             4       warrants the utmost urgency on everybody's part.

             5   Q.  You are aware, I think, Dr Wyatt, that we have been sent

             6       questions that we have been asked to ask you.

             7   A.  Sorry, Mr MacAulay, can I just interrupt you a moment?

             8       I'm sorry, but there was one thing I wanted to add about

             9       this complacency and lack of urgency.

            10   Q.  Indeed.

            11   A.  As I was revising for this hearing, it did strike me

            12       about the culture of this organisation, where was the

            13       outbreak control team?  Where was the leadership from

            14       the medical director and nursing director and, indeed,

            15       the chief executive?  What was the board's view about

            16       what was going on?

            17           At the moment, we are doing some work on writing

            18       some guidance for non-executive directors of trusts and

            19       the sorts of questions that they should be raising at

            20       trust board meetings about infection control.

            21           Now, okay, that is recent, but the whole spirit of

            22       accountability and of a culture in this hospital, I was

            23       unclear what this was, and I think, you know, we are in

            24       danger of sort of blaming individuals where the system

            25       didn't work for them or didn't encourage them or they
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             1       weren't led properly.

             2           Am I sort of being clear?

             3   Q.  I'm grateful to you for that and, clearly, these are

             4       issues the Inquiry will be looking at in some detail.

             5           I was moving on to remind you, as I'm sure you're

             6       aware, that some questions have been submitted that

             7       I have been invited to put to you by the Medical and

             8       Dental Defence Union of Scotland, and certainly two

             9       notes, I think, and these may be subject to some

            10       amendment, on behalf of the Greater Glasgow Health

            11       Board.

            12           I don't propose to put these questions to you today,

            13       but I would certainly invite you to produce written

            14       answers to any questions that you have not already

            15       answered, in writing.

            16   A.  Yes, okay, that is fine, Mr MacAulay, yes.

            17   Q.  I don't think there have been questions submitted by the

            18       families, but I may be -- perhaps Mr Peoples can just

            19       confirm that?

            20   MR PEOPLES:  Yes, my Lord, I can confirm that there are no

            21       questions.  I'm grateful.

            22   MR MACAULAY:  Very well, Dr Wyatt.  Thank you, your evidence

            23       is finished.

            24   A.  Thank you, Mr MacAulay, and thank you, sir.

            25   LORD MACLEAN:  Thank you very much, indeed, Dr Wyatt, for
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             1       coming.

             2                      (The witness withdrew)

             3   MR MACAULAY:  My Lord, the next witness is Dr Martin Connor.

             4                     DR MARTIN CONNOR (sworn)

             5                    Examination by MR MACAULAY

             6   MR MACAULAY:  Dr Connor, are you Martin Connor?

             7   A.  That's correct, yes.

             8   Q.  Can I put your CV on the screen, please?  That's

             9       INQ02770001.  Before I look at the detail of this, can

            10       you tell us what position you hold at present?

            11   A.  I am currently a consultant microbiology and specialty

            12       team lead at Dumfries & Galloway Health Board.

            13   Q.  For how long have you held that position?

            14   A.  Almost six years.

            15   Q.  If we look at your CV, you give us your academic

            16       qualifications in the first main box, and can we see

            17       that you are a graduate of Glasgow University, with your

            18       medical degree?

            19   A.  That's correct.

            20   Q.  You also have an MSc in clinical microbiology from

            21       London University?

            22   A.  That's correct, yes.

            23   Q.  I think you have some further qualifications,

            24       particularly a Diploma of Tropical Medicine and Hygiene

            25       from the Liverpool School of Tropical Medicine?
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             1   A.  Yes.

             2   Q.  I see that you are also a member and a fellow of

             3       the Royal College of Pathologists?

             4   A.  That's correct, yes.

             5   Q.  You then, I think, indicate what your current position

             6       is, and you have told us about that, and you then set

             7       out, I think, your track record in practice; is that

             8       right?

             9   A.  That's right, yes.

            10   Q.  It seems for a while you were attached to the Royal Air

            11       Force; is that right?

            12   A.  That's right, I spent 16 years in the RAF.

            13   Q.  I think, if we turn to page 2, you set out your

            14       membership of professional societies, including,

            15       I think, the Scottish Microbiology Association; is that

            16       right?

            17   A.  That's correct, yes.

            18   Q.  Then you give us some insight into teaching experience.

            19       Could you elaborate on that?  What has that involved?

            20   A.  I'm currently an examiner for the Royal College of

            21       Pathologists, so I examine on higher professional, you

            22       know, expertise for doctors due to become consultants in

            23       microbiology.

            24   Q.  You then set out your management experience -- this is

            25       on page 3 -- and you then indicate what your position
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             1       was within the RAF.  Looking to this, you were based, at

             2       least for a while, in Afghanistan; is that correct?

             3   A.  That's right.  I did a short tour in Afghanistan, and

             4       also one in Iraq as well.

             5   Q.  I think you tell us you attained the rank of wing

             6       commander during that time?

             7   A.  That's correct, yes.

             8   Q.  Just on that, were you involved in microbiology when you

             9       were --

            10   A.  Yes, it was mostly as a consultant microbiologist, but

            11       also very much in the outbreak investigations and

            12       control of -- management of outbreaks in military

            13       situations overseas.

            14   Q.  You give us some insight into your research, in the next

            15       section of your CV, and then, if we move over to page 4,

            16       have you listed at pages 4 through to 6 publications and

            17       presentations that you have participated in?

            18   A.  That's right, yes.

            19   Q.  Can you just give us some insight into the type of

            20       hospital that the Dumfries and Galloway Royal Infirmary

            21       is?

            22   A.  Yes, Dumfries and Galloway Royal Infirmary is

            23       approximately a 400-bed hospital.  Most of the main

            24       acute specialisations, medicine, surgery, obstetrics,

            25       gynaecology, paediatrics.  It's a district general

                                            89

             1       hospital, so it doesn't have much in the way of large

             2       teaching facilities, although we do have an attached

             3       university teaching unit there, but it is not what you

             4       would describe as a teaching hospital, and certainly

             5       very different from a big city teaching hospital

             6       facility.  So it is very much a district general.  So

             7       probably quite akin to the Vale of Leven, for example.

             8   Q.  Just looking to your own position, as you have told us,

             9       and as we can see from your CV, you are a consultant

            10       microbiologist there.  I think you said you have been at

            11       that for six years?

            12   A.  Six years come January next year.

            13   Q.  In that hospital?

            14   A.  In that hospital, yes.

            15   Q.  I think we see before that you had been a consultant in

            16       the Royal Hampshire County Hospital?

            17   A.  That's right, yes.  The military would second their

            18       consultants out to various units within the NHS, so

            19       I have certainly worked in a variety of other kind of

            20       NHS hospitals.

            21   Q.  Are you the only consultant microbiologist for the

            22       hospital you are in now?

            23   A.  No, I have one other colleague.

            24   Q.  If we look to your position in connection with the

            25       Inquiry, I think you were asked, on behalf of
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             1       the Inquiry, to look at the medical records of a number

             2       of patients?

             3   A.  Yes.

             4   Q.  Was it a total of 17 patients?

             5   A.  Seventeen patients, yes.

             6   Q.  I think you have prepared individual reports in relation

             7       to each of these patients?

             8   A.  I have, yes.

             9   Q.  You have also prepared an overview report?

            10   A.  I have, yes.

            11   Q.  Have you ever worked in the Vale of Leven Hospital?

            12   A.  No, never.

            13   Q.  In preparation for giving your evidence, were you

            14       provided with a booklet that would give you some insight

            15       into the nature of the Vale of Leven Hospital?

            16   A.  Yes.  I mean, I was given a number of documents which

            17       described the Vale of Leven.

            18   Q.  What I have in mind is the junior doctors' introductory

            19       handbook.  If I put it on the screen and see if you

            20       recognise this, this is at GGC21720001.  Do you remember

            21       looking at this document?

            22   A.  Yes, I remember this.

            23   Q.  Have you ever been to the Vale of Leven Hospital?

            24   A.  No, I have never been.

            25   Q.  This would give you an idea of the size of hospital.
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             1       According to this, it is 180 beds.  It is a bit smaller

             2       than the hospital you are working in at the moment?

             3   A.  That's right, yes.

             4   Q.  Were you also provided with guidance in relation to what

             5       may have been available to the doctors in the

             6       Vale of Leven to assist them in the prescribing of

             7       drugs?

             8   A.  Yes, I was.  I was given various antibiotic guidance and

             9       pharmacy guidance and various formulary guidance which

            10       the doctors may have been given.

            11   Q.  Without, again, spending too much time on this, if you

            12       could look at GGC18270001, was this one of the documents

            13       you were provided with?

            14   A.  Yes, it is.

            15   Q.  This sort of material -- because you are Scottish, you

            16       can speak from a Scottish perspective -- would you have

            17       had something similar to this available to you in your

            18       hospital at this time?

            19   A.  Yes, we had similar documentation in Dumfries at that

            20       point, yes.

            21   Q.  If you could look also, please, at GGC21790001, again,

            22       this is, I think, the Argyll and Clyde drug formulary

            23       for 2006.  Is this something you had regard to in

            24       preparing your report, this particular document?

            25   A.  Yes.
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             1   Q.  Then, if we move on, could I ask you, would you, in your

             2       own practice, have regard to the British National

             3       Formulary if you were contemplating prescribing drugs,

             4       particularly antibiotics?

             5   A.  Yes.  You would certainly -- I would certainly consult

             6       the BNF on a daily basis to check dosages and

             7       contra-indications and side effects of various

             8       antibiotics.

             9   Q.  Is it important that there are local policies in

            10       relation to, particularly, antibiotic prescribing?

            11   A.  It is very important to have local policies.  Without

            12       the local policies, you don't have an effective strategy

            13       for the hospital or the board area and the appropriate

            14       management of the antibiotics.

            15   Q.  In relation to conditions such as urinary tract

            16       infections and chest infections -- and I think, when we

            17       look at the cases, we see examples of that kind of

            18       infection -- as at this time in 2007, were there

            19       standard responses, looking at it from the point of view

            20       of antibiotics, to such infections?

            21   A.  Are we talking about Vale of Leven or --

            22   Q.  Just generally.

            23   A.  Generally, yes, there were kind of various guidelines in

            24       circulation at that point, and I think all boards,

            25       certainly Dumfries and Galloway certainly had antibiotic
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             1       guidelines for prescribing various antibiotics in

             2       various situations.

             3   Q.  The BNF would also provide guidance in relation to

             4       these?

             5   A.  The BNF also gave more generic-type guidance, yes.

             6   Q.  Is the prescribing of antibiotics relevant to

             7       C. difficile?

             8   A.  Pardon?

             9   Q.  Is the prescribing of antibiotics relevant to the

            10       C. difficile infection?

            11   A.  Oh, very relevant, yes.  It is -- antibiotics are

            12       regarded as the main trigger factor for the initiation

            13       of a C. difficile infection.

            14   Q.  Looking to 2007, are you able to say what the state of

            15       knowledge was at that time of the connection between

            16       antibiotics of a particular kind and C. difficile?

            17   A.  It was well known, even in 2007, that antibiotics were

            18       the main trigger for the C. difficile infection.

            19   Q.  Can I just ask you one or two questions about your own

            20       role as a microbiologist within your hospital and, in

            21       particular, to what extent you would be on the wards and

            22       to what extent you would have other duties.  Can you

            23       help the Inquiry with that?

            24   A.  Right, okay.  In a district general hospital, such as

            25       Dumfries, you would probably spend the initial part of
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             1       the morning working within the laboratory dealing with

             2       lots of various phone call enquiries from hospital

             3       doctors or general practitioners.  You would deal with

             4       various issues arising from the laboratory itself,

             5       various problems with blood culture isolates or isolates

             6       from any other types of specimens.

             7           You would then authorise a period of authorisation

             8       of specimens throughout the rest of the morning, dealing

             9       with enquiries as they came up, then, later on in the

            10       morning, you would perhaps do some clinical ward rounds,

            11       intensive care, possibly go and see patients on the

            12       wards who had positive blood cultures, and then, often,

            13       the rest of the day is tied up with meetings and further

            14       clinical enquiries.

            15   Q.  Would you be present on the wards, then, at least every

            16       day at some point in time?

            17   A.  Normally on -- not every ward every day, but certainly,

            18       you know, you would have a clinical presence on a daily

            19       basis.

            20   Q.  If you had a situation of a patient who tests positive

            21       for C. diff and the positive result is available in the

            22       lab, would you, as the microbiologist, be involved in

            23       that?

            24   A.  You would be involved insofar as you would be phoning

            25       the result through to the relevant ward clinician, and
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             1       you're talking to the clinician regarding appropriate

             2       treatment and rationalisation of antibiotics.

             3           You would then be discussing with the infection

             4       control nurses appropriate management and instigation of

             5       precautions.

             6           You wouldn't necessarily go and see the patient just

             7       because the patient is positive with C. diff.

             8   Q.  When you say that you would be involved in contacting

             9       the clinician, do you mean you personally, or would it

            10       be a member of the lab staff?

            11   A.  Normally, it is the consultant microbiologist would

            12       phone through and personally discuss the case with the

            13       ward -- one of the patient's own ward-based doctors.

            14       You would need to do that because you would need to

            15       discuss whether there were antibiotics which had to be

            16       altered or whether the therapy was going to be

            17       appropriate in that patient.  You would also need to

            18       check to find out whether this was a first case of

            19       C. diff or a relapse case of C. diff, and you would need

            20       to know that to determine what the most appropriate

            21       therapy was going to be.  So that is really

            22       a consultant's job.

            23   Q.  Can you tell me if that was the position in 2007?  By

            24       that, I mean, would that involvement have been there in

            25       2007?
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             1   A.  Yes, it would have been, yes.

             2   Q.  Could I ask you to look at another document for me,

             3       please, GGC24480001.  Was this something that you looked

             4       at before coming to give your evidence?

             5   A.  Yes, I have seen this document.

             6   Q.  Would you, yourself, have something similar to this --

             7       it is a laboratory manual -- to provide some guidelines

             8       as to how the laboratory should be managed?

             9   A.  Yes, we have quite extensive laboratory standard

            10       operating procedures.

            11   Q.  If we turn to page 7 of the document on the screen, we

            12       are given some information there about what the position

            13       was in the Vale of Leven at this time.  We can see this

            14       is in 2007.  Particularly the laboratory hours, we are

            15       given particular times and then there is an emergency

            16       call service.  Was this standard practice?  Would this

            17       reflect what the position would be with you?

            18   A.  Yes, that looks quite standard, actually.

            19   Q.  Then there are hospital specimen collection times and we

            20       are given periods of the day when there would be

            21       collections, depending on what it would be.

            22           For during the week, again, does that look standard

            23       to you, what is set out there?

            24   A.  Yes, that looks quite standard as well, yes.

            25   Q.  What about Saturday?  The suggestion here is from
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             1       9.00 to 11.00, and there is no 12.20 pm collection.

             2   A.  Yes, we currently operate a Saturday morning service for

             3       specimen collection.  The processing of specimens does

             4       go on into the afternoon, but the collections occur in

             5       the morning.

             6   Q.  Then we can read:

             7           "9.00 am to 11.00 am.

             8           "For URGENT specimens only, please contact the

             9       hospital porters."

            10           Do you have a system whereby you can deal with

            11       urgent specimens?

            12   A.  It is -- at that stage, I think that was quite a common

            13       occurrence, where it was only urgent specimens processed

            14       after discussion with the oncall biomedical scientists.

            15       Currently, we operate a Sunday morning regular service

            16       with some changes to the processing of the specimens, so

            17       we can operate with reduced numbers of staff.

            18   Q.  So at 2007, this would reflect what your practice would

            19       be?

            20   A.  Yes, roughly, yes.

            21   Q.  What is urgent?

            22   A.  Urgent is something which is going to have a major

            23       clinical impact on the patient.  So something like

            24       a blood culture or a brain fluid, cerebral spinal fluid

            25       joint aspirate.  So normally, where someone has went to
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             1       quite an effort to obtain the specimen, it normally

             2       tells you it is urgent if they have had to go through

             3       quite a process to get it.

             4   Q.  Who makes the decision as to whether it is urgent?

             5       Would it be the clinician --

             6   A.  Normally it would be the clinician on the wards, and

             7       they would then need to discuss it with the oncall

             8       biomedical scientist and tell them it was coming.

             9   Q.  What about a faecal sample when there is a suspicion of

            10       C. diff?

            11   A.  That would be processed now, if discussed with the

            12       laboratory.  Back in 2007, I'm not necessarily sure it

            13       would have been.  Certainly, if the clinician discussed

            14       it with the laboratory, I'm sure they would have done it

            15       if they regarded it as being urgent enough.

            16   Q.  Can you maybe just keep your voice up a little bit, so

            17       we can all hear you?

            18   A.  You want me to speak louder?

            19   Q.  Or perhaps take the microphone closer, one or the other.

            20   A.  Is that better?

            21   Q.  Thank you.  If I could ask you also, please, to look at

            22       this document, GGC28100001.  We are looking here at

            23       a document with the date of issue of 12 September 2007

            24       for the Vale of Leven.  Can we see it is dealing with

            25       the C. diff toxin test?
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             1   A.  Yes.

             2   Q.  Again, had you seen this before coming to give evidence?

             3   A.  I had seen this, yes.

             4   Q.  If we turn to page 6 of this document, are we given

             5       information here in relation to the type of test that

             6       was being used at this time, namely, the TOX A/B

             7       QUIK CHEK test?

             8   A.  That's right.

             9   Q.  Was that a popular test in 2007/2008?

            10   A.  That was one of the enzyme immunoassay tests which were

            11       available to a number of labs back in 2007.

            12   Q.  Did your lab use this particular test at that time?

            13   A.  We didn't.  We used a similar test at that point.  But

            14       not that one.

            15   Q.  Can we read in the second bullet point that optimal

            16       results are obtained with samples which are less than

            17       24 hours old:

            18           "Most specimens may be stored at 2 - 8 degrees for

            19       up to 72 hours before significant degradation of toxin

            20       is noted."

            21           Just focusing on that, was it recognised, in

            22       relation to this test, that for optimum results you had

            23       to carry out the test before the sample was more than

            24       24 hours old?

            25   A.  Yes, it was recognised, yes.
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             1   Q.  What about the degradation of samples, if they weren't

             2       stored properly?

             3   A.  It was widely known at that point that you had to

             4       process stool samples within 24 hours or you do get

             5       degradation of the toxin within the stool.  I mean, the

             6       stool could be refrigerated, and you could test up to

             7       72 hours afterwards, but if it wasn't appropriately

             8       stored, then you had degradation of the toxin and the

             9       possibility of a false negative result would be

            10       a possibility.

            11   MR KINROY:  My Lord, I wonder if we can clarify the evidence

            12       is, if you don't store the sample appropriately, you can

            13       have the possibility of a false negative result.

            14       I don't think the witness means to say that that is the

            15       only cause of a false negative result; it is merely one

            16       cause?

            17   A.  Yes.

            18   MR MACAULAY:  I think --

            19   A.  Yes, there are several causes of false negative results,

            20       but that would be a major cause of a false negative

            21       result, if your sample is not stored and transported

            22       within appropriate time.

            23   Q.  What about nature of the test itself, this particular

            24       test, the TOX A/B QUIK CHEK?  How fallible or infallible

            25       is it?
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             1   A.  The sensitivity of all the enzyme immunoassay tests is

             2       not particularly good.  There has been a number of

             3       studies looking at this type of test, and its

             4       sensitivity is normally around about 80 per cent, which

             5       is not particularly good as a screening test on its own.

             6       So much so that the recommendation now is to use two

             7       different types of test.

             8   Q.  When you talk about sensitivity, can you just clarify

             9       what you mean by that?

            10   A.  The sensitivity is your ability to detect a true

            11       positive within a sample as a percentage.

            12   Q.  The next section of the document we have on the screen

            13       is headed "Reporting of Results"?

            14   DAME ELISH:  Sorry, my Lord, I just wondered whether

            15       Mr MacAulay could simply note the question I posed to

            16       Dr Wyatt: if it could also be recorded --

            17   LORD MACLEAN:  It is very much a question, Dame Elish, that

            18       requires some notice.  We now have notice.  It may not

            19       be this doctor who responds to it, but there will be one

            20       who will.

            21   DAME ELISH:  I'm obliged.

            22   LORD MACLEAN:  We have also managed to put our hands on the

            23       document you referred to, which you didn't have.

            24   MR MACAULAY:  Yes, I think Dame Elish is aware of that,

            25       my Lord.
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             1           Then, just looking at the reporting of results, we

             2       can see here that the suggestion is that, in addition --

             3       this is about halfway into the paragraph:

             4           "... positive toxin results from hospital patients

             5       are phoned to the ward, infection control department and

             6       public health."

             7           Just looking to that, what was your own practice at

             8       the time, in 2007/2008?

             9   A.  We would phone to the ward, we would phone to the

            10       infection control nurses.  We wouldn't phone public

            11       health particularly for a hospital inpatient case.  They

            12       would probably just pick it up in the routine copies,

            13       when the result is printed.  So they would get

            14       notification several days later, but there wouldn't

            15       necessarily be a requirement to inform the public health

            16       department about a case of C. diff.

            17   Q.  When we are talking about the public health department,

            18       can you just help me on that one?

            19   A.  The public health department are normally -- well,

            20       public health physicians, consultants in public health,

            21       who would be situated -- isolated away from the

            22       hospital, often within the same buildings as the board

            23       management structure, and they're looking at the overall

            24       public health of the board as a large group and more

            25       interested in the community health and inclined not to
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             1       get involved in hospital infections unless it becomes an

             2       outbreak situation.

             3   Q.  But do I understand what you are saying is that your

             4       practice at that time was not to make direct contact by

             5       telephone, but simply to have the report transmitted to

             6       the public health department?

             7   A.  That's correct, yes.

             8   Q.  Did you also have sent to you a number of policies that

             9       were contained in the infection control manual that they

            10       had in the Vale of Leven?

            11   A.  Yes, I did.

            12   Q.  If we look at the C. diff policy at GGC00780252.  You

            13       will see that is now on the board.  If we turn to the

            14       next page, at page 253, are we given some information

            15       there about the disease?  Do you want to cast your eyes

            16       over that?

            17   A.  Okay.

            18   Q.  In particular, can we read that the persons most at

            19       risk, if we look towards the bottom, are:

            20           "Patients currently on antibiotics or patients who

            21       have had antibiotic therapy within the last 8 weeks."

            22           Do you see that?

            23   A.  Yes, I do, yes.

            24   Q.  Was that well known at this time, that these were the

            25       patients at risk?
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             1   A.  It certainly was.  Patients who have recently been on

             2       antibiotics within the previous two months would be at

             3       the highest risk of contracting C. diff.

             4   Q.  Did you have a similar form of policy in place in your

             5       hospital in 2007?

             6   A.  Yes.  We had a specific C. difficile infection control

             7       policy which covered all of these sort of aspects.

             8   Q.  If we turn to page 256, then, of this particular policy,

             9       can we see under the reference to "Treatment" that the

            10       suggestions are that, if possible, to discontinue all

            11       antibiotics.  Would that be what you would strive to do?

            12   A.  Yes, the term is "rationalise", so you try to

            13       rationalise the antibiotics, if at all, stop them.  If

            14       you can't stop them, then try to put them on an

            15       antibiotic which allows the patient's C. diff to

            16       recover.

            17   Q.  In adults, is there advice given as to what the

            18       antibiotic treatment should be in the first instance:

            19       namely, the oral metronidazole?

            20   A.  Yes.  Normally, oral metronidazole is first-line

            21       therapy, yes.

            22   Q.  I think the last point there is you do not give Imodium

            23       to control diarrhoea?

            24   A.  That's right, yes.

            25   Q.  If we turn to page 257 of the document, is there
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             1       a section there headed "Audit" which sets out six

             2       particular criteria in relation to patients who have

             3       contracted C. diff?

             4   A.  Yes.

             5   Q.  For example, the first one is:

             6           "Patients with CDAD are nursed in a single room with

             7       their own toilet facilities/commode."

             8           Is that correct?

             9   A.  That's correct, yes.

            10   Q.  Is what is set out here good practice?

            11   A.  This sounds like good practice, standard practice.  So

            12       you are trying to isolate the patient in a single room

            13       and use the appropriate infection control precautions;

            14       linen; trying to make them use the one toilet facility.

            15       It is all in an attempt to prevent the transmission of

            16       spores around the hospital environment.

            17   Q.  I think one of the other policies you were sent was the

            18       loose stools policy, if we could turn to page 258.  If

            19       we look at section 2 on page 1, can we see that loose

            20       stools, that envisages potentially infectious diarrhoea?

            21   A.  That's right, yes.

            22   Q.  If we turn to page 259, there is a section headed

            23       "Precautions for patients with loose stools", and can we

            24       read:

            25           "Place a patient who could contaminate the
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             1       environment with faeces in a single room."

             2           Again, was that the general practice?

             3   A.  That was standard practice back then.  Anyone with the

             4       possibility of infectious diarrhoea should be isolated

             5       straight away.

             6   Q.  If you didn't have the accommodation to isolate someone

             7       in a single room, what would you do?

             8   A.  Well, in that case, if you didn't have the facility to

             9       isolate, you would need then to do an infection control

            10       risk assessment involving the nurses, clinicians and the

            11       infection control team, and try and come up with some

            12       sort of strategy to deal with it.  That could involve

            13       blocking a particular bed or increasing the precautions

            14       around about a particular bed.  But it's certainly not

            15       ideal, that situation.  You would try and get a side

            16       room as quickly as possible.

            17   Q.  Can I then start to look with you at the cases that you

            18       have looked at.  The first one I want to take you to is

            19       that of Catherine Stewart.  I will put the report on the

            20       screen.  You may or may not have a hard copy.  I don't

            21       know if you do or not.  Do you have a hard copy with

            22       you?

            23   A.  Not with me.  I have made some notes.

            24   Q.  I will put the report on the screen, in any event.  It

            25       is at EXP01500001.  Do we see here that Mrs Stewart was

                                           107

             1       born on 17 August 1951, and she died on

             2       17 December 2007?

             3   A.  Yes.

             4   Q.  If we look at the death certificate, first of all, at

             5       SPF00340001, can we see from that that she was 56 when

             6       she died on 17 December 2007, and she died in the

             7       Vale of Leven, and can we also see that

             8       Clostridium difficile does appear on her death

             9       certificate?

            10   A.  Yes, it does.

            11   Q.  If we then turn to the body of your report and look,

            12       first of all, at page 4 of your report, where you

            13       address her medical history and the reason for her

            14       admission, can you just take us through that?

            15   A.  Catherine Stewart was admitted to the Royal Alexandra

            16       Hospital on 26 November with upper gastrointestinal

            17       problems, including bleeding.  She wasn't given any

            18       antibiotics on that occasion, at the Royal Alexandra,

            19       and was discharged on 29 November.

            20           She was then readmitted to the Vale of Leven on

            21       11 December, with a diagnosis of falls, confusion,

            22       diarrhoea, and was transferred, also on 11 December, to

            23       the Royal Alexandra with a diagnosis of peritonitis, but

            24       while at the Royal Alexandra, they decided that they

            25       didn't require surgical intervention and she was then
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             1       transferred back to the Vale of Leven on 12 December.

             2           Now, she contracted C. diff shortly after that point

             3       and had a rather rocky time after that and died on

             4       17 December.

             5   Q.  Just looking to that final admission, she's in the

             6       Royal Alexandra Hospital for a day; is that correct?

             7   A.  Yes, she went to the Royal Alexandra Hospital on the

             8       11th, yes, and she was there for a day and then back on

             9       the 12th.

            10   Q.  She dies about five days later, in the Vale of Leven?

            11   A.  Yes.

            12   Q.  If I can take you to that part of your report where you

            13       carry out a review of her antibiotic treatment, and that

            14       is on page 5 of the report, I think you deal, first of

            15       all, with antibiotics -- rather, you say, as indeed you

            16       have already said, that she didn't receive any

            17       antibiotics in the Royal Alexandra Hospital?

            18   A.  That's right, yes.

            19   Q.  Then, when she is admitted to the Vale of Leven Hospital

            20       on the 11th, was she prescribed antibiotics at that

            21       point?

            22   A.  She was, yes.

            23   Q.  What was the position then?

            24   A.  She was prescribed ceftriaxone and metronidazole on that

            25       occasion, because they were worried about a surgical
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             1       peritonitis.

             2   Q.  Was that appropriate?

             3   A.  That would have been appropriate, yes.

             4   Q.  Then she goes to the Royal Alexandra Hospital and she

             5       comes back to the Vale of Leven.  What then?  What was

             6       the position in relation to antibiotics?

             7   A.  The antibiotics were continued, and then she was started

             8       on ciprofloxacin for a urinary tract infection.

             9   Q.  I think you talk about that towards the bottom of page 5

            10       and into page 6 of your report.  Was that appropriate

            11       prescribing?

            12   A.  Sorry?  Which one?

            13   Q.  The ciprofloxacin?

            14   A.  The cipro was prescribed for a coliform organism from

            15       the urine.  It was certainly sensitive.  Whether it was

            16       the most appropriate one at that point is more

            17       uncertain.  Nitrofurantoin may well have been more

            18       appropriate at that point.

            19   Q.  In relation to her C. diff, if you turn to page 6, do

            20       you tell us that she was diagnosed with C. diff

            21       infection from a stool sample collected shortly after

            22       her admission to the Vale on 11 December?

            23   A.  That's right, collected on the 12th.

            24   Q.  In relation, then, to where she may have contracted the

            25       C. diff, were you able to come to a view on that?
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             1   A.  She could have contracted -- it looks as if she

             2       contracted the C. diff probably in the Royal Alexandra

             3       Hospital, because she appeared back at the Vale of Leven

             4       with symptoms of diarrhoea and was diagnosed shortly

             5       after admission.  So I would think it is during the

             6       first admission in the RAH that she contracted the

             7       C. diff.

             8   Q.  If that is so, did the antibiotics that she received in

             9       the Vale of Leven play any part in making her

            10       susceptible to C. diff?

            11   A.  If she came in with symptoms, possibly not, if she

            12       already had diarrhoea at that point.  She was diagnosed

            13       very, very shortly -- quickly after admission to the

            14       Vale of Leven, so -- you know, so it would be very

            15       difficult to say.  I would think she probably already

            16       had the C. diff infection at the point of admission.

            17   Q.  If we then look at the treatment that she received for

            18       the C. diff, if you turn to page 7 of your report,

            19       I think you indicate that she was treated with

            20       metronidazole; is that right?

            21   A.  That would be appropriate, yes.

            22   Q.  That would be appropriate treatment?

            23   A.  For the first case of C. diff, yes -- well, the first

            24       occasion it's diagnosed.

            25   Q.  Perhaps I should have put the microbiology report on the
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             1       screen.  If you could look at GGC26520001.  If we turn

             2       to page 2, this is different to the usual type of

             3       report, but can we see there's reference to C. diff

             4       toxin positive at the bottom?

             5   A.  Yes.

             6   Q.  We can see that a sample was collected on 11 December;

             7       is that correct?

             8   A.  That's correct, yes.

             9   Q.  According to the document, there is no time received

            10       given, and the time reported is 14 December; is that

            11       right?

            12   A.  That's correct, yes.

            13   Q.  If we look at the nursing notes and turn to page

            14       GGC00530110, towards the bottom -- this is for

            15       12 December, at 1650 -- does it seem that the ward is

            16       aware then that the patient now has C. diff?  Can you

            17       read that towards the bottom?

            18   A.  Yes.

            19   Q.  I think it reads:

            20           "Patient is now C. diff positive.  Needs to be

            21       isolated."

            22           That seems to be what it's saying.

            23   A.  That's correct.

            24   Q.  That suggests the isolation hadn't happened before the

            25       report came in?
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             1   A.  Yes, it sounds like it's been telephoned through to the

             2       ward, to the nursing staff, that the patient is positive

             3       and they are taking appropriate action to isolate the

             4       patient.

             5   Q.  As we have seen from the loose stools policy, it seems

             6       to envisage that patients with loose stools should be

             7       isolated on suspicion?

             8   A.  Should do, yes.

             9   Q.  If we turn to page 8 of your report, do you set out

            10       there that Mrs Stewart's clinical condition

            11       deteriorated?

            12   A.  That's right, yes: deteriorated on the 15th due to liver

            13       disease.

            14   Q.  Was it the case that she wasn't able to take her oral

            15       medication, particularly the metronidazole?

            16   A.  That's right, yes.

            17   Q.  Did she receive any metronidazole at all?

            18   A.  No, it seems as if because she couldn't take oral

            19       metronidazole she therefore wasn't getting any

            20       antibiotics to treat the C. diff, which is -- you know,

            21       I think if they discussed that case with

            22       a microbiologist, then the microbiologist would have

            23       come up with a few alternative treatment strategies for

            24       that patient.

            25   Q.  What sort of alternatives?
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             1   A.  Well, you could have given intravenous metronidazole,

             2       which, although not as good as oral metronidazole, would

             3       still have a good deal of effect.  Other strategies

             4       could have been administration of rectal vancomycin or

             5       nasogastric vancomycin; just different methods of

             6       administering other antibiotic agents to overcome the

             7       inability to swallow tablets.

             8   Q.  Do you consider consideration should have been given to

             9       these options for this patient?

            10   A.  Oh, yes, I think they shouldn't just have decided not to

            11       give something because the patient couldn't swallow

            12       a tablet.  I think they then should have actively sought

            13       advice on how to deal with that as an issue, rather than

            14       just not give the tablets.

            15   MR KINROY:  My Lord, I wonder if my learned friend would

            16       care to explore the question of aggressive treatment and

            17       palliative care in, I think, if I have the dates

            18       correct, the last few days of Mrs Stewart's life?  Would

            19       that have a bearing on what the witness says would have

            20       been the treatment?

            21   LORD MACLEAN:  It depends, I should think, what is said in

            22       the medical records.

            23   MR KINROY:  My Lord, I think we have seen cases where there

            24       has been a switch to palliative care without that being

            25       expressly noted in the records.  If this is one of
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             1       those, perhaps that has some bearing on what this

             2       witness says should have happened.

             3   LORD MACLEAN:  Is it one of those?

             4   MR KINROY:  I don't know, because one never does know.  That

             5       is a question of some skill for perhaps a clinician to

             6       determine, not, in fact, a microbiologist, which is my

             7       main point.

             8   LORD MACLEAN:  Is there any reference in this lady's records

             9       to that effect?  Can you remember?

            10   MR KINROY:  I don't remember, my Lord.  I would not be

            11       surprised if there was not, because we have seen

            12       a pattern of this, but my concern is this can be

            13       explained in another way, which is: this appears to be

            14       a microbiologist proffering advice on what antibiotic

            15       treatment should have been given by a clinician when, as

            16       we know, a clinician might take account of other

            17       considerations, such as the need for palliative care.

            18   LORD MACLEAN:  Mr MacAulay?  Do you want to explore this?

            19   MR MACAULAY:  I will try to explore this, my Lord.

            20           A moment ago, when you put forward the options that

            21       might have been possible, I think you were doing that

            22       with your microbiologist hat on and the sort of advice

            23       that a microbiologist would give if asked to give

            24       advice.

            25   A.  Yes.  A microbiologist would offer the advice.  It would
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             1       be up to the clinician to decide whether they wanted to

             2       accept it or not.  But certainly the clinician would

             3       certainly want to document that they had made that

             4       decision.  I never came across any documentation that

             5       said that there was any sort of discussion with the

             6       microbiologist.

             7   Q.  My learned friend raised the issue of palliative care.

             8       In relation to the giving of palliative care, would that

             9       be for the clinician to decide whether or not that was

            10       the route that was being taken?

            11   A.  I think it would be for the clinician to decide.  We are

            12       entering into an area that is, you know, up to

            13       a palliative care consultant, I think.  But certainly,

            14       if you have an infection, you have got to treat the

            15       infection.  I don't think someone being seriously unwell

            16       and potentially dying of C. diff infection is fair

            17       palliative care.  I think you try and make the patient

            18       as comfortable as possible.  So I think you need to

            19       treat that infection, rather than, you know, let an

            20       active, aggressive infection take its course.  That is

            21       not in the ethos of palliative care.  But I'm not an

            22       expert on palliative care.

            23   Q.  But I think the point, if I understand it, C. diff is

            24       a treatable infection?

            25   A.  That's right, yes.
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             1   Q.  One of the methods of treating it is with metronidazole?

             2   A.  That's right, yes.

             3   Q.  The purpose of that is to stop the diarrhoea?

             4   A.  Stop the diarrhoea, yes.  The patient may well have died

             5       a few days later, but if you treat the infection, the

             6       patient would have died more comfortably than not

             7       treating the infection.

             8   Q.  Do you see any reason in this case, when you are looking

             9       at a 56-year-old, even if she has medical difficulties,

            10       why you would not treat a treatable infection such as

            11       C. diff?

            12   A.  No, there is in reason why you would not treat a C. diff

            13       infection.

            14   MR KINROY:  My Lord, for completeness, I should just perhaps

            15       say that there appears to have been a DNAR form

            16       completed on 12 December 2007 in the case of this

            17       patient which might give one something of a clue about

            18       how her life expectancy was viewed by the clinician.

            19   A.  I don't think a do not actively resuscitate indication

            20       would affect the treatment of C. diff, whether you would

            21       or not.  If you have a patient who is dying and you want

            22       to make them as comfortable as possible, then you do

            23       everything to make them as comfortable as possible while

            24       they die.  That would include treating an aggressive

            25       gastrointestinal infection, because it would not be
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             1       nice -- it is not a nice way to die, with C. diff

             2       infection.  You would try and treat it.  People do not

             3       die comfortably with C. diff infection.

             4   MR KINROY:  My Lord, I can't engage in a debate with the

             5       witness.  That would be not the way this Inquiry is

             6       expecting to proceed.  But the suggestion that there

             7       should be a rectal administration of metronidazole or

             8       some other drug, or intravenous one, I think is

             9       something canvassed with the clinicians and, if I recall

            10       correctly, they took the view that there might be

            11       a warrant to refrain from it in the phase of palliative

            12       care.  I think, my Lord, I will leave it there.

            13   LORD MACLEAN:  I think we have explored this enough.

            14       I think the answer the doctor has just given is a very

            15       understandable one.

            16   MR MACAULAY:  Can we then go back to your report on page 7,

            17       Dr Connor, because you say there that there appear to

            18       have been problems in finding suitable isolation

            19       facilities because, as you have noted, it has been

            20       questioned whether or not there was an isolation bed

            21       available.  Is that what you understood from the

            22       records?

            23   A.  Yes, that's correct.  There should have been -- if they

            24       had a shortage of isolation rooms, then there should

            25       have been a risk assessment with the infection control
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             1       team as to what appropriate alternative strategies they

             2       could have implemented.  I could not find any record of

             3       that anywhere.

             4   Q.  If we look at the infection control card, then,

             5       SPF00740001, can we see that it would appear the ward

             6       were aware, I think, on 12 December, that the patient

             7       was C. diff positive?  We have a note here from the

             8       infection control nurse which says:

             9           "Date positive: 13 December.

            10           "Situated: single room.

            11           "13/12/07 informed by lab staff."

            12           So would it appear, certainly by 13 December, that

            13       a single room may have been obtained?

            14   A.  Yes, it looks like it, yes.  Although I think the date

            15       is wrong on that, isn't it, the 13th?  I think it was

            16       the 12th it was diagnosed.

            17   Q.  If we go to page 8 of your report, I think you look at

            18       where Mrs Stewart might have been infected with C. diff.

            19       It is the very last paragraph on that page.  You say:

            20           "It is probable that Catherine Stewart was infected

            21       with C. difficile either during her first admission to

            22       RAH 26-29 November 07 or in the community."

            23           So you leave both options open there?

            24   A.  That's correct, yes.

            25   Q.  Turning finally to your conclusion, is the main point
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             1       you make there the point we have just discussed a moment

             2       ago: namely, whether and to what extent Mrs Stewart

             3       should have been treated alternatively if she could not

             4       take oral metronidazole?

             5   A.  That's correct, yes.  I think she should have probably

             6       at least had the intravenous metronidazole at that

             7       point.

             8   Q.  We can then move on to the next case I want to look at

             9       with you, and that is [Patient C].  Your report for

            10       [Patient C] is at EXP01490001.  Do you note on the front

            11       of your report that [Patient C] is born on

            12       24 December 1923?

            13   A.  Yes.

            14   Q.  If we look at the body of the report itself, on page 3,

            15       I think you summarise her medical history and the

            16       reasons why she was admitted to hospital?

            17   A.  That's correct, yes.

            18   Q.  Can you just tell us what the position was?

            19   A.  She was admitted to the Royal Alexandra Hospital on

            20       10 June with a fracture of the right neck of femur, so

            21       she had a fractured hip.  She was transferred, after

            22       a surgical procedure, to the Vale of Leven on 15 June,

            23       had a good rehabilitation and recovery and was

            24       discharged from the Vale of Leven on 10 July 2007.

            25           She was then readmitted to the Royal Alexandra
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             1       Hospital on 26 November 2007 with a possible urinary

             2       tract infection.  She was treated there and was

             3       discharged on 5 December 2007.

             4           She was then admitted again to the Vale of Leven on

             5       9 December 2007 with a possible stroke or

             6       cerebro-vascular accident and was discharged -- well,

             7       she had quite a stormy history with C. diff infection

             8       during that admission, but did recover enough to be

             9       discharged to a nursing home on 28 April 2008.

            10   Q.  It is that admission on 9 December to the Vale of Leven

            11       that was particularly relevant to the contraction of

            12       C. diff?

            13   A.  That's correct, yes.

            14   Q.  If we then look at what you say about your review of her

            15       antibiotics, on page 5 of your report, when she was in

            16       the Royal Alexandra Hospital, as you indicated a moment

            17       ago, I think in November, she required treatment for

            18       a urinary tract infection; is that right?

            19   A.  That's correct, yes.

            20   Q.  If we turn to page 6, I think we can now recognise that

            21       treatment with trimethoprim, which is what she got, was

            22       the normal treatment for that sort of infection?

            23   A.  That's correct, yes.

            24   Q.  I may have said that was in November, but in fact, that

            25       was the June admission, I think?
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             1   A.  The Trimethoprim was in June, yes.

             2   Q.  The second admission to the Royal Alexandra, which was

             3       the one you mentioned on 26 November, I think we see on

             4       page 6 of your report that she was prescribed

             5       ciprofloxacin; is that right?

             6   A.  That's correct, yes.

             7   Q.  What was that for?

             8   A.  That was for a urinary tract infection.  She received

             9       500mg twice a day, 29 November to 3 December.

            10   Q.  When, then, she was admitted to the Vale of Leven on

            11       9 December, what was the position in relation to her

            12       antibiotic treatment at that time?

            13   A.  It was thought, at that point, she might have had

            14       a urinary tract infection and she was prescribed

            15       ciprofloxacin again from 9 to 11 December.

            16   Q.  Have you any comments to make in relation to the

            17       appropriateness of that prescription?

            18   A.  It wasn't quite clear why that had been prescribed at

            19       that point.  It certainly seems to have been stopped

            20       quite shortly after it was started.

            21   Q.  How long did she actually get it?

            22   A.  It looks like she was on it for certainly two full days.

            23   Q.  Would there be a particular type of urinary tract

            24       infection that that could be the appropriate response?

            25   A.  If you had a complicated urinary tract infection which
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             1       was maybe involving higher up the urinary tract, so into

             2       the kidneys, for example, then ciprofloxacin might be

             3       more appropriate in that situation, or if you had

             4       a resistant organism already known to be isolated, or if

             5       you had a urinary catheter where you suspected there may

             6       well be more resistant organisms, cipro might be

             7       indicated then.

             8   Q.  Did you see any indication from the records you looked

             9       at why ciprofloxacin was being prescribed?

            10   A.  No, I couldn't find any conclusive reason why it was.

            11   Q.  In relation, then, to her contraction of C. diff, and

            12       I think she had a number of positive results over the

            13       period she was in the Vale of Leven; is that right?

            14   A.  That's right, yes.

            15   Q.  I think the first, if we look at this one at

            16       GGC26330046 -- no, that doesn't look right.

            17       GGC26340046.  Can we see here -- we don't see when the

            18       sample was obtained, but we can maybe look at the notes.

            19       But it was certainly received by the lab on 24 December,

            20       and this is a positive result?

            21   A.  That's correct, yes.

            22   Q.  Was this the first positive?

            23   A.  That was the first one, yes, where the C. difficile was

            24       diagnosed in the laboratory at that point.

            25   Q.  I'm looking at your report on page 7, when you -- under
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             1       reference to your review of diagnosis and treatment for

             2       C. diff.  You were able to work out that the laboratory

             3       report indicated the stool sample was collected on

             4       23 December?

             5   A.  That's right, yes.

             6   Q.  It's not clear from what we have on the board.

             7   A.  I certainly have a date and a time there.  I'm not sure

             8       whether I was looking at -- the photocopy I had was

             9       clearer than that one or not.

            10   Q.  We will leave that aside.  In any event, there is

            11       a positive result.  This, then, has happened after

            12       a time when she was admitted to the Vale of Leven on

            13       9 December?  So this is, what, two weeks or so into that

            14       admission?

            15   A.  That's right, yes.

            16   Q.  You have noted in your report that this was a patient

            17       that, notwithstanding the fact that she had contracted

            18       C. diff, continued to wander around the ward.  Did that

            19       prove to be a problem for the nursing staff?

            20   A.  Yes, I think that caused quite a degree of infection

            21       control difficulty, with a patient who was wandersome,

            22       who would wander around the ward and wouldn't remain

            23       isolated.

            24   Q.  How do you manage such a patient?

            25   A.  With difficulty, but it becomes more of a -- it is
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             1       a nursing management issue, where they would have to,

             2       you know, ramp up the nursing input to that patient on

             3       an individual basis, rather than just let the patient

             4       wander around.

             5   Q.  If we go back to page 7 of your report, I think you have

             6       inferred from the records that the patient wasn't

             7       isolated until at least the positive result had been --

             8       the ward had been made aware; is that correct?

             9   A.  Yes, I see that.

            10   Q.  The point you make at the end there, on that page, that

            11       these concerns should have been explored by the

            12       infection control staff in more detail at this stage and

            13       management decisions documented, do you mean by that the

            14       concerns about her wandering?  Is that what you have in

            15       mind?

            16   A.  Yes, there should have been some form of risk assessment

            17       done which would have involved discussions with the

            18       infection control team, infection control nurses,

            19       microbiologists and ward staff, and that then should

            20       have been documented as to what the strategy was, what

            21       the plan was for this patient, how they were going to

            22       deal with a patient who wasn't amenable to remaining in

            23       isolation.

            24   Q.  In relation to the treatment for C. diff, if you turn to

            25       page 8 of your report, was she, at this stage, treated
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             1       with metronidazole?

             2   A.  Yes, she was.

             3   Q.  You say there was no record within the medical notes at

             4       this stage of either a diagnosis of C. difficile

             5       infection or the prescription of metronidazole.  Would

             6       you have expected to see some reference in the medical

             7       notes?

             8   A.  Yes, you would have expected -- I think, if someone has

             9       gone to the effort of prescribing metronidazole, then

            10       you should have written something in the medical notes

            11       regarding an assessment of the patient and a plan for

            12       the patient, and that should have been documented.

            13   Q.  If we look at the relevant clinical notes -- and this is

            14       at GGC26340025 -- can we see there is an entry on

            15       18 December?

            16   A.  That's right.

            17   Q.  It is difficult to make out the next entry, but it seems

            18       to have a 1 and then it's blanked out and then we see

            19       the 2.  So it is something beginning with a 1

            20       for December.  Is that how we read that?

            21   A.  I'm not quite sure how to read that.

            22   Q.  The next entry, in any event, is for 8 January?

            23   A.  That's correct, yes.

            24   Q.  I think the point you are making is there is no

            25       reference there to the C. diff diagnosis or the
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             1       prescription?

             2   A.  We have several weeks there with no reference to the

             3       C. diff at all.

             4   Q.  What we do have, if we look at the next note, on the

             5       9th, it says:

             6           "Still positive for C. diff."

             7           I think there was another specimen sent at that time

             8       that tested positive?

             9   A.  That's correct.

            10   Q.  If we look at page 45 of the records.  It is not the

            11       clearest of examples, but we can see that the specimen

            12       is collected on the 9th, received on the 9th and it was

            13       a positive result?

            14   A.  That's correct.

            15   Q.  There are two further positive results, I think, for the

            16       patient?

            17   A.  Yes, that's right.

            18   Q.  Both in February.

            19           At some point, then, was her management changed from

            20       metronidazole to vancomycin?

            21   A.  Yes, she was changed to vancomycin on 14 January.

            22   Q.  Was that an appropriate response to what may have been

            23       a relapse?

            24   A.  Yes, she wasn't responding to her metronidazole and it

            25       was therefore changed to oral vancomycin.
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             1   MR MACAULAY:  If your Lordship were thinking of a short

             2       break this afternoon, this might be an appropriate point

             3       to have it.

             4   (3.17 pm)

             5                         (A short break)

             6   (3.29 pm)

             7   MR MACAULAY:  Before moving on to look at the treatment with

             8       vancomycin that we mentioned just before the break, if

             9       I could take you to the nursing records at GGC26340172,

            10       we had been talking earlier about what role, if any, the

            11       infection control nurse might have had, particularly in

            12       relation to the difficulty of this patient being

            13       isolated.  Can we see that here, on 24 December, at

            14       1630, there is at least some communication from the

            15       infection control nurse, and there is a discussion about

            16       the difficulty in isolating the patient due to her

            17       dementia and wandersome behaviour, so there appears to

            18       have been some input at that point?

            19   A.  Yes, I see that.

            20   Q.  If we then go back to the treatment with vancomycin that

            21       you mention on page 9 of your report, you indicate

            22       towards the top that there was a discussion, I think,

            23       with Dr De Villiers, who was one of the microbiologists,

            24       and the suggestion was that they should change to

            25       vancomycin, and I think that is "four times a day".
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             1       That was the proposal.  Is that right?

             2   A.  That would be the normal dosage regime for vancomycin,

             3       four times per day.

             4   Q.  But that didn't happen in this case?

             5   A.  No, for some reason, the patient only got twice per day,

             6       which is an unusual dosing regime for oral vancomycin.

             7   Q.  Is it an adequate dose?

             8   A.  No, it is not adequate, no.

             9   Q.  You thought, and what you say in your report, is that

            10       this probably represented a prescribing error by the

            11       junior doctor on the ward?

            12   A.  Yes.  I mean, I am trying to surmise why someone would

            13       even give that type of dose.  It must be an error of

            14       some description.  I can't think of a -- there is no

            15       pharmacological reason for giving that type of dose.

            16   Q.  What you say is it is not surprising that the patient's

            17       symptoms did not respond?

            18   A.  No, you are giving half the required amount of

            19       vancomycin, so I'm not surprised the patient didn't

            20       respond.

            21   Q.  Is this something that should have been spotted, in your

            22       opinion?  Should someone have realised that --

            23   A.  It should have been spotted by someone, either the

            24       individual -- the nursing staff who were giving the

            25       medication, the clinical pharmacist possibly, you know,
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             1       during the ward rounds.

             2           Although, in saying that, not everyone would

             3       necessarily have enough -- nursing staff might not have

             4       enough knowledge about antibiotics to question that, and

             5       even during the ward rounds they may well not have

             6       looked at the actual chart.  You know, they may well

             7       just have said, "Is the patient on vancomycin?", and not

             8       double-checked, double-checked the actual dose, and just

             9       assumed, yes, the patient is on oral vancomycin.

            10   Q.  What about the failure to respond to the vancomycin?

            11       You do raise that as something that might have prompted

            12       a check?

            13   A.  Yes, I think if the patient hadn't responded to what

            14       should have been an appropriate therapy, then that

            15       should have raised a number of enquiries, to either

            16       double-check the dosing regimes, double-check whether

            17       the patient was actually taking the tablets, you know,

            18       not just spitting them out as soon as they were given

            19       the tablets, or, you know, some other reason why they

            20       weren't taking them.

            21           So, yes, there certainly should have been further

            22       enquiries as to what the next step was going to be.

            23   Q.  I think then you tell us that [Patient C] continued to

            24       have diarrhoea and there was a further positive result.

            25       If we look at that, it is at page 42 of the records, can
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             1       we see this sample was collected on 5 February and

             2       received by the lab on the 6th, and this is a positive

             3       result?  Did this then prompt some further input by the

             4       microbiologist?  If you turn to page 10 of your report,

             5       I think you make some comments about that.

             6   A.  That's right.

             7   Q.  I think, again, Dr De Villiers is involved?

             8   A.  Yes, Dr De Villiers came up with a management plan to

             9       give prolonged and pulsed dose therapy for vancomycin

            10       over a six-week period, and also to use human normal

            11       immunoglobulin, which can be used for severe cases of

            12       C. diff infection.

            13           For some reason, that very logical, commendable

            14       treatment plan wasn't followed.

            15   Q.  What happened, in fact?

            16   A.  The patient's symptoms kind of progressed and she ended

            17       up having a long and prolonged episode of severe C. diff

            18       infection until, eventually, the correct dose was given

            19       at a later dose and the patient responded quite

            20       adequately to that.

            21   Q.  I think what you tell us on this page is that, rather

            22       than going down that route that you say was

            23       a commendable plan, the antibiotics were -- were they

            24       stopped altogether and she was given a probiotic?

            25   A.  Yes.  For some reason, antibiotics were kind of stopped
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             1       and then, again, she went on to -- if I have got the

             2       right dates here.  Yes, the vancomycin was stopped,

             3       actually, on the 15th.

             4   Q.  Of February?

             5   A.  Yes.

             6   Q.  I think you tell us what happened was there was a note

             7       "No need for any medication for diarrhoea - add

             8       probiotic".  Was that appropriate?

             9   A.  No, the patient was still symptomatic and should have

            10       got antibiotic therapy at that point.  A probiotic is --

            11       there you're talking about kind of yeasts and good

            12       bacteria.  Although thought to be of benefit, there is

            13       not really enough -- sufficient evidence to recommend

            14       that as a sole therapy.

            15   Q.  Did [Patient C]'s diarrhoea continue and was there

            16       a further positive result then obtained?

            17   A.  That's right, yes.

            18   Q.  If we look at page 89 of the records, can we see that

            19       the specimen here was collected on 25 February and

            20       received on the 25th and it is a positive result?

            21   A.  That's correct.

            22   Q.  Did this trigger any particular action?

            23   A.  Yes, there was a further discussion with another

            24       microbiologist and the patient was put on oral

            25       vancomycin at that point for over a two-week period.
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             1   Q.  Did she improve?

             2   A.  She did, yes.

             3   Q.  I think you tell us that she improved -- although she

             4       was discharged, she still had some symptoms of diarrhoea

             5       at the date of discharge; is that right?

             6   A.  That's correct, yes.  I think she still had symptoms of

             7       diarrhoea, even after that point.

             8   Q.  The discharge I think was on 28 April 2008?

             9   A.  That's correct, yes.

            10   Q.  If we turn to page 12 of your report, it is about

            11       halfway down the first main paragraph, where you return

            12       to the problem of the wandersome patient.  Would such

            13       a patient, as you tell us, pose a high risk of infection

            14       transmission?

            15   A.  Yes, a patient such as that would have been spreading

            16       C. difficile spores through the environment, yes.

            17   Q.  In relation to where [Patient C] contracted the

            18       infection, I think what you say in that next paragraph

            19       is that you consider that it was likely that she was

            20       infected with C. diff during her previous admissions to

            21       either the Vale of Leven or the Royal Alexandra

            22       Hospital?

            23   A.  That's correct.

            24   Q.  It is one or the other?

            25   A.  One or the other.
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             1   Q.  You focus in particular on the course of ciprofloxacin.

             2       Did you see that as being particularly significant to

             3       making her susceptible to C. diff?

             4   A.  Yes, that is a high-risk antibiotic and it was given,

             5       you know, a short period before she developed symptoms,

             6       on 23 December.  So I think that has to be the trigger

             7       factor in this case.

             8   Q.  Then, if we turn to your conclusion at page 13, I think

             9       we have covered the points you have made there,

            10       particularly the point you make in the second paragraph

            11       about Dr De Villiers outlined a clear and effective

            12       C. difficile treatment, but it was a treatment that

            13       wasn't, for whatever reason, followed?

            14   A.  Followed, that's correct; yes.

            15   Q.  Just on that point, who would take responsibility -- if

            16       the microbiologist advises a particular course of

            17       action, then who would take responsibility if that

            18       course of action is not followed?

            19   A.  It's the patient's own clinician who has ultimate

            20       responsibility for determining what treatment that

            21       patient undergoes.  The microbiologist's role is to

            22       advise the patient's clinician as to what he thinks is

            23       the appropriate therapy.  If that therapy is not

            24       followed, then the microbiologist may well go back again

            25       and, you know, kind of re-emphasise his advice to the
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             1       clinician.  But the ultimate responsibility is the

             2       patient's own doctor.

             3   Q.  The next case I would like to look at with you is that

             4       of Elizabeth Rainey.  Your report here is at

             5       EXP01520001, and we see from the front page of

             6       the report that Mrs Rainey was born on 29 April 1922 and

             7       she died on 20 January 2008.  If we look at the death

             8       certificate, at SPF00300001, can we see that she was 85

             9       at the date of her death on 20 January 2008.

            10   A.  That's correct.

            11   Q.  She died in the Vale of Leven.  Do we also note that

            12       C. difficile enteritis appears in part II of the death

            13       certificate?

            14   A.  That's correct.

            15   Q.  If we look at your report, Dr Connor, and we look at

            16       page 4, can you just give us an idea as to what her

            17       medical history was and why she was admitted to

            18       hospital?

            19   A.  She was admitted on 26 November 2007 with a possible

            20       urinary tract infection.  She was treated with

            21       co-amoxiclav for that.  Her GP had sent her up with

            22       a history of some loose bowel motions in her history at

            23       that point as well.

            24           She had a past medical history of Alzheimer's

            25       disease and anaemia.  During her stay in the
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             1       Vale of Leven, she developed a hospital-acquired

             2       pneumonia, anaemia, some gastric issues involving having

             3       to undergo a gastroscopy.  She developed C. diff

             4       symptoms on 1 January.  This was complicated by

             5       a further hospital-acquired pneumonia, and she developed

             6       a myocardial infarction on 20 January and died of that.

             7   Q.  If we look at your review of her antibiotic treatment,

             8       then, on page 5 of your report, you just mentioned

             9       a moment ago that on her admission, which I think you

            10       said was 26 November, she was prescribed co-amoxiclav.

            11       What was the thinking behind that?

            12   A.  They thought she had a urinary tract infection and they

            13       prescribed co-amoxiclav at that point, although

            14       co-amoxiclav isn't the recommended first line therapy

            15       for a urinary tract infection.

            16   Q.  I think you tell us -- I think we have seen that would

            17       be trimethoprim; is that right?

            18   A.  That's right, yes, trimethoprim would be.

            19   Q.  You raise a point, I think, about the prescribing

            20       guidance.  You thought there was some confusion in the

            21       guidance as to whether it should be one or the other?

            22   A.  That's right, because the guidance has an "NB" comment,

            23       which is:

            24           "Use Trimethoprim if the patient is penicillin

            25       allergic."

                                           136

             1           That might be interpreted as, you know, "Otherwise,

             2       use co-amoxiclav if the patient is not penicillin

             3       allergic".  So that may have caused some confusion.

             4   Q.  Was it common knowledge at the time generally that

             5       trimethoprim would be the first port of call?

             6   A.  It was in the guidelines and should have been the first

             7       antibiotic.

             8   Q.  In relation to the length of the course that she was

             9       given for the co-amoxiclav, then, I think you suggest

            10       that it should have been three days, but in fact it was

            11       an eight-day-long course?

            12   A.  That's correct which is excessive for a simple urinary

            13       tract infection.

            14   Q.  Was any reason given as to why that length of --

            15   A.  No, there was no reason documented as to why that length

            16       of time is chosen.

            17   Q.  I think you tell us that a urine sample was taken on

            18       admission, and we can put that on the screen, it is at

            19       GGC00480144.  Can we see that the sample was collected

            20       on the 26th and, looking to the sensitivities, can we

            21       note that -- is the suggestion here that it is resistant

            22       to co-amoxiclav?

            23   A.  That's right, yes.  There are two lactose-fermenting

            24       coliforms isolated from that urine sample.  Both of

            25       those organisms are sensitive to trimethoprim.  However,
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             1       the second organism is resistant to co-amoxiclav.  So

             2       that would have been the ideal opportunity to change the

             3       patient, because one of the organisms wasn't going to

             4       respond to the co-amoxiclav anyway.

             5   Q.  Do you say in your report on page 6 that, despite this,

             6       the medical staff continued with the co-amoxiclav?

             7   A.  That's correct, yes.

             8   Q.  I think that was even in the knowledge -- because

             9       I think you have reproduced the note in your report --

            10       that one of the coliforms was resistant to co-amoxiclav?

            11   A.  That's right, yes.  The medical staff wrote that in the

            12       medical notes but didn't alter the antibiotics, so they

            13       clearly knew one was resistant.

            14   Q.  But subsequently, was Mrs Rainey prescribed

            15       trimethoprim -- I think you note that happened on

            16       13 December 2007.

            17   A.  That's right, yes.

            18   Q.  Was that for the urinary tract infection?

            19   A.  At that point, yes.

            20   Q.  There was then, I think, a prescription once again of

            21       co-amoxiclav.  I think that was on 14 December,

            22       following a discussion with Dr Carmichael; is that

            23       correct?

            24   A.  That's correct, yes.

            25   Q.  What was the thinking behind that?
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             1   A.  Well, they thought at that point that she was developing

             2       a hospital-acquired pneumonia and started her on the

             3       co-amoxiclav and clarithromycin, so, I mean, that was,

             4       you know, kind of appropriate therapy for the diagnosis.

             5   Q.  That would be an appropriate therapy?

             6   A.  Well, it's certainly -- it wasn't what was in the

             7       guidelines, but it is certainly a therapy which would

             8       have been appropriate, although it wasn't actually part

             9       of the antibiotic guidelines.

            10   Q.  If you turn to page 7 of your report, I think you tell

            11       us -- we will look at this shortly, in any event --

            12       that, following her diagnosis of C. diff, she was

            13       started on oral metronidazole, but some other

            14       antibiotics were also continued; is that right?

            15   A.  That's correct.

            16   Q.  Was this a case where there was some input from

            17       microbiology as to what should happen?

            18   A.  Well, the medical notes said that they'd spoken to

            19       microbiology and advised that, despite C. diff,

            20       Augmentin and clarithromycin were prescribed.

            21   Q.  Was that for a chest infection?

            22   A.  That would have been for the chest infection at that

            23       point.

            24   Q.  Was this a case where it was appropriate to continue

            25       with these antibiotics notwithstanding the fact that she
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             1       had been diagnosed with C. diff?

             2   A.  Well, at this point, I think they're worried about the

             3       life-threatening sepsis of a chest infection, so in this

             4       situation, it would have been appropriate to continue

             5       the antibiotics, even though it would make response to

             6       the C. diff maybe a little slower.

             7   Q.  Finally, in relation to the antibiotics that were

             8       prescribed generally, you tell us on page 7 that she was

             9       also prescribed amoxicillin?

            10   A.  That's right, yes.

            11   Q.  Were you able to work out why that was prescribed at the

            12       time it was, on 6 and 7 January?

            13   A.  Yes.  There was no record as to why that was added in.

            14       It didn't really make any sense why they added in

            15       amoxicillin to that regime.  There was no documentation

            16       for that.  You could surmise that they were possibly

            17       trying to increase the amoxicillin, because co-amoxiclav

            18       is amoxicillin plus clavulanic acid, so they may have

            19       been trying to increase the amoxicillin, but it's not

            20       a standard therapy.

            21   Q.  There is no indication given as to why they did that?

            22   A.  No indication given in the notes as to why that was

            23       done.

            24   Q.  If we look at your review of the treatment for C. diff

            25       on page 8 of the report, as I think you mentioned at the
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             1       outset, when Mrs Rainey was admitted, the referral

             2       letter made some mention of loose bowel movements?

             3   A.  That's correct.

             4   Q.  But I think you thought it was unlikely this was due to

             5       C. diff, because there was no further reference to

             6       diarrhoea until 1 January?

             7   A.  That's right.  She responded very quickly.  All her

             8       symptoms resolved very quickly after admission.

             9   Q.  If we look at the position with regard to C. diff and

            10       look at the microbiology report at page 143, can we see

            11       that the sample was collected on 4 January; according to

            12       this, received on 7 January; and it was a positive

            13       result?

            14   A.  That's correct.

            15   Q.  Let's just look at the treatment, then, for C. diff.

            16       I think we have touched upon this already.  She was,

            17       I think, started on metronidazole; is that right?

            18   A.  That would be appropriate, yes.

            19   Q.  That would be appropriate.

            20   A.  Yes.

            21   Q.  If we look at the nursing notes at page 208, is there an

            22       entry at the very bottom of the page, actually, for

            23       4 January, that, at 1630, there had been a phone call

            24       from microbiology, "C. diff positive"?

            25   A.  That's correct, yes.
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             1   Q.  So although, if we go back to the microbiology report on

             2       the screen, at page 143, can we see this is a case where

             3       the ward knew, on 4 January, the same day as the sample

             4       was collected, albeit that the report bears to suggest

             5       it wasn't received until 7 January?

             6   A.  That's correct, yes.

             7   Q.  If we look at infection control, at SPF00700001, do we

             8       see again the same sort of combination we have seen

             9       before, that the date positive is given as 4 January,

            10       and then, in relation to 7 January, there is a note:

            11           "Informed by ward staff.  Patient isolated.

            12       Commenced on metronidazole".

            13   A.  That's correct.

            14   Q.  Are you able to tell us when the metronidazole was

            15       started?

            16   A.  Yes, the metronidazole was started on 4 January and

            17       completed on 15 January.

            18   Q.  That was appropriate treatment?

            19   A.  That was, yes.

            20   Q.  While we have the infection control card on the screen,

            21       can we see that the entry we looked at is for 7 January,

            22       and then the only other entry we have is an entry

            23       recording death on 20 January?

            24   A.  Yes.

            25   Q.  You comment on this, I think, in your report?
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             1   A.  I do, yes.  I mean, that's inadequate, you know, kind of

             2       follow-up of a patient with C. diff, really, only having

             3       one recorded action on one date and then, nearly two

             4       weeks later, the patient is dead, that is the next

             5       insert.  So it's kind of not -- I don't think that is

             6       good infection control practice.

             7   Q.  Do you think this patient should have been seen by

             8       a microbiologist at any stage?

             9   A.  The patient developed C. diff infection and was treated

            10       with metronidazole.  Unless there was a difficulty in

            11       the patient's response to metronidazole, the

            12       microbiologist probably wouldn't have been alerted to

            13       this particular case.  So not necessarily.

            14   Q.  Although I think there was some microbiologist input

            15       into this case, particularly in relation to continuing

            16       other antibiotics while the patient was C. diff

            17       infected?

            18   A.  That's right, yes.

            19   Q.  That was appropriate?

            20   A.  Yes, just to continue the antibiotics, yes.

            21   Q.  If we look, then, finally, in relation to this patient,

            22       to your conclusion, and we have touched upon a number of

            23       points as we have been going through your report,

            24       I think you consider that she was appropriately treated

            25       for the infection itself with metronidazole.  I think we
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             1       have touched upon that.  You say:

             2           "It is probable that she was infected with

             3       C. difficile, following her admission to the

             4       Vale of Leven, and that antibiotics triggered this

             5       infection."

             6   A.  That's true, yes.

             7   Q.  Do you have any antibiotics in mind?  I think we noted

             8       that she was given co-amoxiclav for what you thought was

             9       a urinary tract infection?

            10   A.  Yes.  I think the likely antibiotic was the

            11       co-amoxiclav, which was given for the hospital-acquired

            12       pneumonia on 14 December.

            13   MR MACAULAY:  My Lord, I can go on to another report, which

            14       we may or may not finish.

            15           If I could just mention that Dr Connor is not back

            16       tomorrow, in that Dr Woodford is back tomorrow.  So

            17       there may be some sense in stopping with Dr Connor now,

            18       rather than having that gap between in his evidence.

            19   LORD MACLEAN:  I suppose we can't try to speed through it?

            20   MR MACAULAY:  I could do my best.

            21   LORD MACLEAN:  No, I don't think so.  We will adjourn now.

            22   (4.02 pm)

            23                 (The hearing was adjourned until

            24              Tuesday, 22 November 2011 at 10.00 am)

            25
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