           1                                      Thursday, 2 February 2012

           2   (10.00 am)

           3   MR MACAULAY:  Good morning, my Lord.

           4           The next witness I would like to call is

           5       Dr Francois Jacobus De Villiers.

           6             DR FRANCOIS JACOBUS DE VILLIERS (sworn)

           7                    Examination by MR MACAULAY

           8   MR MACAULAY:  I think you are Francois Jacobus De Villiers;

           9       is that correct?

          10   A.  That's right.

          11   Q.  What position do you hold at present, Dr De Villiers?

          12   A.  I'm a consultant microbiologist at Inverclyde Royal

          13       Hospital.

          14   Q.  I want to take you to your CV, and I will put that on

          15       the screen: INQ03360001.  If we turn to the second page

          16       of the CV, do we note that under the heading

          17       "Qualifications" you obtained your medical degree in

          18       1979 from the University of Pretoria in South Africa?

          19   A.  That's correct.

          20   Q.  Subsequently, you obtained a degree in microbiology in

          21       1987; is that right?

          22   A.  That's a Master of Medicine in microbiology

          23       specifically, same university.

          24   Q.  From the same university.  Then we note in your

          25       professional career that you worked in South Africa up
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           1       until 2001; is that right?

           2   A.  That's correct, with the exception that part of that was

           3       spent in Namibia, when I was doing my military service.

           4   Q.  If I can just ask you to speak closer to the microphone,

           5       or to bring it closer to you, one way or the other.

           6           Subject to, I think, the period that you spent in

           7       Namibia in 1981 to 1983; is that right?

           8   A.  That and there was a part that I spent in Botswana as

           9       well, as part of my duties.

          10   Q.  When you came to the United Kingdom, then, I think it

          11       was then that you went to work at Inverclyde Royal

          12       Hospital; is that right?

          13   A.  That's correct.

          14   Q.  That was in 2002?

          15   A.  Yes.

          16   Q.  The position you took up then, which I think is the

          17       position you hold at present, was that of consultant

          18       microbiologist?

          19   A.  Correct.

          20   Q.  If we then turn to the third page of the document,

          21       I think at the top of the page you give us some insight

          22       into your current professional duties.  Can you just

          23       describe that for us?

          24   A.  I'm a consultant microbiologist based at Inverclyde

          25       Royal Hospital.  The duties that I do have -- there's
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           1       a laboratory component to it, as well as a clinical

           2       component, clinical advice to doctors and diagnosing and

           3       treating infectious diseases.

           4   Q.  I will come back to the duties you had previously in

           5       a moment, but you set out here, I think, your laboratory

           6       duties at (i), and then you also give some insight into

           7       your clinical duties at (ii); is that right?

           8   A.  Yes, I think that gives a fair indication of what I do.

           9   Q.  Turning on to page 4, you also tell us there that you

          10       have some teaching commitments; is that correct?

          11   A.  Yes.

          12   Q.  Also, infection control duties.  Can I just ask you

          13       about your present position there: what infection

          14       control duties do you have at present?

          15   A.  It is really limited to an emergency out-of-hours

          16       service.  We have an infection control doctor, which is

          17       Dr Bagrade.  She is on maternity leave at the moment.

          18       In addition to her is Dr Craig Williams.  So they fulfil

          19       the duties as infection control doctors and the

          20       day-to-day duties.

          21           There might be the occasional patient where

          22       infection control nurses would ask me, if they wanted

          23       specific advice or help with a patient, where they

          24       regard additional therapy as necessary, or further

          25       interventions, where I would then intervene, but that is
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           1       on an individual case.

           2           The other infection control duties are purely

           3       emergency out of hours advice to doctors treating

           4       patients.

           5           The typical thing would be patients with, say,

           6       Herpes zoster infection: do I isolate or not?  It is

           7       quite things that are available in the infection control

           8       manual, on the intranet, but where people are unable to

           9       find it, or maybe sometimes just too lazy to find it,

          10       where they would call me.

          11   Q.  You are quite soft spoken, Dr De Villiers.  Again, if

          12       you would try to adjust the microphone.  Perhaps bring

          13       it a bit closer to you and see if that is better.

          14           Also on this page, you give us some information

          15       about your out-of-hours oncall duties as well; is that

          16       correct?  We see that at (v)?

          17   A.  We have five microbiologists at the moment, but if you

          18       take into account leave, it works out that we are on

          19       call approximately one in four weekends and one in four

          20       weekday evenings.

          21   Q.  You indicated a moment ago that Dr Bagrade is the

          22       infection -- is that one of two infection control

          23       doctors?

          24   A.  Yes, for the Clyde division, we have Dr Bagrade as

          25       infection control doctor.  That is currently.  Now that
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           1       she's on maternity leave, Dr Williams is filling that

           2       position.

           3   Q.  Normally, would it be Dr Bagrade, then, who would be

           4       responsible for the Vale of Leven Hospital?

           5   A.  She was appointed and took her position I think it was

           6       in February 2008, and from there on she was the

           7       infection control doctor for Vale of Leven Hospital,

           8       Royal Alexandra Hospital, whilst Dr Biggs remained

           9       infection control doctor for Inverclyde Royal Hospital

          10       as well as Lorne and Islands Hospital.

          11   Q.  Then you set out some information about managerial

          12       duties that you have been involved in over the years.

          13       I think these all relate to your time in South Africa;

          14       is that right?

          15   A.  That was in South Africa, yes.

          16   Q.  Turning on to page 5, you give us information about your

          17       professional memberships and also your responsibility to

          18       advisory bodies.  I think we can note that, since 2006,

          19       you have been a clinical microbiologist adviser to the

          20       Scottish Medicines Consortium; is that right?

          21   A.  I can't quite member when it started, by it sounds

          22       correct.

          23   Q.  You give some information about your professional

          24       development, and then, turning on to the final pages of

          25       your CV, pages 6 and 7, do you set out here some
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           1       information about publications that you have contributed

           2       to?

           3   A.  Yes.

           4   Q.  What I want to do, Dr De Villiers, now is to focus on

           5       the period January 2007 through to about June 2008, to

           6       begin with.  I just want to focus on what your duties

           7       were at that time, particularly in relation to the

           8       Vale of Leven Hospital.  Do you follow?

           9   A.  I think, first, we must remember that there was

          10       a watershed when we had two new consultants appointed in

          11       the positions of Dr Bagrade and Dr Claxton.  That was

          12       due to occur at the end of December 2007, but it really

          13       happened finally at the end of January 2008.

          14           So we can first look at the period up to

          15       January 2008.  I was a consultant microbiologist based

          16       at Inverclyde Royal Hospital, but I also covered Lorne

          17       and Islands Hospital, which is in Oban, and that

          18       hospital I visited approximately once every two weeks,

          19       and then I had two sessions allocated to the

          20       Vale of Leven.

          21           I visited the Vale of Leven once a week.  That was

          22       normally on a Tuesday, Tuesday morning, or afternoon,

          23       depending on meetings, first of all, and that visit to

          24       the Vale of Leven was dependent on Dr Biggs being

          25       available at Inverclyde Royal Hospital, so that I had
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           1       backfill when I had to drive over to the hospital.  So

           2       if Dr Biggs was away on leave, if she was at a meeting

           3       or not on site, the visit to the Vale of Leven Hospital

           4       would fall away.

           5   Q.  If I can just pick you up there, you are focusing on

           6       a period up until about, what, the end of January 2008?

           7   A.  That is up to the end of January.  Now, in addition to

           8       that, I also had an out-of-hours oncall rota.  At that

           9       time, it was really Dr Biggs, myself and Dr Weinhardt,

          10       so it was a one in three taking part in the rota, and we

          11       had occasional locum help to fill an additional place on

          12       the oncall rota.  So that was up to the end of January.

          13           At the end of January 2008, it changed completely,

          14       and my duties to the Vale of Leven fell away completely,

          15       with the exception of providing the oncall rota.

          16   Q.  Did that coincide with Dr Bagrade becoming the infection

          17       control doctor for the Vale of Leven, or was there some

          18       other reason why you had no further duties?

          19   A.  It coincided with the appointment of two consultants to

          20       fill the vacancies that we had.

          21   Q.  That's Dr Bagrade and Dr Claxton?

          22   A.  And Dr Claxton, yes.

          23   DAME ELISH:  I wonder, my Lord, if my learned friend can

          24       clarify how long those vacancies had been unfilled until

          25       that appointment?
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           1   LORD MACLEAN:  Can you answer that?

           2   A.  Dr Dancer left the position, I think, in 2002.  That

           3       position was filled initially with locum consultants,

           4       and then, at some stage, the locums were taken away and

           5       it was backfilled by the four consultants that we had

           6       left in Clyde division, so myself, Dr Biggs,

           7       Dr Weinhardt and Dr Eastaway at that stage.  Later on,

           8       Dr Eastaway was off sick for approximately a year, and

           9       then resigned.  Her position wasn't filled.  I think she

          10       went off in 2005, but I'm under correction whether --

          11       here.

          12           So the position was left unfilled since, I would

          13       say, 2002, Stephanie Dancer's position.

          14   MR MACAULAY:  To the extent that microbiology input was

          15       being provided, then, to the Vale of Leven, it was being

          16       provided by you, in the period we are interested in, up

          17       until the end of January 2008?  Is that right?

          18   A.  Not solely by me.  It was provided by myself and

          19       Dr Biggs.  However, I would take the majority of

          20       clinical calls and I did the visits to the hospital,

          21       meaning, when I was on leave, Dr Biggs would take

          22       clinical calls, but not go over to the hospital.

          23   Q.  Do you know if Dr Biggs, in fact -- you have told us

          24       that you would go to the hospital broadly on a weekly

          25       basis.  I will come back to that.  Do you know if
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           1       Dr Biggs visited the hospital during the period that we

           2       are interested in?

           3   A.  Yes, she did visit the hospital, but more so as head of

           4       department, and in an infection control capacity, rather

           5       than clinical visits to the hospital.

           6   Q.  You did say that you had this weekly commitment, I think

           7       you said on a Tuesday, to the Vale of Leven, but whether

           8       you actually were able to fulfil the commitment would

           9       depend on Dr Biggs's availability in Inverclyde; is that

          10       right?

          11   A.  That's correct.

          12   Q.  So if Dr Biggs was on leave or not working, for whatever

          13       reason, then you could not fulfil the commitment?

          14   A.  By agreement with the clinical director, Dr -- hmm, the

          15       name has slipped me now.  I will remember the name just

          16       now.  But with the clinical director, it was decided

          17       that, if she was not available, the visit would fall

          18       away.  It was Dr Geoff Douglas who was the CD at the

          19       time.

          20   Q.  Dr Douglas?

          21   A.  Yes.

          22   Q.  Are you able to give the Inquiry a general understanding

          23       as to how often, then, it was that you weren't able to

          24       fulfil the weekly commitment?

          25   A.  Well, obviously during my annual leave.  Add to that

                                             9

           1       when Dr Biggs had annual leave, which is approximately

           2       six weeks each.  So 12 of the 52 weeks, it would be

           3       impossible to go across to the Vale of Leven.  And then

           4       occasionally it would occur that she had a meeting or

           5       that she was off sick, and then I wouldn't go over.

           6   Q.  I think there were periods when Dr Biggs was off sick;

           7       is that right?

           8   A.  Yes.

           9   Q.  Who was the head of department at this time that we are

          10       looking at?

          11   A.  For which hospital?

          12   Q.  Well, for your hospital, for Inverclyde?

          13   A.  Dr Biggs.

          14   Q.  Did you mention Dr Weinhardt was also working in

          15       Inverclyde; is that correct?

          16   A.  No, she wasn't working in Inverclyde.  She was working

          17       from Royal Alexandra Hospital, but she did provide

          18       out-of-hours cover for Inverclyde when it was her turn.

          19   Q.  Who was based at Inverclyde, then, at this particular

          20       time?

          21   A.  It was myself and Dr Biggs.

          22   Q.  What about the laboratory?  I think we understand that

          23       you had laboratory commitments and clinical commitments

          24       as well.  Who looked after the laboratory at Inverclyde?

          25   A.  Dr Biggs was head of department.  I would deal with the
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           1       majority of clinical liaison.  So when I started in the

           2       morning, it's obviously the blood cultures that had to

           3       be dealt with, significant bacterial cultures,

           4       intraabdominal specimens, the odd cerebrospinal fluid.

           5       Where we had growth on that, I would then discuss those

           6       findings with the doctors.  I had input into the

           7       laboratory, as well, as far as authorisation of results

           8       were concerned.  But it wasn't only myself doing that,

           9       it was also Dr Biggs doing that.  I had a fairly large

          10       input into the laboratory as far as the development of

          11       antimicrobial testing protocols and recognition of new

          12       resistance mechanisms was concerned.

          13   Q.  When you did visit the Vale of Leven Hospital, what were

          14       your duties there?

          15   A.  I would say the most important reason for visiting the

          16       Vale of Leven Hospital was really flying the flag,

          17       maintaining some kind of visibility of a microbiologist

          18       onsite.  There was a laboratory component as well.  On

          19       daily sign-outs, there's quite often problems that you

          20       stumble on: people not recognising a resistance

          21       mechanism.  I would take the opportunity to discuss and

          22       point out to laboratory staff how that should be

          23       managed.

          24           So some kind of protocol development, and I always

          25       took the time to visit the high dependency, or, when
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           1       they still had it, the intensive care facility at the

           2       Vale of Leven.  So I always visited it and I saw the

           3       patients together with the clinicians.

           4   Q.  Can I just ask you, when you went to the Vale of Leven,

           5       was there a particular place that you would be based

           6       when you went there?  Did you have an office or what was

           7       the situation?

           8   A.  There was an office for consultant microbiologists in

           9       the Vale of Leven microbiology laboratory that was

          10       shared by whomever used the office at the time.

          11           Rarely, it would be Dr Biggs, often it would be

          12       myself, once weekly was the aim of that, as I said

          13       before, with the exceptions, or Dr Weinhardt when she

          14       became head of department.

          15   Q.  Do I understand from what you said, then, so far as

          16       going to the wards would be concerned, it was the high

          17       dependency unit that you visited?

          18   A.  High dependency and intensive care, when they still had

          19       that.  So I always visited that.  Ward visits, it would

          20       really depend.  If there was a newly positive blood

          21       culture that came up during the day when I was in

          22       transit to Vale of Leven, I would use that opportunity

          23       to take the details, go into the background results of

          24       the patient first, go to the ward and discuss it with

          25       the doctor who was on the ward.  But that was just

                                            12

           1       opportune, if it occurred.

           2   Q.  How long would you spend, then, in the Vale of Leven

           3       when you went?

           4   A.  It was a session per week, meaning four hours, but part

           5       of the session, it was agreed to with Dr Douglas that

           6       travelling time would form part of that.  So practically

           7       speaking, it is the four hours minus the travelling

           8       time, so two hours and a little bit.

           9   Q.  Effectively in the hospital for about two hours or so;

          10       is that right?

          11   A.  Hospital or laboratory: on the premises.

          12   MR PEOPLES:  My Lord, I wonder if Dr De Villiers could

          13       clarify whether the ward visits involved seeing patients

          14       directly or simply a discussion with a doctor about

          15       culture results?

          16           The other point I perhaps picked up was I wasn't

          17       sure what "recognising a resistance mechanism" meant,

          18       which seemed to be one of the typical matters he dealt

          19       with at the Vale of Leven.  I wonder if he could clarify

          20       that also?

          21   LORD MACLEAN:  There are two questions there for you.  You

          22       have actually answered, I think, the first, but you can

          23       repeat it.

          24   A.  I think the first one is seeing the patients.  It takes

          25       a huge amount of time to visit the patient, to go

                                            13

           1       through all the clinical records of a patient and

           2       examine a patient.  So the practical way of doing that

           3       and not to waste time would be to agree with the

           4       patient's doctor to meeting at the bedside of

           5       the patient or on the ward so that the doctor could give

           6       a summary of the patient, have the necessary results

           7       there, X-rays there, his Kardex of antibiotic therapy

           8       available onsite so that we could discuss it in

           9       a reasonable amount of time.

          10           It was really rarely necessary for myself to touch

          11       or to examine a patient, so it was more clinician to

          12       clinician at bedside.  I hope that answers --

          13   LORD MACLEAN:  It doesn't answer the second part.

          14   A.  No, but does it answer that bit of the question?

          15   LORD MACLEAN:  It answers the first part, yes, but the

          16       second part?

          17   A.  The second part, resistance mechanisms.  That is the way

          18       that an organism becomes resistant to an antibiotic.

          19       The very well-known resistance mechanism is MRSA

          20       organisms, which absolutely every laboratory in the UK,

          21       I think, is au fait with and can identify the resistance

          22       mechanism.  But a lot of other mechanisms have developed

          23       over the last few decades, and some of these mechanisms

          24       are a bit difficult to detect in a laboratory; for

          25       example, ESBL production: that is extended spectrum
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           1       beta-lactamases that organisms can do.  At the turn of

           2       the century, I think it was estimated that about one in

           3       five UK laboratories haven't even heard of this

           4       resistance mechanism.

           5           So it was kind of to identify it and put systems in

           6       place so that the laboratory could efficiently recognise

           7       these resistance mechanisms.

           8           Other mechanisms: vancomycin resistance in the

           9       enterococcus, which was a developing mechanism;

          10       dissociated resistance to the macrolides, where

          11       resistance to clindamycin might be hidden, but you can

          12       bring it out by putting another antibiotic disk close to

          13       the clindamycin.  So it was kind of to ensure that the

          14       laboratories were able to identify these mechanisms as

          15       well.

          16   DAME ELISH:  My learned friend had the witness, through

          17       my Lord, describe the ideal clinical visit.  I wonder if

          18       the witness could be asked, first of all, whether or not

          19       that type of scenario was achievable in terms of

          20       the time he had and his access to the clinicians, and,

          21       secondly, if not, what was the objective of visiting the

          22       patient as a microbiologist, if you could not do that?

          23   LORD MACLEAN:  I'm not sure the clinical visit was ideal,

          24       but it was typical.  You mean the typical one?

          25   DAME ELISH:  I'm not sure that what he described about the

                                            15

           1       need to see the doctor with X-rays --

           2   LORD MACLEAN:  Oh, the clinical visit?  Yes.

           3   DAME ELISH:  Yes.  Whether or not that was actually

           4       achievable.  He described, I think, what was the ideal.

           5       It is really to determine what was the reality.

           6   LORD MACLEAN:  Was it the ideal or was it what you did?

           7   A.  It is what I did.  I took the opportunity to meet

           8       clinicians I had to deal with.  I think it is always

           9       easier to deal with somebody subsequently over

          10       a telephone if at least you recognise a face or have

          11       that in mind.

          12           I don't think it is essential for microbiologists to

          13       visit the bedside.  It is indeed, in my opinion, quite

          14       a waste of very precious and little time to go out to

          15       a bedside and give advice there, because if you look at

          16       the number of calls that we normally get during a day --

          17       and I think it is brought out in Dr Dancer's written

          18       evidence, the number of calls that she dealt with,

          19       I think she mentioned up to 70 clinical calls in a day.

          20       I don't know if I had quite that many calls from the

          21       Vale of Leven Hospital, but certainly I had quite a huge

          22       number to deal with from the bigger hospital, which was

          23       Inverclyde, and then a hospital slightly smaller than

          24       Vale of Leven, which was Oban Hospital.

          25           So by the time I arrived in Vale of Leven, there was
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           1       usually a note with quite a list of doctors that I had

           2       to phone about patients.

           3           So, effectively, I went over to the Vale of Leven,

           4       dealt telephonically with things that I could have dealt

           5       with at Inverclyde, and going to the bedside subtracted

           6       quite a lot of time that I could have spent on the phone

           7       with other consultations.

           8   LORD MACLEAN:  So you regarded it as precious time not well

           9       spent to be in the ward?

          10   A.  I do.

          11   DAME ELISH:  I'm obliged, my Lord.

          12   LORD MACLEAN:  That is because, of course, of the duties

          13       that you were allocated?  I mean, you had duties mainly

          14       elsewhere.

          15   A.  Quite a lot of duties elsewhere.  I think, in the ideal

          16       world, if I had to see a single patient in a day,

          17       there's ample time and there would be no problem

          18       whatsoever to go to bedside or to drive over to the

          19       Vale of Leven and see that patient with the patient's

          20       doctor, and I think that is important as well, to see it

          21       with a doctor.  I advise, the doctor treats.  But with

          22       the sheer numbers, it was wasteful of a microbiologist's

          23       time, first of all, to drive and, secondly, to go to the

          24       bedside if you could deal with it over the phone.

          25   MR MACAULAY:  I think you are focusing on the position in

                                            17

           1       the Vale of Leven.  Just to recap: when you were able to

           2       fulfil your weekly commitment -- and I think you have

           3       said on occasions you were not -- you had approximately

           4       two hours to spend in the Vale of Leven; is that

           5       correct?

           6   A.  That's about correct, yes.

           7   Q.  In that time, you would spend time in the laboratory.

           8       You made a point of going to the HDU and also the

           9       intensive care unit; is that right?

          10   A.  That's right.

          11   Q.  Do I take it from what you have said that you very

          12       rarely went into any of the other wards in the hospital?

          13   A.  Well, walking to the intensive care unit obliged me to

          14       walk past the infection control office, first of all,

          15       and, secondly, past some of the wards and, as I said to

          16       you, if something occurred that I think I could

          17       effectively handle, going across to the intensive care

          18       unit, yes, I took that opportunity to do it.

          19           How often did it happen?  Maybe one out of every two

          20       visits.

          21   Q.  You mentioned the infection control office, I think, in

          22       that answer.  Did you visit the infection control office

          23       when you visited the Vale of Leven?

          24   A.  I virtually always saw the infection control nurses

          25       there, because they came around, I would say, midday to
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           1       pick up significant results or the results of

           2       significance to infection control.  They normally took

           3       that time to pop into the office, say hello, and if

           4       there was any specific patient matter where they wanted

           5       me to intervene, they would ask me to do so.

           6   Q.  So they came to your office?

           7   A.  They came to my office.  If I did not see them, I would

           8       go -- as I walked across to the high dependency unit,

           9       I would ensure that I walked past their office and at

          10       least show my face, say hello and hear if there was any

          11       patient that they wanted me to intervene with.

          12   Q.  The picture you have presented about how precious your

          13       time was and that you could not spend time in the wards,

          14       if you had been a full-time microbiologist in the

          15       Vale of Leven, would the position have been different?

          16   A.  I can imagine that it would have been different.  The

          17       Vale of Leven is a relatively small hospital, and

          18       although there might be lots of clinical calls, and

          19       I think that would be the pivotal factor, the number of

          20       clinical calls, whether it was possible to spend time on

          21       the ward.

          22           As I said before, I do not think it is essential to

          23       go out and see every patient.  A lot of the advice that

          24       we give can effectively be given over the telephone.

          25   Q.  So is it your position, then, that from a clinical
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           1       perspective you don't think it necessary generally to

           2       see patients in the ward?

           3   A.  Yes.

           4   Q.  At present, in your present job, do you go to the wards

           5       to see patients and discuss patients with the doctors in

           6       charge?

           7   A.  I still go to intensive care unit on a daily basis, high

           8       dependency unit in the Inverclyde Royal Hospital.  I do

           9       go past the coronary care unit, but will only stop to

          10       discuss patients there if there is somebody of interest

          11       to microbiology or where we could make an effective

          12       input in the therapy of a patient, typically the patient

          13       with endocarditis.

          14           So those patients I see every day and on a regular

          15       basis, but I do not examine those patients.  I see the

          16       patient with the doctor who is looking after the

          17       patient.

          18   Q.  Can I look at a document with you which bears to be your

          19       job description, and that is at GGC22110001?  We can see

          20       this is described as an NHS Greater Glasgow and Clyde

          21       job plan.  We see your name to the left, the speciality

          22       is microbiology and there is reference to the Inverclyde

          23       Royal Hospital.

          24           Do you recognise this as a job plan you had at the

          25       time we are concerned with?
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           1   A.  I can't see a date on this job plan.

           2   Q.  No, I don't think there is a date.  If we can focus on

           3       the first box that we see, which is headed "Type of

           4       work", can we see that in relation to infection control,

           5       it is envisaged that you have a responsibility in the

           6       absence of Dr Biggs?

           7   A.  Yes, I see that written down there, yes.

           8   Q.  Was that, then, the position at the time we are looking

           9       at, certainly up until the end of January 2008?  Did you

          10       have, as part of a job plan, a duty in relation to

          11       infection control in the absence of Dr Biggs?

          12   A.  As I said before, there's an out-of-call emergency

          13       infection control service that we provided, so that's

          14       advice about individual patients, and it was exactly the

          15       same infection control duty when Dr Biggs was on leave,

          16       it would be emergency infection control duty.  So advice

          17       about a single patient, but not fulfilling the position

          18       as the infection control doctor, meaning teasing out the

          19       outbreak situation or setting SOPs for the infection

          20       control nurses or taking the lead of the infection

          21       control team.  So it was emergency infection control

          22       advice.

          23   Q.  If Dr Biggs was off for a period of time, and I think

          24       she was off on a number of occasions when she was ill,

          25       would you then step into her shoes as the infection
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           1       control doctor, effectively?

           2   A.  No.

           3   Q.  If Dr Biggs was not available, then, who would cover for

           4       her in her role as the infection control doctor?

           5   A.  I think, retrorespectively, there were a number of

           6       duties that were not fully covered when she was away on

           7       leave or off ill: that is the duty of infection control

           8       doctor; the duty as head of department; and her duty as

           9       clinical director when she was clinical director.

          10   Q.  That is with reference to Monday.  On Tuesday, the hours

          11       that have been set out in the job plan for attendance at

          12       the Vale of Leven are 8.30 to 14.00.  From what you have

          13       said, that would include the travelling time?

          14   A.  Yes, and you will see that I left earlier.  That is why

          15       it is 8.30.

          16   Q.  I'm sorry?

          17   A.  It is 8.30 and not 9 o'clock, so I did give a little bit

          18       of personal time.

          19   Q.  We read in the next box:

          20           "(Occasionally the Vale of Leven visit will be

          21       scheduled for an alternative day to allow for other

          22       activities, eg, outbreak meetings)."

          23           But do I understand from what you have said so far

          24       that, really, you would go on the Tuesday and there were

          25       not any alternative days?
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           1   A.  It is mostly correct to say, if it was not possible to

           2       visit the Vale of Leven on a Tuesday, that visit would

           3       fall away, but occasionally I did give lectures at the

           4       Vale of Leven, or I did give talks to the laboratory

           5       staff, and I would reschedule that for a different day.

           6       So that could explain why that wording is in there.  But

           7       that would be very occasionally, as stated.

           8   Q.  I was asking you a moment ago about your infection

           9       control responsibilities in the absence of Dr Biggs.

          10       Was Dr Biggs -- I think you said she was the infection

          11       control doctor who had responsibility for the

          12       Vale of Leven up until at least January 2008; is that

          13       right?

          14   A.  Yes.

          15   Q.  That's your understanding, is it?

          16   A.  Yes.

          17   Q.  Just so I can be clear, was she the infection control

          18       doctor in respect of any other sites at this time, apart

          19       from the Vale of Leven?

          20   A.  Yes.

          21   Q.  Remind me, which other areas was she posted at?

          22   A.  Lorne and Islands Hospital, Oban, Inverclyde Royal

          23       Hospital and, to the best of my knowledge,

          24       Royal Alexandra Hospital as well.

          25   Q.  Can I leave that for the moment, then, and just move on
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           1       to the subject of the authorisation of laboratory

           2       reports.  Can you just give me some understanding of

           3       that.  I just want to understand how it worked in

           4       practice.  If a specimen has been sent to the

           5       Vale of Leven laboratory for C. diff testing and the

           6       analysis proves that it is a positive result, can you

           7       take me through how that would come to you, as the

           8       microbiologist who may have to authorise the report?

           9   A.  After testing, the laboratory scientist would phone out

          10       the result to the ward or to the clinician whenever it

          11       was a significant result, that means a positive one,

          12       whenever requested to do so.  I can honestly not

          13       remember what happened with a negative one, whether that

          14       would always be phoned out.  Certainly, it would have

          15       been phoned out if it was requested to do so, but

          16       I don't know whether all negatives were phoned out.  So

          17       positive result, phoned out to the ward.

          18           The laboratory scientist would also enter that into

          19       the laboratory system then as such a result.  That --

          20   Q.  Can I just stop you there?  The laboratory system, is

          21       that a computer system?

          22   A.  That's a computer system, yes.  That could sometimes be

          23       delayed, because somebody would have to enter the

          24       patient demographic details into the computer system,

          25       but as soon as that was in the computer system, the
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           1       laboratory scientist would put that in and then that

           2       would normally be put to the consultant sign-out queue,

           3       which the consultant would then see whenever he or she

           4       did sign-outs and normally just authorise the result.

           5   Q.  Let me just try to understand this, then.  So the

           6       laboratory scientist in the Vale of Leven Hospital will

           7       input the information into the computer; is that right?

           8   A.  Correct.

           9   Q.  You are not in the Vale of Leven, you are in Inverclyde?

          10   A.  Right.

          11   Q.  Do you then pick that up in Inverclyde?

          12   A.  Yes.  At the time -- can I say historically?  When

          13       I started at Inverclyde Royal Hospital, that hospital

          14       had no computer system, but at a later stage, we got the

          15       Apex computer system, whilst the Vale of Leven had their

          16       own laboratory information system.

          17           The Royal Alexandra Hospital and Oban Hospital

          18       purchased exactly the same computer system as Inverclyde

          19       Royal Hospital, and it was then decided to move

          20       Vale of Leven over to the same computer system.  So at

          21       some stage we had the same system.

          22           However, even before we had that, I had access to

          23       Vale of Leven patient results and sign-out queues from

          24       Inverclyde Hospital, so that I had on both systems.  So

          25       I could sit at my desk at Inverclyde and authorise that.
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           1           At some stage, when all the hospitals went onto the

           2       same computer system, Apex system, we also had access

           3       from home, so we could sign out reports and look up

           4       patients' results from home, and I am pretty sure that

           5       was already the case by the end of 2007.

           6   Q.  Just to understand the practicalities of it, then, if

           7       you were in the Inverclyde hospital, do you then access

           8       the information off your computer and do you get a hard

           9       copy of the results?

          10   A.  No, I don't get a hard copy.  I have a list of results

          11       to be signed out for all the hospitals, so I can see

          12       Lorne and Islands, I can see Vale of Leven with its

          13       lists, so there might be 50, 60 results to sign out for

          14       that hospital, and then I will go through the results

          15       and mainly release them.

          16   Q.  So you go through the results on the computer screen?

          17   A.  On the computer screen, but I did not get a hard copy.

          18   Q.  So you authorised the result on the screen; is that

          19       right?

          20   A.  That's it.

          21   Q.  In the system, the Vale of Leven lab would pick that up,

          22       produce a hard copy and send that to the ward in due

          23       course?

          24   A.  Yes.

          25   MR KINROY:  My Lord, I wonder if we could clarify, when the
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           1       lists were gone through for authorisation, were the

           2       results listed by hospital in discrete groups?

           3   LORD MACLEAN:  Do you understand that?

           4   A.  There was discrete lists for each hospital, so I could

           5       see Vale of Leven separately, I could see Inverclyde

           6       separately.  But if I looked at Royal Alexandra

           7       Hospital, I had to go to different what we call benches.

           8       So there was a blood culture bench, there was a pus swab

           9       bench, there was a urine bench.  So I had to sign out by

          10       different benches, and there was a different list for

          11       general practitioners.

          12           So, yes, I could see it in different hospitals, but,

          13       as you have to appreciate, with the number of calls that

          14       we got, whilst signing out I was invariably interrupted

          15       by telephone calls.

          16   DAME ELISH:  My Lord, I wonder, on that particular point, if

          17       my learned friend could clarify, Dr De Villiers

          18       mentioned GPs, and I don't think he covered that

          19       explicitly in his evidence about the role and duties

          20       that they had regarding processing samples from GP

          21       practices around the area, and also what priority was

          22       given to each of these?

          23   LORD MACLEAN:  Well, you provided a service for general

          24       practitioners?

          25   A.  Yes, we provided the service to general practitioners as
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           1       well, but maybe if I can just expand a little bit on the

           2       previous question, when we had the list to sign out,

           3       there might be a result for a GP patient, the next

           4       result might be a C. diff result, the following result

           5       could be a blood culture result, so there was no order

           6       where you would see only C. diff results, then blood

           7       cultures, then pus swabs, et cetera.  So it was all

           8       a mix of different patients.  There could be a GP

           9       patient, then a patient from ward 15, then an ITU

          10       patient.

          11   MR MACAULAY:  But I understood you to say that you would

          12       have discrete lists for each hospital; is that correct?

          13   A.  Correct, each hospital had its own list, but in that

          14       list there was no specific order.

          15   Q.  No, no, I understand that, but if we just focus on the

          16       Vale of Leven, you would have a batch of reports to

          17       authorise --

          18   A.  Yes.

          19   Q.  -- that would cover blood cultures, faecal specimens,

          20       urine specimens, and so on; is that right?

          21   A.  Yeah, so it was Vale of Leven, but a mix of results.

          22   Q.  Indeed.

          23   LORD MACLEAN:  When you say you signed them off -- you

          24       signed them out, yes, signed them out? -- what do you

          25       mean?  What is involved in the process?
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           1   A.  Many results -- I don't look at the original request

           2       form when I sign it out.  So some results are merely

           3       a positive or a negative and there is very little input,

           4       really, that I have in that, other than it being

           5       potentially an alert to say, "I have a C. diff outbreak

           6       going on" or "I have a group A streptococcal outbreak

           7       going on".  So it would serve as a kind of alert.

           8           Other than that, if it has been reported as positive

           9       on that sign-out queue by the laboratory scientist, it

          10       means that it has already been checked by another person

          11       and I would merely put "Authorised" on there and the

          12       result would go out.

          13           It was the opportunity, however, when we reported

          14       out an antibiogram -- that's the sensitivity of

          15       an organism isolated from a patient -- to decide which

          16       antibiotics you would release to the doctor.  We might

          17       test 20 antibiotics, but only report out one to three

          18       different antibiotics.  So, first of all, to decide

          19       which antibiotics to release, and then, secondly, to see

          20       if there is any obvious error.  Some organisms are, by

          21       definition, intrinsically resistant to some antibiotics.

          22           If I saw, for example, a Stenotrophomonas reported

          23       susceptible to the antibiotic gentamicin, I would have

          24       to go back to the laboratory or phone them up, if it was

          25       the case of Vale of Leven, and enquire as to the
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           1       accuracy of that identification or to have sensitivities

           2       repeated.

           3           So the real intelligent input in signing out was in

           4       antibiograms.

           5   MR MACAULAY:  Do I take it from what you have been saying to

           6       us on this, Dr De Villiers, that you wouldn't, for

           7       example, have sight of the lab request forms that would

           8       accompany the specimen being sent to the lab?

           9   A.  That's absolutely correct.  At some later stage, it

          10       became available so that I could hit a button on the

          11       keyboard and the request form would come up, a scan of

          12       the request form, but I think it was well after 2008

          13       that that became available.

          14   MR PEOPLES:  My Lord, before we go on, is it possible for

          15       Dr De Villiers to explain how a GP patient would end up

          16       on a Vale of Leven list?  I wasn't sure -- if the

          17       patient was in hospital, it would be a Vale of Leven

          18       patient.  If it was a GP patient, why would they be on

          19       a list for the Vale of Leven?

          20   LORD MACLEAN:  Yes.

          21   A.  GPs sent in requests, laboratory culture and

          22       sensitivity, and I think in the Vale of Leven the mix

          23       was about 60 per cent of the work done in that

          24       laboratory would be GP requests.

          25   LORD MACLEAN:  From the area?
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           1   A.  From the area.  So each hospital had a number of GPs and

           2       even community hospitals that it served.  At the time,

           3       I don't think Vale of Leven laboratories served any

           4       community hospital.  Lorne and Islands, I think, served

           5       Mid Argyll Hospital, and, although in Highlands, Dunoon

           6       and Rothesay are served by Inverclyde Hospital.  Those

           7       are GP hospitals as well.  So laboratories served GPs,

           8       community hospitals as well as the hospital where the

           9       laboratory is located, and occasionally they would do

          10       referred work from other laboratories.  For example,

          11       Inverclyde Hospital does the gamma interferon release

          12       assays for all of Clyde and we do the serology for all

          13       of Clyde at the moment.

          14   LORD MACLEAN:  But so far as Vale of Leven is concerned,

          15       these were general practitioners in and around --

          16   A.  The catchment area.

          17   LORD MACLEAN:  -- Alexandria, Dumbarton, and so on?

          18   A.  Correct.

          19   MR MACAULAY:  By the time you came to authorise the report,

          20       if it was a positive result, you would have expected

          21       that the laboratory would have already contacted the

          22       ward to intimate the fact that it was a positive result?

          23   A.  Yes, that was part of the SOP, as far as C. diff was

          24       concerned.

          25   Q.  From what you have said, then, you, yourself, would not
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           1       be speaking to the ward or infection control in

           2       connection with a positive result?

           3   A.  No, it has already been phoned out.  Infection control

           4       picked up the results on a daily basis.  There is

           5       a summary that went to Health Protection Scotland once

           6       a week, and I'm pretty sure hard copies of the results

           7       went out to the infection control nurse as well.

           8   DAME ELISH:  My Lord, I wonder, before moving on, at the

           9       beginning, my learned friend asked the witness about the

          10       process of input to the computer of those specimens

          11       which had been received -- the shorthand term is

          12       clerking-in.  I think that would have been prior to

          13       computers.  But recording them on the computer.

          14           I wonder if Dr De Villiers can indicate whether that

          15       was a common reception area for haematology and

          16       biochemistry as well as microbiology and how that was

          17       prioritised and, secondly, would a specimen require to

          18       be delayed --

          19   LORD MACLEAN:  I think we will just do --

          20   DAME ELISH:  I will do the second question --

          21   LORD MACLEAN:  Actually, you are going into an area that

          22       I am sure Mr MacAulay will be entering.

          23   MR MACAULAY:  Yes.  I am quite happy for Dr De Villiers to

          24       deal with the first part of that question.

          25   LORD MACLEAN:  Deal with the first part and come back to the
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           1       second, or maybe even the third, for all I know.

           2   A.  There was a common reception area in the Vale of Leven

           3       laboratory receiving all specimens where specimens would

           4       be numbered and then sent off to the different

           5       departments: haematology, biochemistry and microbiology.

           6   MR MACAULAY:  When you came to authorise the positive

           7       results, you would get the Vale of Leven batch and deal

           8       with that batch when it came to you; is that right?

           9   A.  It is really dribs and drabs throughout the day.  As and

          10       when a laboratory scientist finishes off with

          11       a patient's result, he adds that to the sign-out queue.

          12       So the sign-out queue builds up during the day and

          13       I went in regularly to sign out whatever was positive.

          14   Q.  Was there any prioritisation, then --

          15   A.  Of specimens?

          16   Q.  Yes.

          17   A.  Well, if a specimen was marked as "Urgently", whenever

          18       somebody in the receiving area of the laboratory got all

          19       the specimens, those marked "Urgently" would be

          20       addressed first, they would be numbered and given over

          21       to the laboratory to process straight away.

          22   Q.  That's in the Vale of Leven laboratory?

          23   A.  In the Vale of Leven laboratory.

          24   Q.  You are not there, but that is your understanding as to

          25       how it was done?
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           1   A.  Yes, I don't have anything to do with the reception of

           2       specimens.

           3   Q.  What I did want to ask you, then --

           4   LORD MACLEAN:  Do you want the second half?

           5   MR MACAULAY:  That was the second half.

           6   DAME ELISH:  There is another microbiologist who can speak

           7       to those processes, but one issue which it would be

           8       useful to know, if Dr De Villiers is aware, my Lord,

           9       would be whether the process of putting the date of

          10       receipt in through that clerk-in process with the

          11       computer coincided with the specimen being sent off, or

          12       was it sent off prior to that?

          13   LORD MACLEAN:  You are going to be looking at that, aren't

          14       you?  This is the dating.  I think we need to look at

          15       that with some care, and you will be doing that, I take

          16       it?

          17   MR MACAULAY:  I do propose to ask this witness some

          18       questions about that, but I suspect, in fact, it is the

          19       laboratory manager who is best placed to deal with that

          20       sort of issue.

          21   A.  I can give you generic information as to what happens

          22       currently, or what should happen currently.

          23   Q.  Not so much currently, but we are looking at what

          24       happened at the time?

          25   A.  When a specimen is received in the laboratory, it is
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           1       supposed to get a date and a time stamp on it.  So that

           2       is number 1.  Then, when it is entered into the

           3       computer, that is really the time of reception that

           4       should be entered into the computer system.

           5           Unfortunately, I do think that that is an area where

           6       the data typist entering the results into the system

           7       often slipped, because, if you enter the date, you have

           8       to press specific keys and there's extra actions that

           9       you have to take logging it into the system, where it is

          10       much easier just to hit "T", or whatever the code is,

          11       the keyboard shortcut, to get the result in -- to get

          12       the time in.  If you hit the shortcut, it gives the

          13       present date and time.  So that was criticised at times

          14       and there were attempts to address that.

          15   Q.  I think what is important, though, is whether or not in

          16       fact there was any real delay between the collection of

          17       the specimen and the intimation of the receipt to the

          18       ward, or the infection control nurse; is that right?

          19       That is really what you want to look at?

          20   A.  I'm not quite sure.  Are you saying between the time

          21       that the specimen was collected and received in the

          22       hospital -- in the laboratory?

          23   Q.  Perhaps I can look at this, just to focus on it.  If we

          24       look at this report in the medical records for Mr Boyle,

          25       it is at GGC00030001, and the page I want to go to is
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           1       page 25.  We are looking at a report, and I will come

           2       back to the manner in which it has been authorised in

           3       a moment, but it has been collected on 22 January.  On

           4       the face of it, it is received by the lab on the 25th

           5       and reported on the 28th.  That indicates that there has

           6       been a delay between the date of collection and the date

           7       of receipt.  Is that how you see that?

           8   A.  It certainly looks as if there is a delay in there, but,

           9       as I said to you, there is a -- first of all, it could

          10       just be a pure delay, that that's sat with a porter

          11       somewhere before it was received by the hospital.

          12           But it could also very well have been that this was,

          13       say, on a Friday and there was no data typist to enter

          14       the results, and if she entered the -- sorry, not the

          15       results, the patient's demographic details.  If she only

          16       was on duty again on the 25th, it could appear that the

          17       specimen was only received on that date.

          18           So if she did not go to the extra trouble to change

          19       the receipt date, the default received date will be now,

          20       today, and the time will be now if you enter a patient's

          21       demographics.  If she did not physically change that, it

          22       could appear that the specimen was received there -- so

          23       I have two possible explanations for the difference

          24       between "Collected" and "Received".  If you look at the

          25       time difference between "Received" and "Reported",
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           1       "Reported" is really when the specimen was finished.  It

           2       doesn't mean that C. diff was reported on the 28th.  It

           3       could well have been reported earlier on, but there was

           4       a culture result as well.  You will see we are to do

           5       E. Coli 0157 culture.  That takes time.  They reported

           6       this when it was finalised, this report.

           7   Q.  I understand that the formal reported date would not be

           8       the date when the ward was told that there was

           9       a positive C. diff result.

          10   A.  Yes.

          11   Q.  But in relation to the second possibility, then, as to

          12       why you think that might explain the delay, what was the

          13       second possibility?

          14   A.  The second possibility is that the person putting in the

          15       patient demographics, when you enter that into the

          16       computer, some of the fields are filled for you already,

          17       like the date and time of receipt.  I think that the

          18       default there was now and today's date.

          19           So if I entered it at this very moment in time, it

          20       would appear that I received it then.  To correct that

          21       and to bring that on par with what the date stamp on the

          22       request form was, she had to physically change the date

          23       and time and enter that.

          24   Q.  What is important, of course, if you are looking at the

          25       treatment of the patient, is when the ward --
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           1   A.  Was informed.

           2   Q.  -- was informed?

           3   A.  Correct.

           4   Q.  If we look for this patient at page 42 of the records,

           5       for the entry for the 25th, can we see that at 1450 the

           6       note is "Received notification that Jake is C. diff

           7       positive".  Do you see that?

           8   A.  "Infection control notified", and at 1450, "Received

           9       notification that Jake is C. diff positive", and that

          10       date is written down as the 25th.  So assuming that that

          11       date is correct and the specimen was really received in

          12       the laboratory on the 22nd, that's quite a time that

          13       elapsed between receipt and notification.

          14   Q.  I think the 22nd was a Tuesday, in fact.

          15   A.  If you say so.

          16   Q.  Well, I understand that to be the case.  The effect of

          17       that sort of delay, then, would be, unless treatment is

          18       started on suspicion, that treatment would be delayed,

          19       and that might have an impact upon the outcome for the

          20       patient?

          21   A.  It could -- yes, of course, but you should always

          22       remember that we don't all -- you cannot wait in all

          23       patients until you eventually get a laboratory result.

          24       The patient who is septic, of course we take a blood

          25       culture of and we treat the patient on spec, and it
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           1       should be exactly the same for a C. diff.  If the

           2       patient clinically requires therapy, you should start on

           3       spec and you can adjust it at a later stage.  It is

           4       theoretically possible that therapy could have been

           5       delayed, but if the patient was clinically unwell and

           6       warranted therapy, he should have been started on that.

           7   Q.  If we look at the infection control card for this

           8       patient, SPF00410001, can we see that what's been noted

           9       for the 25th is:

          10           "Advised isolate and commence oral metronidazole."

          11           So it would seem that the treatment started here

          12       once the result had been intimated.

          13   A.  True.

          14   LORD MACLEAN:  Could I ask you, what is truly meant by

          15       a specimen being "collected"?  Does that mean collected

          16       by the lab or taken from the patient in the ward?

          17   A.  Specimen collection in this context would be taken from

          18       the patient.

          19   LORD MACLEAN:  You see, in an earlier answer here you said,

          20       "If the date of collection truly was the 22nd, there's

          21       been a delay", but is that right?  When does the

          22       specimen -- if it is collected on the 22nd and was said

          23       to be received on the 25th, when does it enter the lab?

          24   A.  When does it?

          25   LORD MACLEAN:  Enter the lab.
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           1   A.  That should be when the date stamp is on the request

           2       form.  That is the physical reception in the laboratory.

           3   LORD MACLEAN:  Yes.  It is a comparison of that with the

           4       result that is the real marker for any possible delay,

           5       isn't it?

           6   A.  The date of reception in the laboratory?

           7   LORD MACLEAN:  Yes.

           8   A.  Yes.  There is maybe just one other comment that I have

           9       to make on that, and you will see quite often with

          10       specimens that the patient has to produce, typically

          11       a sputum specimen, a urine specimen or a stool specimen.

          12       A nurse or a doctor will write out the request form,

          13       sign it, often date it as well, and give the container

          14       to the patient.  The patient might only be able to

          15       produce the urine later on during the day and the doctor

          16       would not necessarily change the date on the request

          17       form.  So that could also come into -- or should be

          18       taken into consideration.

          19           However, it is unlikely that it would be a huge

          20       delay.

          21   MR MACAULAY:  But what is important is looking to have

          22       a result as quickly as you possibly can after the

          23       collection has been taken from the patient?  The quicker

          24       the ward know there is a positive result, the better?

          25   A.  Of course, yes.

                                            40

           1   Q.  Going back to the lab report we have here on page 25 of

           2       the records, I just want to understand, then, how we

           3       should interpret the timings, so if we go back to

           4       GGC00030025.

           5           The date of collection you have, I think, indicated

           6       to his Lordship you would envisage to be the date the

           7       specimen was taken from the patient?

           8   A.  Was taken from the patient, but it could be when the

           9       doctor completed the form also, and it could have been

          10       hours before.

          11   DAME ELISH:  My Lord, on that particular point, I think we

          12       heard earlier evidence, and I wonder if it could be put

          13       to the doctor that, if I say to the nurse, "Nurse,

          14       I have had diarrhoea", the nurse would then arrange for

          15       the specimen and, therefore, it might be some hours

          16       before I have another episode of diarrhoea, and at that

          17       point it would be physically collected.  However, as the

          18       doctor has indicated, the form will be completed at the

          19       point when the need became something that the nurse was

          20       aware of.

          21   LORD MACLEAN:  That's right?

          22   A.  That is absolutely true.  I know it, I have done it

          23       myself: give the patient a bottle and give him a request

          24       form, and he only is able to produce a specimen at

          25       a later stage.  Yes.
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           1   MR MACAULAY:  I think we would have to see what the nurses

           2       said on that, in fact, to see exactly how they did it.

           3       We have had evidence on that.

           4           Coming back to the form on the screen, you think

           5       that the date collected -- you are assuming the date of

           6       collection would be generally when the specimen was

           7       acquired?

           8   A.  Yes, that should be.

           9   Q.  I'm still trying to understand the receipt date.  Does

          10       the receipt date truly represent the date on which the

          11       specimen is received in the lab?

          12   A.  That date should be the date and time that the specimen

          13       arrives in the reception area of the laboratory.

          14   Q.  Yes.

          15   A.  But, as I explained to you, it could be that a data

          16       typist entered the incorrect date or time when she put

          17       this into the system at a later stage.

          18   Q.  So to understand whether there's a delay or a gap

          19       between collection and receipt, we really want to look

          20       at when the infection control nurse or the ward were

          21       aware, in fact, of the positive result?

          22   A.  That's a good way of looking at it.

          23   DAME ELISH:  My Lord, on a related point here, which I think

          24       my learned friend has placed some emphasis on, I wonder

          25       if Dr De Villiers could explain whether or not if this,
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           1       if we call it distorted date of receipt, would in any

           2       way affect the specimen physically being taken off for

           3       analysis, is it the case that the specimen had to sit

           4       and wait until the typist typed it into the computer, or

           5       would the specimen itself be dispatched for analysis

           6       prior to that clerk-in?

           7   LORD MACLEAN:  Can you answer that?

           8   A.  Yes.  In the case of Clostridium difficile toxin assays,

           9       the time really starts ticking once the specimen has

          10       been produced by the patient and, under ideal

          11       circumstances, you want to investigate that in the

          12       laboratory within a reasonable period, that being in the

          13       order of within the first 24 hours.

          14           If it is prolonged beyond that, steps have to be

          15       taken to ensure that the specimen is still of quality

          16       enough to be examined.

          17   LORD MACLEAN:  You will be looking at this, because there is

          18       a question of how it is kept as well.

          19   MR MACAULAY:  Yes.  Although, again, I'm not sure if this

          20       witness --

          21   A.  I cannot really say.  I was not involved in that.

          22       I think that is better put to the laboratory manager.

          23   MR MACAULAY:  It is Mr Kinloch, I think, who managed the

          24       laboratory.

          25   A.  Yes.
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           1   LORD MACLEAN:  But there must be a theory, mustn't there,

           2       a protocol, that you are aware of, generally?  I mean

           3       scientifically.  I know we will get to Mr Kinloch.

           4   A.  I cannot really say that I was aware -- or I can't

           5       remember the specific protocol that was in place at the

           6       time.  But if I speak for the laboratory where I work in

           7       at the moment and where I am a single-handed

           8       microbiologist, if the specimen testing is going to be

           9       delayed, we stick it in the fridge, in the case of this.

          10       There might be other measures that you take with

          11       different other specimens, but, generally speaking, of

          12       course, you examine the specimen as quickly as possible.

          13   LORD MACLEAN:  I come back to a point I think I extracted

          14       from you, and that is that, if you want to know if

          15       there's been any delay in the testing of the specimen,

          16       you look at the date of receipt on the form.

          17   A.  I agree, that is what you have to look at.

          18   LORD MACLEAN:  Compared to the time when it was actually

          19       reported; is that right?

          20   A.  That's quite right.

          21   MR PEOPLES:  My Lord, I think this is quite an important

          22       area, because we have heard the problem with dates and

          23       how the dates may be wrong.  Could Dr De Villiers just

          24       confirm -- I think he was describing a situation where

          25       a specimen is received at the reception area for the
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           1       laboratory with a request form which is stamped at that

           2       point with a date and time, or should be, and at some

           3       subsequent stage, certain information that appears on

           4       the report is entered into the computer.

           5           Is it correct to say that that information that we

           6       see on the screen at the moment would generally be

           7       entered by the typist after completion of all the tests

           8       and after authorisation by Dr De Villiers that that

           9       happened?

          10   LORD MACLEAN:  What is the answer?  Do you know the answer

          11       to that?  Is this all done at the very end?

          12   A.  The last bit is not -- I can't authorise it if she

          13       hasn't entered the patient's demographics and if the lab

          14       hasn't put in anything.  But after reception of

          15       the specimen, the specimen goes to the laboratory.

          16       Unfortunately, I can't really vouch for what happened at

          17       Vale of Leven, whether the request form was photocopied

          18       and a result of that went with the specimen to the lab,

          19       or whether the original request form accompanied it.

          20       You will have to ask that of the laboratory manager.

          21           But at that stage, the laboratory should or would

          22       take the necessary steps to ensure the integrity of

          23       the specimen, if that answers.

          24   LORD MACLEAN:  The lab itself, I see that.

          25   A.  Yes.
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           1   LORD MACLEAN:  I think the question being put is -- we will

           2       find this out from, I think, those who were hands-on in

           3       the lab at the Vale of Leven, but I think the question

           4       being asked here is whether these dates are typed in

           5       together, at the same point, and that would be at least

           6       on the 28th?  Do you see what I mean?

           7           In other words, the typist doesn't type in

           8       22 January and then later types in the 25th and then

           9       later types in the 28th.  She probably does it all in

          10       one.  But you can't answer that?  Or can you?

          11   A.  I think the best way to look at this would be to take

          12       a number of these specimens.  The Apex laboratory system

          13       has what we call a specimen audit trail.  So it would be

          14       very interesting to look at that and to see each

          15       activity that took place on the system is logged in that

          16       audit trail.  So you can see when the typist entered the

          17       data of the patient, so that might give you a far better

          18       idea of this.

          19           Each and every one that puts in a result, if you

          20       look at these results, the C. diff toxin test would have

          21       been put in at a date and a time, the audit trail will

          22       give you that.  The same for the culture results.  And

          23       the final one for when the result was signed out and

          24       when the result was printed.

          25           I have actually just realised that I am not
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           1       100 per cent sure what "Reported" really means -- is

           2       that the time that it was authorised by N Coll over here

           3       or was that the time that it was really printed?  So my

           4       apologies for that.  I cannot say with 100 per cent

           5       surety does that mean printed or authorised.  But the

           6       specimen audit trail will give you a very good

           7       indication and an exact one in date and time when

           8       actions were taken on this.

           9   MR MACAULAY:  Why are we struggling with this,

          10       Dr De Villiers?  Should it not be fairly simple?

          11   A.  It should say "Printed", "Printed on" or "Authorised

          12       at".  I will have to go back to that and have a look at

          13       it, what exactly "Reported" means.

          14   MR MACAULAY:  My Lord, that might be an appropriate point to

          15       have a break.

          16   LORD MACLEAN:  Yes.

          17   (11.20 am)

          18                         (A short break)

          19   (11.50 am)

          20   MR MACAULAY:  Just a couple of points in relation to the

          21       topic we were discussing before the break, before we

          22       move on.

          23           When a sample is sent to the lab for testing -- and

          24       keep in mind, Dr De Villiers, I am focusing on

          25       C. difficile here -- would it be sent with a request
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           1       form?

           2   A.  Yes.

           3   Q.  Would the request form be date stamped on receipt in the

           4       lab?

           5   A.  Yes.

           6   Q.  So that would indicate when the sample was received in

           7       the lab?

           8   A.  It is best to put this to the lab manager, but the date

           9       stamp, as far as I can recall, would have been put on in

          10       the lab receiving office, rather than in the laboratory

          11       itself.

          12   Q.  You gave us some information before the break about how

          13       you considered the date receipt may have been entered

          14       into the system, and, in particular, that the incorrect

          15       date may have found its way onto the report.

          16           Was I correct in thinking that that is what you were

          17       telling us earlier on?

          18   A.  Yes.

          19   Q.  Were you aware of that at the time?

          20   A.  Prior to that time, I was aware that there were

          21       occasional problems, not only in microbiology, but also

          22       in haematology and in biochemistry, where this issue was

          23       raised in laboratory meetings, of the data typist

          24       putting in an incorrect date and time of receipt, and

          25       efforts were always put into place to try to address
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           1       that.

           2   Q.  Are you able to assist me with this: what would you

           3       consider to be an acceptable period between the

           4       collection of the specimen and its analysis and

           5       reporting back?

           6   A.  I will have to break it up into different times, because

           7       there are obviously weekends, there could be a specimen

           8       collected at night --

           9   Q.  Let's take weekdays and focus on that?

          10   A.  Let's take a weekday, a Monday, a specimen taken on

          11       a Monday morning.  I would expect a result in the time

          12       range of later during the same day, if it was not

          13       requested as an urgent specimen, so later in the day or,

          14       at the utmost, if it missed the round of that day, the

          15       following afternoon.

          16   Q.  As I think you are aware, Dr De Villiers, I am focusing

          17       always on the relevant period, which is from

          18       January 2007 to June 2008, and is the answer you have

          19       given in relation to that period?

          20   A.  To that period, yes.

          21   MR KINROY:  My Lord, I notice that is the result being

          22       arrived at, but I suppose we will want then to know when

          23       the result was communicated to the ward and the

          24       infection control nurse?  What would be acceptable for

          25       that?
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           1   MR MACAULAY:  That is the way I understood it.  Can you

           2       clarify that?

           3   A.  That is what I'm giving.  So taken on a Monday morning,

           4       say eight hours the soonest, considering that I think

           5       the test run was done in the afternoon, so eight hours

           6       to 24 plus eight, so 32 hours.

           7   Q.  Just so I can understand, you're saying if the specimen

           8       is collected on a Monday, then, generally, you would

           9       expect the result to be in the ward or with infection

          10       control on the Monday or, at worst, on the Tuesday?

          11   A.  Tuesday afternoon, yes.  When I say that, I mean called

          12       out to it, not necessarily the printed result.

          13   Q.  I understand that.  Can I just understand the position

          14       with the authorisation of specimens?  I just want you to

          15       clarify something.  I fully understand the position in

          16       relation to positive specimens, but what about negative

          17       results?  Did you require to authorise negative results?

          18   A.  I'm not sure.  I cannot honestly remember whether all

          19       the negatives came to the sign-out queue as well.

          20   Q.  One point I do want to raise with you is authorisation.

          21       Why do you, as the microbiologist, authorise the

          22       positive result?

          23   A.  I think that's a very good question.  At the moment, we

          24       don't even see those results anymore.  As I said to you,

          25       there is hardly an intervention that we need to do on
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           1       it.  I cannot check it against the original request

           2       form, I have to accept at face value that it was

           3       controlled by a second person and that it is a true

           4       positive or negative by the time that I see.  So I can't

           5       do anything effectively about the result of that.

           6           The only reason that it could have served to come

           7       onto a microbiologist's sign-out queue is to give you

           8       some indication as to what is going on in your

           9       laboratory.

          10   Q.  That would be a good reason.  At least that would give

          11       you some insight as to what positive results --

          12   A.  Is going on in the hospital or in the GP community.

          13       However, because more than one microbiologist signed out

          14       results, and because you looked at results from other

          15       hospitals, it obviously got confused and it is very

          16       difficult to form that.  But there were other measures

          17       in place to pick it up.

          18   Q.  I think we saw an example earlier on, and I will put it

          19       back on the screen: GGC00030025.  This was the report we

          20       looked at earlier in respect of the patient Mr Boyle,

          21       and we can see that this report hasn't been authorised

          22       by a microbiologist, but it's been technically validated

          23       by another person.  Can you explain why that would

          24       happen?

          25   A.  A laboratory scientist can validate results, not just of
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           1       a C. diff, but of other results as well.  So they're

           2       qualified to put out these results.  So I don't think

           3       there's anything strange about it.  I cannot remember

           4       what the laboratory SOP said, whether every positive

           5       C. diff should have been validated by a microbiologist

           6       or not, but I don't think it's strange and it's

           7       certainly in place now.  I don't see a single C. diff

           8       result, positive or negative, that goes out from my

           9       laboratory at the moment.  It is auto-validated.  As

          10       I say, there is very little I can impact on the

          11       correctness or not of the result.

          12   Q.  Can I then move on to another topic, and that is the

          13       contact you would have with doctors from the

          14       Vale of Leven, who would be contacting you for advice,

          15       again, within the context of C. difficile.  I think we

          16       know that, generally speaking, such advice would be

          17       sought from you on the telephone; is that right?

          18   A.  That's true.

          19   Q.  Generally, was it the junior doctors who would contact

          20       you?

          21   A.  That varied tremendously by speciality.

          22   Q.  If I can just stop you there, sorry, I want to keep you

          23       on to C. difficile, because that's what we are

          24       interested in.

          25   A.  True, but it varied tremendously by speciality.
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           1       Dr Clarke, the haematologist, would almost invariably

           2       phone herself.  It might be because she didn't have

           3       a junior directly under her, but she phoned herself.  As

           4       for the intensive care unit and high dependency, if we

           5       had a patient with C. diff in that unit, that consultant

           6       would phone me himself.

           7           As far as some of the medical or especially the

           8       geriatric patients were concerned, it would generally be

           9       a middle grader or the junior doctor.

          10   Q.  If you had a call from a doctor from the Vale of Leven

          11       requesting advice about a patient who had C. diff and

          12       what to prescribe, would you make a note of that?

          13   A.  No, not invariably.  I would say rarely would I keep

          14       a specific note of that.

          15   Q.  What information would you be seeking, then, from the

          16       doctor, in order to give what advice you would give?

          17       For example, would you seek information about the

          18       severity of the C. difficile infection?

          19   A.  I would require the patient's clinical condition at the

          20       time, so try to form an idea of severity.  Bear in mind

          21       that we didn't have specific severity markers there.

          22       But there were things that I did look at to form an idea

          23       of the severity: previous therapy of the patient; a feel

          24       of the clinical direction that we are going in; as well

          25       as comorbid conditions and other antibiotic therapy.
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           1   Q.  On the basis of the information you were able to obtain,

           2       you would then give the advice you thought was

           3       appropriate; is that correct?

           4   A.  Yes.

           5   Q.  Would you, yourself, take any steps to follow up to see

           6       whether or not the advice you had given had been

           7       implemented?

           8   A.  The steps to follow up would be part of the advice, and

           9       I think if you look at specific patients you will be

          10       able to see that, where I said, "If the patients do not

          11       respond, that will be the next action to take".  I would

          12       also advise, "If the patient fails to respond, please

          13       get back to me".

          14   Q.  So you'd then be relying on the doctor in the

          15       Vale of Leven to get back to you to say that?

          16   A.  Yes.  Generally, yes.

          17   Q.  In your visits to the Vale of Leven Hospital, do you

          18       have any recollection of seeing C. diff patients,

          19       particularly, perhaps, towards April/May/June 2008?

          20   A.  I didn't visit the Vale of Leven at all after the end

          21       of January 2008.

          22   Q.  Do you have any recollection of seeing a C. diff

          23       patient, then, before the end of January 2008?

          24   A.  I cannot remember a specific patient.  However, I see

          25       that there were some patients in high dependency and in
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           1       ITU.  So I must have seen them at the time, if I did

           2       visit the hospital.  I cannot give you any names.

           3   Q.  If you were called upon to see a patient in high

           4       dependency who had C. diff, would you make a record of

           5       that in the patient's notes?

           6   A.  I would see such a patient with a clinician, and it is

           7       up to the clinician to make the notes.  I was generally

           8       there when they wrote in the patient's notes the

           9       clinical decision.

          10   Q.  Do you have any recollection yourself of writing in the

          11       patient's notes?

          12   A.  I would only write in the patient's notes if I was

          13       consulted to go and see a patient.  If I was consulted

          14       by letter, I would reply by letter to such a doctor,

          15       unless a case was urgent enough to phone.  If I was

          16       asked to go and see a patient, I would always write in

          17       the patient's notes.  If I gave telephonic advice or

          18       advice at bedside, the treating doctor would make the

          19       note.

          20   MR PEOPLES:  My Lord, before my learned friend goes on,

          21       Dr De Villiers has spoken a few times about visiting

          22       high dependency and ITU.  Is it possible for him to

          23       identify where he went, because we have heard some

          24       evidence that there were changes to HDU around

          25       December 2007, which resulted, I think, in that unit
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           1       closing and going to ward 4.  So I'm just wondering

           2       where Dr De Villiers was visiting prior to December 2007

           3       and between December 2007 and the end of January 2008,

           4       if he follows that?

           5   LORD MACLEAN:  Do you follow that?

           6   A.  It is difficult to say.  I know my last visit to the

           7       Vale of Leven I think was in December 2007, because for

           8       part of December 2007 Dr Biggs was away on leave and for

           9       at least half of January 2008 I was on leave.  So

          10       I can't really remember where I went to at that time, or

          11       whether ITU was still there.

          12   MR MACAULAY:  I want to move on to another area, and that is

          13       the position of the infection control doctor for the

          14       Vale of Leven, who, at least for part of the time, may

          15       have been Dr Biggs.  I think we saw from your job plan

          16       that, at least when Dr Biggs was not there, you had some

          17       responsibility for infection control; is that correct?

          18   A.  As I said, emergency infection control advice.

          19   Q.  So far as you're aware, did Dr Biggs have some

          20       difficulties with her role as infection control doctor?

          21   A.  I think that was really what she enjoyed doing,

          22       infection control.  She had some difficulties during

          23       2007 with the reorganisation of infection control

          24       services.  I think she was unhappy with the way that

          25       infection control was being restructured, and she did
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           1       write quite a number of emails, the content of which

           2       I haven't seen and do not know, but she had a problem

           3       with the way that it was reorganised.

           4   Q.  Can we look at a document, then, SPF00960002?  I want to

           5       focus on the email towards the second half of this

           6       document, where you see it is from Dr Biggs, it is dated

           7       1 June 2007, and it is to Tom Walsh.  Was Tom Walsh the

           8       infection control manager?

           9   A.  That's correct.

          10   Q.  Can we see that you have been copied in to this email?

          11   A.  I do see that, yes.

          12   Q.  The heading is "Infection control Clyde", and if I just

          13       read:

          14           "I am finding my position as infection control

          15       doctor for Clyde becoming untenable."

          16           Were you aware of that at that time?

          17   A.  I am copied to over here, I must have read it, I cannot

          18       recall it, but this is what I referred to, that she was

          19       becoming unhappy about the way that services were being

          20       reorganised.

          21   Q.  Reading on:

          22           "Decisions about staffing are being made without any

          23       consultation with myself who is leader of the service.

          24       I cannot provide a service without the appropriate."

          25           There is obviously a word missed out:

                                            57

           1           "There is no communication with myself from the new

           2       structure.  I do not even know what my position is as

           3       far as primary care is concerned.  The various layers of

           4       nursing management have done nothing to aid the actual

           5       delivery of the service on the ground and the decisions

           6       of staffing are being made without input from myself.

           7       The service is deteriorating as a result of

           8       the amalgamation with Glasgow."

           9           Just on that, was that your view at that time?

          10   A.  It is very difficult for me to say what my view of

          11       infection control was, bearing in mind what my

          12       involvement with that really was, but she complained

          13       about the reorganisation a lot.  I cannot really

          14       remember what my specific view of that was.

          15   Q.  You have been copied in to this email by Dr Biggs.  Can

          16       you remember if you had some discussions with Dr Biggs

          17       about her concerns?

          18   A.  Well, we worked together.  We had a coffee usually once

          19       or twice every day.  She complained a tremendous amount

          20       about reorganisation and I actually advised her to

          21       reduce her feelings to paper.

          22   Q.  What she says next is:

          23           "What had been an excellent service is being reduced

          24       to an average service to fit in.  I am extremely unhappy

          25       about the situation and will need to carefully decide
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           1       whether I can continue in this role."

           2           Can you help me with that?  Did she continue acting

           3       as infection control doctor?

           4   A.  She did continue, yes.

           5   Q.  I think the email at the top, which you may not have

           6       seen before, is a response by Mr Walsh to Dr Biggs

           7       asking her, I think, to raise the issues relating to her

           8       infection control doctor role/remit with Liz Jordan and

           9       Marie Martin.  Can you remind me who Marie Martin was?

          10   A.  She was the directorate manager of diagnostics at the

          11       time.

          12   Q.  So would she be the first person in the management chain

          13       that Dr Biggs might approach?

          14   A.  She would be managerially.

          15   Q.  Can I leave that aside just now and look at the

          16       infection control structures that existed before and

          17       after the merger with Greater Glasgow.  Did you have

          18       knowledge of what the infection control structures were?

          19       Let's look at the position before the merger.

          20   A.  I certainly have some knowledge of that, yes.

          21   Q.  If I can perhaps take you to a document which might

          22       assist, GGC11710001.  This is a letter dated

          23       16 January 2007 from Carole Reid, who was said to be the

          24       senior infection control nurse.  Can we see that it is

          25       indicating that the Greater Glasgow and Clyde infection
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           1       control committees and groups are in the process of

           2       being reintegrated and restructured:

           3           "As the Argyll and Clyde infection control subgroups

           4       have now been disbanded and have been replaced by

           5       a Clyde infection control support group.  It has been

           6       suggested by this group that each site should have

           7       a local infection control working group."

           8           Then it talks about the membership.  Reading on:

           9           "The remit of this working group is to assist the

          10       infection control team in facilitating the board's

          11       infection control work programme and to provide an

          12       effective means of communication in relation to

          13       infection control issues for staff, patients and

          14       visitors.  The infection control working group will

          15       report to the Clyde infection control support group."

          16           Did you understand there would be local infection

          17       control working groups; for example, one based in the

          18       Vale of Leven Hospital with a remit to report upwards to

          19       another infection control group?

          20   A.  I think that's a good description of it, yes.

          21   Q.  I don't think you, yourself, played any part in the

          22       local infection control working group that took place in

          23       the Vale of Leven?

          24   A.  Not as far as I can recall.

          25   Q.  But I think we saw from evidence last week, from
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           1       Dr McCruden, that such a group was set up, but did not

           2       sit after September 2007?  Were you aware of that?

           3   A.  I'm not really the person who can answer that question,

           4       sorry, no.  I don't know.

           5   Q.  Would Dr Biggs, then, as the infection -- would that be

           6       something she would know?

           7   A.  She would know, yes.

           8   Q.  So far as the group to which the infection control

           9       working group would report, can I just put this on the

          10       screen: GGC29240001?  Are we looking here at the minutes

          11       of the Clyde acute infection control support group

          12       meeting for 13 February 2007?  That is what it bears to

          13       say.  Can you see that?

          14   A.  Yes.

          15   Q.  We see that Dr Biggs -- this was the group of which

          16       Dr Biggs was the infection control doctor and chaired

          17       the group?

          18   A.  Of the support group.

          19   Q.  If Dr Biggs was not available, would you be involved

          20       with this group or not?

          21   A.  No.  No.  However, if there was an exceptional

          22       circumstance, I think one of the other -- myself or

          23       another microbiologist might have been asked to attend

          24       such a group.  However, I think these meetings were

          25       scheduled around Dr Biggs's availability.  So if she
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           1       wasn't available, I don't think it would have taken

           2       place.

           3   Q.  The role set out in your job plan, then, would not

           4       involve you being --

           5   A.  No.  As I said, mine was emergency infection control

           6       advice and not as an infection control doctor.  So

           7       I wouldn't see this as part of my normal duties.

           8   Q.  If I could look at another minute of this group,

           9       GGC20940001, we are looking at a minute of this group

          10       dated 10 July 2007, held at Inverclyde Royal Hospital.

          11       Do you see that?

          12   A.  Yes.

          13   Q.  Just looking at the personnel, then, we have mentioned

          14       Dr Biggs and Ms Martin.  Jean Murray, were you aware she

          15       was the lead infection control nurse for Clyde at this

          16       time?

          17   A.  Yes.

          18   Q.  I think she was based, at least for part of the time, in

          19       the Vale of Leven Hospital?

          20   A.  That's correct.

          21   Q.  Apologies have been intimated, in particular by

          22       Annette Rankin, who was the head infection control

          23       nurse, and Tom Walsh, who was the infection control

          24       manager, and also Liz Jordan, who I think has been

          25       mentioned as the medical director.
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           1           Were you aware, Dr De Villiers, that this was the

           2       last time this group met, primarily because of

           3       Dr Biggs's difficulties?

           4   A.  No.

           5   Q.  What did you understand the structure to be in the

           6       latter part of 2007 and into 2008 in relation to

           7       infection control?  Because if the working group, the

           8       local working group, in the Vale of Leven had stopped

           9       meeting, and the group above that had stopped meeting,

          10       did you --

          11   A.  I can't say that I was aware that meetings had stopped

          12       taking place.  However, practically, there was still

          13       infection control service.  As far as I remember,

          14       Dr Biggs continued to be an infection control doctor.

          15   Q.  If this lower section of the infection control structure

          16       had effectively collapsed, which seems to have been the

          17       position, certainly by the latter part of 2007, how

          18       would that impact upon infection control?

          19   A.  I didn't know that it had collapsed.  As far as I'm

          20       concerned, we still had infection control nurses on

          21       site, we still had an infection control doctor.

          22   Q.  Was Dr Biggs still working towards the latter part of

          23       2007, so far as you can remember?

          24   A.  Oh, yes.

          25   Q.  In any event, if there was such a collapse, then the
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           1       management members of the group would have been aware of

           2       that and would have taken that up?

           3   A.  I'm sure the other members listed here would have been

           4       aware of that.

           5   Q.  What I didn't do when I was asking you about the time

           6       you'd expect a sample to be dealt with by the lab was to

           7       look at the position at the weekends.  I think I looked

           8       at the weekdays with you and you gave your evidence on

           9       that.  Just to go back to that, if a C. diff sample is

          10       collected at the weekends, how long would you expect it

          11       to be before the positive result should be intimated to

          12       the ward?

          13   A.  Between, I would say, 24 and 48 hours.

          14   MR PEOPLES:  My Lord, I wonder if one can clarify whether

          15       that is a routine request and whether the position would

          16       be different if someone wanted an urgent test?

          17   A.  That is for a routine specimen.

          18   MR MACAULAY:  If the request was an urgent one, then what

          19       would you say?

          20   A.  There was an emergency service in place so that if

          21       somebody required a result urgently, the procedure was

          22       to contact the laboratory scientist on duty and that

          23       person would then do the test, so much sooner than that.

          24       Turnaround time, I would say four to six hours, from

          25       collection to reporting.
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           1   Q.  Do you know if there was a fast-track test system

           2       operating in the Vale of Leven?

           3   A.  I think it's better asked of Mr Kinloch.

           4   Q.  Can I just move on to something different, then, and

           5       look at antibiotic prescribing generally at the relevant

           6       time?

           7           You, as a microbiologist, would have, I would

           8       imagine, a sound knowledge of any relationship between

           9       antibiotics and C. difficile?

          10   A.  Yes.

          11   Q.  What did you understand the relationship to be at the

          12       time we are looking at, 2007 into 2008?

          13   A.  Firstly, most, if not almost all, antibiotics could be

          14       associated with C. difficile associated disease.

          15       However, some of them more so than others.  The typical

          16       antibiotic that it was associated with was clindamycin,

          17       and then, at a later stage, it became apparent that the

          18       cephalosporins were -- and I think we thought more so

          19       with the newer-generation cephalosporins -- associated

          20       with it.

          21           There was a lot of evidence to implicate the

          22       fluoroquinolones, especially after the Canadian

          23       outbreaks with it, and a lot of people were considering

          24       some of the penicillins, especially the

          25       aminopenicillins, and, in particular, co-amoxiclav, to
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           1       be associated with it as well.

           2   Q.  Prior to this time, had there been information provided

           3       via the Scottish Executive in relation to antimicrobial

           4       prescribing in Scotland?

           5   A.  Yes.  The trust had to form antimicrobial teams and they

           6       had to specifically ensure that antimicrobial

           7       prescribing policies were being developed and put in

           8       place.

           9           We had already started with -- we did have an

          10       antimicrobial prescribing policy and guidelines in place

          11       for Clyde.  When it became Greater Glasgow and Clyde, we

          12       were developing a new set of guidelines that were

          13       evidence based and based on guidance by the British

          14       Thoracic Society, the SIGN guidance.  So we were

          15       actively involved in developing a new set of guidance.

          16       Then it became Greater Glasgow and Clyde, and we were

          17       then expected to take over and to use the

          18       Greater Glasgow and Clyde antimicrobial prescribing

          19       policies.

          20   Q.  So you, and by that I mean the Clyde area, had already

          21       been working on this?

          22   A.  Yes.

          23   Q.  Once you merged with Greater Glasgow, then did that

          24       delay the implementation of --

          25   A.  Well, it stopped the Clyde division development that we
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           1       had.  As I say, we did have a policy in place.  We were

           2       developing a new set of guidelines in groups with the

           3       clinicians treating specific infections, and I remember

           4       Dr Biggs stating to me, "This antimicrobial team will

           5       stop functioning, the Clyde one, and it will be the

           6       Glasgow policies that will be used from that time

           7       onwards".

           8   Q.  If I could ask you to look at some documents for me, and

           9       if we could put on the screen GOV00360001.  You are

          10       looking at a circular -- I suppose, it is a form of

          11       a letter -- from the deputy chief medical officer and

          12       others dated 5 September 2005, and focusing upon -- you

          13       will see this in the third paragraph:

          14           "Antimicrobial prescribing policy and practice in

          15       Scotland ..."

          16           Do you see that?

          17   A.  Yes.

          18   Q.  The document that is attached to this, if you turn to

          19       page 3, you will see this is entitled "Antimicrobial

          20       prescribing policy and practice in Scotland.

          21       Recommendations for good antimicrobial practice in acute

          22       hospitals."

          23           If we turn to page 6 of the document, can we see

          24       this is dated August 2005?

          25   A.  Yes.
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           1   Q.  Were you aware of this?

           2   A.  Very aware of this.  This is the document that I'm

           3       referring to that led to the team being put together in

           4       Clyde.

           5   Q.  If we turn to page 35 of the document, we can see that

           6       the working group set out included Dr Dancer, who

           7       I think was about to give evidence yesterday, before she

           8       had to be put back.

           9           You would have known Dr Dancer, would you, when she

          10       was in the Vale of Leven?

          11   A.  Yes.

          12   MR PEOPLES:  My Lord, it might also be recorded that it also

          13       includes Dr Seaton, who I think was doing some work in

          14       relation to the new policies in June 2008.

          15   LORD MACLEAN:  We know that.

          16   MR PEOPLES:  Just for the record.

          17   LORD MACLEAN:  The record is clear, as far as I'm concerned.

          18   MR MACAULAY:  If this is what you were working off at the

          19       time, Dr De Villiers -- we can look at it quickly.

          20           If you look at page 12, the way this is set out --

          21       we will go to page 12 -- is there are a number of key

          22       areas that have been identified, and then, in relation

          23       to each key area, certain recommendations have been put

          24       forward; is that the structure of the document?  Here we

          25       are looking at the key area which is to:
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           1           "Establish standard structures and lines of

           2       responsibility and accountability in NHS boards across

           3       Scotland."

           4           Do you see that, that is the key area?

           5   A.  Yes.

           6   Q.  Recommendation 3.1:

           7           "A lead acute hospital doctor and pharmacist for

           8       antimicrobial prescribing policy and practice in

           9       hospitals should be identified within each NHS board."

          10           Then there is some reference to the establishment of

          11       an antimicrobial management team.  What I want to ask

          12       you is this: how far down that line had you gone before

          13       the merger with Greater Glasgow?

          14   A.  The antimicrobial team, point 3.2, had been formed and

          15       had already met on a number of occasions and had already

          16       produced the first guidance, and that first guidance was

          17       the treatment of community-acquired pneumonia.

          18   Q.  Were you a member of that team?

          19   A.  Yes.

          20   Q.  What about the lead doctor, the lead acute hospital

          21       doctor?  Had someone been identified at that time for

          22       that role?

          23   A.  Lead doctors had been identified, but I cannot remember

          24       at what time.

          25   Q.  After the merger, what then happened in relation to the
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           1       development of the AMT team for Greater Glasgow and

           2       Clyde?

           3   A.  Well, as I said to you, the Clyde team ceased to exist

           4       and it became the Glasgow team that led on that, and

           5       those were the policies that Clyde then started to use.

           6           So it is really just the Glasgow policies that

           7       superseded the Clyde policies.  There was no time that

           8       I can recall that there was a gap that Clyde was left

           9       without any policies.

          10   Q.  What about the creation of the lead acute hospital

          11       doctor and pharmacist for antimicrobial prescribing

          12       policy and practice?  Who took on that role?  Can you

          13       tell me?

          14   A.  Would you just repeat the question?

          15   Q.  Yes.  It is at section 3.1, where the recommendation

          16       would be to have a lead acute hospital doctor -- let's

          17       just focus on the doctor -- for antimicrobial

          18       prescribing policy and practice.  Who then took on that

          19       role after the merger?

          20   A.  We have a lead doctor onsite for antimicrobial

          21       prescribing at the moment.  I cannot remember when that

          22       doctor was appointed.

          23   Q.  Who is the doctor at the moment?

          24   A.  At the moment, for Inverclyde, it is Dr Chris Jones.

          25       I cannot remember whether somebody was appointed for the
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           1       Vale.

           2   Q.  Let's leave that aside, then, Dr De Villiers.  Looking

           3       to the policies that were in place at the time in the

           4       Vale of Leven Hospital, there was, I think, an infection

           5       control manual there.

           6   A.  Yes.

           7   Q.  Were you aware of its contents?

           8   A.  Yes.

           9   Q.  Perhaps I can just look at it.  If we go to GGC00780001,

          10       and if we look at the C. diff policy, which you will

          11       find at page 252, we see -- you can perhaps explain this

          12       for us -- the heading is "NHS Greater Glasgow and Clyde"

          13       but the effective date is from October 2004

          14       to October 2008.

          15           Does this represent the Greater Glasgow policy being

          16       subsumed into Clyde, or can you help me with the

          17       background?

          18   A.  Clyde had an infection control policy which was very

          19       much the same as this.  Actually, in the policy that is

          20       still sitting in my office at Clyde, I can see that some

          21       of these have been signed off by Dr Biggs.  So pretty

          22       much the same as we had when it became Greater Glasgow

          23       and Clyde.  So available in my office, in the infection

          24       control office, it should be on the wards as well, and

          25       at some stage it became available on the intranet as
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           1       well.

           2   Q.  But after the merger, over a period of time, no doubt,

           3       was the infection control manual created so as to

           4       reflect the policies from Greater Glasgow?

           5   A.  Yes.

           6   Q.  So the C. diff policy we are looking at here, would this

           7       have been the Greater Glasgow policy which had been

           8       taken into Clyde?

           9   A.  I think that's what the status was.

          10   MR KINROY:  My Lord, I wonder if I could ask, if the Clyde

          11       infection control manual was very much the same as the

          12       Greater Glasgow one, is it possible that the author of

          13       the Clyde infection control manual was

          14       Dr Stephanie Dancer?

          15   LORD MACLEAN:  Do you know?  There was a Clyde infection

          16       control manual, was there --

          17   A.  Yes, that's right.

          18   LORD MACLEAN:  -- which you operated before the merger?

          19   A.  Yes.

          20   LORD MACLEAN:  Operated from, I should say, or applied.

          21           After the merger, it became this, which is on the

          22       screen?

          23   A.  It superseded it, yes.

          24   LORD MACLEAN:  To respond to Mr Kinroy's question, do you

          25       know who the author of the Clyde infection control
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           1       manual was?

           2   A.  Some of the policies might have been quite old, but just

           3       renewed on a regular basis, so they all had an expiry

           4       date on.  The newer policies, after their expiry date,

           5       would be signed off by Dr Biggs, but it could

           6       theoretically have been Dr Dancer who drafted some of

           7       these policies.

           8   LORD MACLEAN:  Some of them, thank you.

           9   MR MACAULAY:  I want to go back to the C. diff reporting

          10       that you were involved in for the Vale of Leven,

          11       particularly up until, I think, the end of January 2008.

          12           At any point before that time, did you at all become

          13       aware that the numbers of positive samples were

          14       increasing for the Vale of Leven?

          15   A.  Yes.

          16   Q.  What was the position?  Can you help me out?  What did

          17       you feel was happening?

          18   A.  I must just qualify, when you said "for the

          19       Vale of Leven", I became aware -- or I felt that there

          20       was an increase in numbers across the sites.  My first

          21       impression was that it was at Inverclyde and more

          22       specifically in the care of the elderly over there.  So

          23       it was a general feeling of an increase.

          24           I have to go back a little bit before then.  When

          25       I came to Scotland, the first thing that I noticed was
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           1       the huge incidence of MRSA that we have in the country.

           2       I noticed already at the time that I was seeing far more

           3       C. diff than I was used to in South Africa, and maybe

           4       one of the other remarks that I kept on making was the

           5       movement of patients between wards and the number of

           6       patients in wards.  So that was one of the very obvious

           7       things that I noticed, and I remarked on that a couple

           8       of times, to which almost the standard answer by every

           9       microbiologist was, "Well, this is Scotland.  We see far

          10       more of these diseases".  True, because you see far less

          11       other infections that I'm used to in Southern Africa.

          12           I do think there was a general creep-up in numbers

          13       of C. diff cases, not only in our hospitals, but in

          14       Scotland as a whole, and then I felt -- it must be

          15       towards the end of 2007 and early January 2008 -- that

          16       I was getting far more consultations than is normal for

          17       C. diff, and I alerted the infection control nurse in

          18       Inverclyde to that, and Dr Biggs kind of informally one

          19       morning when we had a coffee, and I think that was in

          20       early 2008, January 2008, but I'm not sure about that

          21       date.

          22   Q.  Can I just pick you up on these points, before you move

          23       on, Dr De Villiers?  You began, I think, that part of

          24       that explanation by saying that you were receiving far

          25       more consultations.  Do you mean by that people seeking
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           1       advice in connection with C. diff?  Is that what you

           2       mean by that?

           3   A.  That is what I recall, where my feeling of an increased

           4       incidence came from.

           5   Q.  You alerted the infection control nurse.  Who was that

           6       person?

           7   A.  That was Roberta Campbell.

           8   Q.  Roberta Campbell?

           9   A.  That's it.

          10   Q.  You also spoke to Dr Biggs?

          11   A.  Dr Biggs and I were actually sitting having a cup of

          12       coffee when Mrs Campbell walked in, and I said to her,

          13       "I'm getting more consultations than normal about

          14       C. diff.  Would you have a look at it?  I think it's" --

          15       I'm not sure if I identified the ward to her, but I said

          16       to her, "My feeling is it's from Inverclyde Hospital and

          17       please have a look whether we have the situation in

          18       hand".

          19   Q.  Remind me, are you able to focus on when you think this

          20       was?

          21   A.  I think it was in January 2008.

          22   Q.  Of course, we are particularly interested in the

          23       Vale of Leven Hospital.  Did you gain any impression

          24       that the numbers for C. diff, results or consultations,

          25       had increased for the Vale of Leven Hospital up until
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           1       about this period you are talking about?

           2   A.  My impression was a general impression, and, remember,

           3       it is -- I was looking after three hospitals clinically

           4       at the time and I was doing oncall.  So my impression

           5       was Inverclyde was the problem.

           6   Q.  Did you get any impression at all, particularly

           7       in December and into January, that you were signing off,

           8       authorising, more positive C. diff results for the

           9       Vale of Leven than perhaps you had done in the past?

          10   A.  I can't really say how much that played into me getting

          11       that feeling.  However, when Mrs Campbell came back to

          12       me, and I remember it was on the same day, where she

          13       said she had a look at numbers and there was no

          14       increase, that I expressed my concern that I might be

          15       incorrect and it might actually be at one of the other

          16       hospitals, at which stage I suggested to Dr Biggs to

          17       have a look at the other hospitals that she was

          18       infection control doctor for.

          19   Q.  So Mrs Campbell, did you understand she had looked at

          20       Inverclyde?

          21   A.  She came back to me that very same afternoon and --

          22       well, Dr Biggs was present when she came back to me, and

          23       she said she had a look at it, there was no increase in

          24       numbers, and that we did not have a situation in

          25       Inverclyde.
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           1   Q.  So was it that, then, that caused you to speak to

           2       Dr Biggs about other hospitals?

           3   A.  That's when I said to Dr Biggs, "I think it's worthwhile

           4       to have a look at the other hospitals".

           5   Q.  Did Inverclyde have an ongoing surveillance system for

           6       C. difficile at that time?

           7   A.  Yes.

           8   Q.  What was it?

           9   A.  The nurses kept a colour card system identifying

          10       patients by ward with some infections, notably C. diff

          11       and MRSA infections, and the odd other notifiable -- or

          12       condition of concern to infection control.

          13   Q.  Was that a similar system to the system that they had in

          14       the Vale of Leven Hospital?

          15   A.  I think it was the same.  I'm not the best one to answer

          16       this question, but I think it was pretty much the same,

          17       yes.

          18   Q.  We know, I think, that, at some point, the hospitals

          19       moved on to a statistical process chart system of

          20       surveillance, but, from what you have said, that was not

          21       in place at the time we are talking about?

          22   A.  I don't think it was in place.  I think that only came

          23       in place in 2008.

          24   Q.  So when, then, you had this conversation with Dr Biggs,

          25       what happened?  Did you get any further feedback from
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           1       her?

           2   A.  You will see in my statement that I was deliberately

           3       a bit vague about that, because I cannot remember the

           4       exact details around it, but I'm reasonably sure that

           5       she did take it on board, she didn't just make it off

           6       as, you know, there's -- that it was acceptable.  I got

           7       the feeling that she was going to look into that, and

           8       she might even have reported back to me.

           9   Q.  You think she might have reported back to you?

          10   A.  She might have been back to me, yes.

          11   Q.  What did you understand that she was going to do?

          12   A.  I think she was going to look at numbers.

          13   Q.  Did you have the impression that she was going to take

          14       this matter to someone more senior, or was she simply

          15       going to investigate it herself to see what the numbers

          16       were?  What was your impression?

          17   A.  I think she was going to investigate it herself.

          18   Q.  When she reported back to you, when was that?

          19   A.  I said -- I'm not sure.  I'm not sure when she came back

          20       to me and whether she came back to me at all.  I just

          21       can't remember.

          22   Q.  What you said was, she might even have reported back to

          23       you?

          24   A.  She might have.

          25   Q.  But you have no recollection of that?
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           1   A.  I can't say.

           2   Q.  So, so far as you are concerned, then, did you take this

           3       matter any further, or was that the end of it?

           4   A.  I didn't take it further.

           5   Q.  Can I ask you to look at this document?  It's at

           6       INQ03190001.  This is a compilation of positive C. diff

           7       reports authorised by different microbiologists.  We see

           8       the first name to the top left, if we can just expand

           9       this a little bit, is Dr Bagrade, and next Dr Weinhardt,

          10       and then we see there is reference to yourself,

          11       Dr De Villiers, in the next section.

          12           Essentially, what it is signed to show is, in

          13       a chronological way, in relation to particular patients,

          14       reports that were authorised by you at particular points

          15       in time.

          16           So if we look, for example, under your name, and we

          17       can perhaps expand that a little bit bigger, looking for

          18       Dr De Villiers' column, if we go down to December, if we

          19       look at the "Report date" column, the first date is

          20       10 October, but if we go down to December, we see that

          21       the first date for the month of December is 5 December

          22       in relation to a patient, Isabella Cameron.  Do you see

          23       that?

          24   A.  Yes.

          25   Q.  The database number for the report -- I will just put
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           1       that on the screen, just to show you how this has been

           2       put together -- is GGC00070116.  Can we see that this

           3       report is a positive C. diff report and it is reported

           4       on 5 December, which is the report date that is in the

           5       column that we looked at?  Do you understand that?

           6   A.  Yes.

           7   Q.  I think you will see that it's been authorised by

           8       yourself.  So if we go back to the other document, then,

           9       and if we again just expand that section, can we see

          10       that, accepting this to be accurate -- and make that

          11       assumption for the moment -- in the month of December

          12       you have authorised, for the Vale of Leven, reports on

          13       5, 6, 14, 19, 20, 20, 24, 24 and 26 December?  So that

          14       is nine positive C. diff results in the month

          15       of December?  Do you see that?

          16   A.  Yes.

          17   Q.  On the face of it, that looks like quite a number.  Did

          18       you focus in December on the fact that there may have

          19       been a number of C. diff positive reports for the

          20       Vale of Leven of this sort of quantity?

          21   A.  Well, I obviously signed out these reports.  It might

          22       have played a role in my general feeling that there was

          23       an increase.  However, I said more telephone

          24       consultations, and that led to it -- I cannot really

          25       recall whether -- how big, if any, role this played.
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           1       However, when we sign out, I don't sit with a tick box

           2       next to me and tick off a positive result per hospital

           3       or per ward, or necessarily per patient, and you have to

           4       bear in mind that some patients might have had more than

           5       one result.

           6           But I do agree, it is quite a number a year, and

           7       that is maybe one of the flags that could have shown up

           8       that there was an increased incidence.

           9   Q.  When you authorised a report, would you look to see what

          10       the source of the report was, which hospital the report

          11       related to?

          12   A.  We sign out by different hospitals, so, yes.

          13   Q.  I do appreciate that you would sign other reports as

          14       well --

          15   A.  Yes.

          16   Q.  -- but you would know that you were dealing with the

          17       Vale of Leven Hospital at the time that you would be

          18       signing these reports?

          19   A.  Yes.  Yes, when you are -- when you sign out the

          20       Vale of Leven, you sign out for that hospital, you sign

          21       out a number of times on the same day, so I might have

          22       signed one in the morning, the next one might have been

          23       an hour or two later, but certainly on the same day.

          24   Q.  I think you're saying, then, that, although you can't be

          25       absolutely clear, this might have played a part in your
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           1       thinking that there was a greater incidence of C. diff

           2       generally?

           3   A.  It is possible.

           4   Q.  Could I ask you to look at the timeline that has been

           5       prepared as well, Dr De Villiers?  If you look at

           6       INQ02140001.  I will try to orientate you here.  If you

           7       go along perhaps to the middle of the document, and we

           8       are looking for the month of December into January, so

           9       it is about -- I think we have the dates at the top.  If

          10       you go to the top, first of all, and just focus on the

          11       dates, we see towards the right December and January.

          12       It is not very clear.  You might just cast your eye over

          13       it, Dr De Villiers.  It is not very easy to do this on

          14       the screen.  I think you have a hard copy in front of

          15       you anyway.

          16   A.  I do.

          17   Q.  This is designed to show both positive and negative

          18       results for C. diff in the wards in the Vale of Leven.

          19       Certainly you can gain the impression, I think, that

          20       quite a number of C. diff specimens were being

          21       collected, if you are looking at the document.  Do you

          22       agree with that?

          23   A.  I haven't seen this document before.  Can you just make

          24       it clear to me, what does a triangle mean and why are

          25       they in different colours?
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           1   Q.  The colours represent the wards.  You needn't pay too

           2       much attention to that.  If you go to the very top, you

           3       can see the dates.  About halfway along the document,

           4       you will come to December 2008.  Can you find that?

           5   A.  Right.  I have December.

           6   Q.  Then about an inch or so along, you will see January.

           7       Do you see that?

           8   A.  Yes.

           9   Q.  If you run down that column, you can see, from

          10       December into January, there were quite a number of

          11       samples collected in a number of wards, particularly

          12       ward 6, but we needn't focus on the ward in particular,

          13       over that period.  You will see the pattern is, to some

          14       extent, fairly consistent at other times as well.

          15           What this tells us is there was certainly

          16       a significant number of specimens being collected.  The

          17       oval shape, or the circular shape, designates a positive

          18       result, and the triangular shape indicates a negative

          19       result.

          20   A.  Okay.  I understand.  So -- right.  Okay.  I see.

          21   Q.  The picture that it may indicate is that there was

          22       certainly a significant number of specimens being

          23       collected over this period of time.

          24   A.  Agree.

          25   Q.  I asked you earlier, insofar as you would be concerned,
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           1       would you only see the positive results and not the

           2       negative results?

           3   A.  That's not quite what I said.  I said some of

           4       the positive results I would see.  I was not sure

           5       whether I saw every negative result that went out.

           6   Q.  Does this picture surprise you, that there were so many

           7       specimens being obtained at this time with patients who

           8       either were diagnosed or were suspected to be suffering

           9       from C. difficile?

          10   A.  It seems to be -- I wonder if you add up the numbers

          11       in December 2007 and look at, say, March/April 2007 --

          12       it is very difficult at a glance to say there's a lot

          13       more specimens being taken.  Certainly, if you look at

          14       the page overall, a lot of specimens were submitted to

          15       the laboratory.  I can't compare it with the previous

          16       year or previous years, so I cannot say how many more

          17       were taken.

          18   Q.  So you would want to be in a position to make that

          19       comparison?

          20   A.  I can't say -- it is a lot of specimens being taken, but

          21       I can't say at a glance there's an increase in

          22       specimens.

          23   Q.  If we could perhaps put that aside for the moment,

          24       because I appreciate, Dr De Villiers, you haven't had

          25       the opportunity of studying it because you say you
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           1       haven't seen it before, but if I take you to another

           2       document, this is at INQ03010001, this was

           3       a presentation, we understand, that may have been

           4       presented in about February 2007 by Mrs Murray, the

           5       infection control nurse, and if you turn to page 14, she

           6       appears to have put together some figures for C. diff

           7       infection per 1,000 bed days in the Vale of Leven

           8       between 1 April 2005 and 31 March 2006.  Do you see that

           9       tabulation?

          10   A.  Yes, I see.

          11   Q.  If this is to be accepted, then it seems that in that

          12       period, up to the end of March 2006, there was a total

          13       of 17 C. diff positive results.

          14   A.  That's what's written here.

          15   Q.  Comparing that to the picture presented in the chart you

          16       have just looked at, can one see that there is quite

          17       a difference, if one is comparing that period to the

          18       period 2007 onwards?

          19   A.  That's 17 patients for a year that tested positive that

          20       she's given in that table.  Now, how many patients do we

          21       have that tested positive in this period?

          22   Q.  Well, if we focus simply on the period from December

          23       through to June 2008, I think we have about 62 positive

          24       patients?

          25   A.  That's certainly a significant increase in numbers.
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           1   MR MACAULAY:  My Lord, perhaps I can leave that for the

           2       moment and break for lunch?

           3   LORD MACLEAN:  Yes, we will break for lunch.

           4   (1.00 pm)

           5                     (The short adjournment)

           6   (2.00 pm)

           7   MR MACAULAY:  Good afternoon, Dr De Villiers.

           8   A.  Good afternoon.

           9   Q.  Before lunch, I think at one point you had said -- you

          10       can correct me if I am wrong -- that you did, apart from

          11       dealing with positive C. diff results, see some negative

          12       C. diff results.  Have I misunderstood you on that?

          13   A.  Sorry, I saw both positives and negatives, you were

          14       saying?

          15   Q.  That is what I'm asking you.  Is that the case?

          16   A.  I saw positive results.  I cannot remember how many

          17       negatives I saw or whether the negatives came to the

          18       sign-out queue at all.

          19   Q.  So you're not sure, then, whether you saw negatives or

          20       not; is that right?

          21   A.  I'm not sure.  However, I do think that the majority of

          22       the laboratory reports came to the consultant for

          23       sign-out.  I'm not sure, that is what I'm saying.

          24   Q.  Just on the topic of negatives, what was your own

          25       understanding on the notion of false negatives?  When

                                            86

           1       dealing with C. diff, there could in fact be false

           2       negatives; did you understand that to be the position at

           3       the time?

           4   A.  Yes.

           5   Q.  Did you, in any way, seek to convey to the doctors at

           6       the Vale of Leven that negatives may be false negatives,

           7       or there was a risk of false negatives?

           8   A.  Every doctor should know that most tests that we do have

           9       false positives and have false negatives, and I have

          10       addressed that in consultation with doctors to state to

          11       them that the test could be a false negative and that

          12       the patient might have to be retested or if the clinical

          13       impression was that it was a Clostridium difficile

          14       associated disease, that the patient could still be

          15       treated on spec for that.

          16   Q.  Insofar as dealing with doctors in the Vale of Leven,

          17       did you pass that message on to the doctors you were

          18       dealing with there, that a particular result may have

          19       been a false negative result and they should be relying

          20       on clinical signs?

          21   A.  Oh, yes.

          22   Q.  I think we see from the reports --

          23   MR KINROY:  My Lord, I wonder if I could just ask how

          24       Dr De Villiers did pass that message on to the doctors?

          25   LORD MACLEAN:  How did you pass it on?
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           1   A.  In a consultation.

           2   LORD MACLEAN:  In a consultation?

           3   A.  In a consultation with the patient -- with the doctor,

           4       sorry.

           5   LORD MACLEAN:  What do you mean -- oh.  Could you explain

           6       that, "In a consultation with the patient -- with the

           7       doctor"?  Did you have all the doctors together and tell

           8       them that, or did you tell them one after the other?

           9   A.  That would be when a doctor consulted me about

          10       a patient.

          11   LORD MACLEAN:  Yes.

          12   A.  I would warn him about the possibility of a false

          13       reaction if that was appropriate at the time.

          14   LORD MACLEAN:  Right.

          15   MR MACAULAY:  I was going to ask you this: we have seen from

          16       the reports that have been produced in the medical

          17       records that reports were being authorised by yourself,

          18       but also by, to some extent, Dr Biggs, but also

          19       Dr Weinhardt, and I think also Dr Bagrade.  You can

          20       correct me if I am wrong, but you and Dr Biggs were

          21       based in the RAH; is that right?

          22   A.  No, we were based in Inverclyde Hospital.

          23   Q.  I'm sorry, Inverclyde.

          24   A.  And the reports were signed out by other doctors as

          25       well.  We had locum cover at times.  Dr Claxton was
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           1       there as well.  And some of the reports were authorised

           2       by laboratory scientists.

           3   Q.  Dr Weinhardt was based in RAH?

           4   A.  Correct -- no, no, she was based in Royal Alexandra,

           5       RAH.

           6   Q.  Yes, as was Dr Bagrade; is that right?

           7   A.  Yes.

           8   Q.  Would you communicate with the microbiologists in RAH in

           9       relation to what was happening in respect of C. diff

          10       testing?  For example, would you have discussions with

          11       them that you considered that you had had more than you

          12       might otherwise normally have, and explore with them

          13       what the position was?

          14   A.  I cannot remember specifically discussing that with the

          15       doctors at Royal Alexandra Hospital.  I mentioned to you

          16       before what I passed on to Dr Biggs.  However, we did

          17       get together, as microbiologists, where it wasn't formal

          18       laboratory management meetings, more an informal

          19       get-together, I would say about once every three to four

          20       months, for general discussion about what we experienced

          21       in laboratories and quite often around antibiotic

          22       sensitivity testing.

          23   Q.  At any of these meetings, did the issue of C. diff

          24       arise?

          25   A.  I cannot recall that that specifically cropped up.
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           1       I must maybe just add that, as part of our normal

           2       duties, we would always have a handover.  So if I was on

           3       call over a weekend, after the oncall period, I would

           4       phone the doctor who took over clinical duties for that

           5       week at Royal Alexandra Hospital and pass on the

           6       pertinent cases to him or her and, likewise, they would

           7       do the same.  So we had a formal handover before --

           8       after a weekend and even before an evening oncall, if

           9       there were any follow-ups to be done that evening.

          10   Q.  I just want to go back briefly to your job plan,

          11       Dr De Villiers, and that is at GGC22110001.

          12           We looked earlier at the section in the "Type of

          13       work" box, the first box, where there is reference to

          14       infection control, and the suggestion that you had some

          15       infection control responsibility in the absence of

          16       Dr Biggs, and we discussed that.

          17           If you turn to page 2 of the document, there's

          18       a heading "Activities which are not undertaken at

          19       specific locations or times", and one of the activities

          20       is meetings; do you see that?

          21   A.  Yes.

          22   Q.  You have mentioned already, I think, the antimicrobial

          23       management team that you had some involvement in.  In

          24       the list, it is the third-bottom entry, "Infection

          25       control meetings".  So I can be clear about the
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           1       position, did you, in fact, attend any infection control

           2       meetings in the time that we are concerned with?

           3   A.  We have to look at that historically, and I think this

           4       is a remnant from what happened before.

           5           When it was still Clyde division, although not an

           6       infection control meeting, we had -- there was a regular

           7       area infection control meeting where Health Protection

           8       Scotland would be present and with -- the medical

           9       director, Dr Liz Jordan, would be present, and all the

          10       microbiologists, myself, Dr Anne Eastaway at the time,

          11       and Barbara Weinhardt were invited too as well.

          12           So we attended those meetings and I think it did

          13       play a very good role in making everybody aware what was

          14       going on.  So we were invited to those meetings when it

          15       was Clyde, but at a later stage, the invitations dried

          16       up and we didn't attend meetings anymore.

          17   Q.  So if we are looking at the period from January 2007

          18       through to June 2008, then, did you attend any infection

          19       control meetings during that period?

          20   A.  Certainly from the period in 2008, it is no.  I do not

          21       think I attended anything -- or was invited to any

          22       infection control meetings in 2007.  The situation might

          23       have been different before that.

          24   Q.  The type of meeting you are talking about which involved

          25       Health Protection Scotland, my impression from what you
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           1       have said is these would not be local meetings; is that

           2       correct?

           3   A.  It wasn't a local meeting, no.

           4   Q.  So focusing, then, on the local position, I think you

           5       are saying you did not attend any meetings --

           6   A.  I cannot recall being even invited to any meetings.

           7   Q.  The penultimate entry here is "Vale of Leven laboratory

           8       management meetings".  Did you have any commitment to

           9       these meetings?

          10   A.  I said previously, this is an undated document and it

          11       might actually refer to a period earlier on.  If there

          12       happened to be a meeting about the laboratory management

          13       at the Vale of Leven and I was there on that day,

          14       I would generally try to attend that.  But not formally

          15       part of it.

          16   Q.  Do you have any recollection of attending such

          17       a meeting, then, in the period that we are looking at?

          18   A.  No.

          19   Q.  I touched upon this with you before, but just to be

          20       clear of the position, were you aware as to what, if

          21       any, surveillance system was in place in the

          22       Vale of Leven in relation to C. difficile?

          23   A.  Well, the infection control nurse, on behalf of

          24       the infection control team, collected the positive

          25       results and kept it in a colour-carded system in her
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           1       office, and she communicated that -- or about that with

           2       Dr Biggs, the infection control doctor.

           3   Q.  You were aware that there was a colour-carded system?

           4   A.  Yes.

           5   Q.  Were the cards kept in the infection control nurse's

           6       office?

           7   A.  Yes.

           8   Q.  Did you see them there when you visited?

           9   A.  I definitely saw the card system, yes.

          10   Q.  Was there any form of database that one could access to

          11       see the numbers of C. diff positive results during this

          12       period?

          13   A.  I think it would have been possible to interrogate the

          14       laboratory database, but I haven't done that, and

          15       I don't know if that was formally done.  I think the

          16       database was kept by the infection control nurses, based

          17       upon the positive results given to them by the

          18       laboratory.

          19   Q.  So when you say it would be possible to interrogate the

          20       laboratory database, are you looking at the database

          21       that was in the Vale of Leven Hospital?

          22   A.  I don't know where the data was kept, whether it was at

          23       Vale of Leven or if it was offsite.  I think the

          24       database itself was offsite.

          25   Q.  I'm sorry.  My question wasn't well put.
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           1           Are you saying, first of all, in the first instance,

           2       the data could be accessed from the computer in the

           3       Vale of Leven laboratory?

           4   A.  Yes, with a separate programme.

           5   Q.  Was there a computer terminal that could access the

           6       database in the infection control office?

           7   A.  They had a computer.  I do not know whether they had

           8       a programme or whether they were able to mine the

           9       databases.

          10   Q.  Could the database be accessed in your hospital?

          11   A.  Yes.

          12   Q.  So Dr Biggs, for example, as the infection control

          13       nurse, could access the database and get figures for the

          14       numbers of C. diff positive results?

          15   A.  Yes, theoretically she could access that base, but she

          16       needed the programme, which was called Cognos, to

          17       interrogate the database with, and it's not an easy

          18       programme to work with, so you have to use it day to

          19       day.  So practically, if she wanted to access that, she

          20       would have had to ask either the laboratory manager at

          21       Inverclyde to do that for her or IT or the laboratory

          22       manager at Vale of Leven to mine the base for her.

          23   Q.  What I'm seeking to establish with you, Dr De Villiers,

          24       is whether there was some method whereby, for example,

          25       you or Dr Biggs could have accessed the data to see what
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           1       was happening in the Vale of Leven over this period?

           2   A.  It was possible to mine the database, yes, I said, but

           3       it was not easy to do so, so you normally needed an

           4       intermediary to do that on your behalf.

           5   Q.  When you mentioned earlier that Mrs Campbell went to

           6       check what the position was at Inverclyde in relation to

           7       an increase in figures for C. diff, how would you

           8       imagine that she would do that?  Would it be by

           9       accessing the data on a database or would it be in some

          10       more practical manner?

          11   A.  I think it would have been impossible to interrogate the

          12       laboratory database, the Apex database, within the

          13       period of time that she came back to me.

          14   Q.  Indeed.

          15   A.  That would have been off the infection control database.

          16       So all the data -- if I receive a positive C. diff

          17       result, the infection control nurses fit that into their

          18       own personal database, the infection control database,

          19       and that, I would imagine, would have been the database

          20       that she interrogated.

          21   Q.  Was there a similar database, then, that could be

          22       accessed for the Vale of Leven figures in the same

          23       manner?

          24   A.  I would imagine so.

          25   Q.  Just on that, could that be done also in your hospital?
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           1   A.  I don't know.

           2   Q.  But it could be done in the Vale of Leven Hospital?

           3   A.  I would imagine so, I said.

           4   Q.  Just going back to this point about whether or not you

           5       saw negative reports, if I could put on the screen

           6       GGC00500116, we are looking at a C. diff report.  You

           7       will see it is reported on 30 January 2008, I think

           8       relating to Mrs Shaw, and it is a negative result.  Can

           9       we see that it hasn't been either validated or

          10       authorised?  Does this help you as to whether, in fact,

          11       you would require to see false reports?

          12   A.  It states -- I cannot see that this one was authorised

          13       by myself, another microbiologist or laboratory

          14       scientist, so for this one, absolutely agreed, and it

          15       can most likely be extrapolated that negatives were

          16       auto-authorised.

          17   Q.  If I can put it in this way, if the report was to be

          18       authorised by you or by a laboratory technician, then

          19       that should be evident from the body of the report

          20       itself?

          21   A.  Yes, but I just want to point out, this states

          22       Royal Alexandra Hospital, and it might not necessarily

          23       be true for Vale of Leven Hospital.

          24   Q.  In about May or June 2008, did it become evident that

          25       there had been a problem with C. difficile in the
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           1       Vale of Leven Hospital?

           2   A.  The first to the second quarter -- I think in the second

           3       quarter of 2008, yes, it became evident.

           4   Q.  When do you consider you were first aware that there may

           5       have been a problem, or may be a problem?

           6   A.  I think around April or May.

           7   Q.  How did you become aware of that?

           8   A.  Personal communication via Dr Biggs; Dr Bagrade might

           9       have mentioned it to me as well in discussion.  At some

          10       stage, I saw press reports about it as well.  So from

          11       a variety.  I cannot remember what came first.

          12   Q.  That's what I wanted to see if you can help me with.

          13       Did you become aware of the problem before the press

          14       reported the problem?

          15   A.  I'm not sure.  I would hope so.

          16   Q.  You mentioned Dr Biggs a few moments ago.  Did Dr Biggs

          17       have a discussion with you about the position in the

          18       Vale of Leven?

          19   A.  At some stage, she did.

          20   Q.  What was the nature of the discussion?

          21   A.  That there was an increased incidence, possibly an

          22       outbreak, of C. diff at the Vale of Leven.

          23   Q.  Dr De Villiers, I think you have provided the Inquiry

          24       with two statements, in fact: an initial statement and

          25       also a supplementary statement; is that correct?
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           1   A.  Yes.

           2   Q.  I now want to move on to put some questions to you that

           3       I have been asked to put to you on behalf of some of

           4       the core participants in this Inquiry.  The first group

           5       of questions I want to put to you I have been asked to

           6       put on behalf of patients and families.  Do you

           7       understand me?

           8   A.  Yes.

           9   Q.  If you were contacted for advice about a patient with

          10       C. diff, is the Inquiry correct in understanding that

          11       you would not routinely follow up that contact?

          12   A.  Correct.

          13   Q.  If there was reason to make further contact with

          14       a microbiologist, was it the case at that time that

          15       a doctor doing so might be put through to a different

          16       microbiologist with no knowledge of any microbiology

          17       advice previously given by a colleague?

          18   A.  It is true that it would have -- could have been with

          19       a different microbiologist.  However, the advice by the

          20       previous microbiologist should have been documented.

          21           Where I looked at the patients I advised upon, I'm

          22       fairly confident my advice was documented, so that was

          23       available.  So if the second microbiologist posed the

          24       question, it would have been there and available in the

          25       notes.
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           1   Q.  In the Vale of Leven notes?

           2   A.  In the Vale of Leven notes.

           3   DAME ELISH:  My Lord, I wonder if we could just clarify,

           4       would these be the microbiologist notes rather than the

           5       clinical notes, if such a thing existed?

           6   A.  Yes, it would be the advice given by the microbiologist

           7       documented in the patient's notes.

           8   LORD MACLEAN:  By the doctor, not by the microbiologist?

           9   A.  By the doctor.  I'm fairly confident that that reflected

          10       what I said.  First of all, because of my surname,

          11       doctors usually ask me, "Spell your surname, I'm

          12       documenting it in there", and I quite often challenged

          13       them to ascertain that they wrote down proper advice.

          14       We actually audited it fairly recently as well.

          15   MR MACAULAY:  Did you or any of your colleagues during the

          16       relevant period keep any record of C. diff cases

          17       authorised by you that would have enabled you to pick up

          18       and report an increased incidence of C. diff infection?

          19   A.  I assume what you mean by that is keeping a sheet next

          20       to my telephone where I tick off the positive results.

          21       The answer to that is no.  That is exactly what the

          22       infection control team was there for, the eyes and ears

          23       of the infection control doctor.

          24   Q.  At that time, were you expected to maintain and to pass

          25       on data on the incidence of infections such as C. diff?
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           1   A.  Just repeat the question, please?

           2   Q.  Were you expected, at that time, to maintain and pass on

           3       data on the incidence of infections such as C. diff?

           4   A.  No.

           5   MR PEOPLES:  My Lord, in relation to the next question,

           6       I was asking, question 16, I think that has been touched

           7       upon this afternoon.  The only, perhaps, point I would

           8       ask my learned friend to clarify is when Dr De Villiers

           9       had this discussion with Dr Biggs about some problem of

          10       an outbreak at Vale of Leven.  I don't think he gave

          11       a timeframe, whether that was before or after the story

          12       broke in the press.

          13   LORD MACLEAN:  No, he didn't.

          14   MR MACAULAY:  Yes, I asked you this.  I think you weren't

          15       able to tell me whether it was before or after the

          16       press.

          17   A.  As I said, I would have hoped that I got it from her

          18       rather than from the press, or from the infection

          19       control doctor rather than that, but I cannot honestly

          20       answer that question.  I cannot remember that.

          21   Q.  If I could just follow that through, if we are looking

          22       towards April, at that time, Dr Biggs was not the

          23       infection control doctor for the Vale of Leven; is that

          24       right?

          25   A.  Quite right.  But she was infection control doctor for
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           1       a part of Clyde, so she spoke quite a bit with

           2       Dr Bagrade and they backfilled for each other.

           3   Q.  On a separate point, do you know how and by whom the

           4       toxin test that was used in the lab was selected?

           5   A.  That would have been by the head of department for

           6       Vale of Leven, the clinical head of department plus the

           7       laboratory manager.

           8   Q.  Do you know how reliable that test was?

           9   A.  The test that was used at the time, I would say

          10       sensitivity was in the region of about 70 per cent, and

          11       specificity 98 per cent plus.

          12   Q.  Would the risk of a false negative increase if there was

          13       a delay between collection of the sample and its receipt

          14       by the laboratory?

          15   A.  Yes, with the proviso that I think the test at the time

          16       specified 24 hours.  But the toxin starts to degrade

          17       when it is put in the bottle.

          18   Q.  In what conditions would a specimen have needed to be

          19       stored, if it was not transported to the laboratory

          20       within 24 hours?

          21   A.  As I said before, refrigerated, and if you wanted to

          22       culture it at a later stage, we froze the specimens.

          23   Q.  Whom did you understand to be responsible during the

          24       relevant time for surveillance and monitoring of

          25       the incidence of C. diff infection at the
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           1       Vale of Leven Hospital?

           2   A.  The infection control team.

           3   Q.  If you had received a request --

           4   MR KINROY:  My Lord, I wonder if I can ask a question that

           5       relates to that last answer, and it also relates to an

           6       earlier passage, if I may?

           7           The earlier question was:

           8           "Question:  Did you or any of your colleagues during

           9       the relevant period keep any record of C. diff cases

          10       authorised by you that would have enabled you to pick up

          11       and report an increased incidence of C. diff infection?

          12           "Answer:  I assume what you mean by that is keeping

          13       a sheet next to my telephone where I tick off the

          14       positive results, and the answer to that is no.  That is

          15       exactly what the infection control team was there for,

          16       the eyes and ears of the infection control doctor."

          17           Could Dr De Villiers expand upon that and could he

          18       also say if he believes that, therefore, the infection

          19       control team should have picked up what was going on in

          20       this way?

          21   LORD MACLEAN:  Well, you relied upon them to keep these

          22       figures; is that right?

          23   A.  Yes.

          24   LORD MACLEAN:  Is the answer to Mr Kinroy's question, yes?

          25   A.  Yes.
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           1   LORD MACLEAN:  You didn't do it?

           2   A.  I didn't do it.

           3   LORD MACLEAN:  But you relied upon them to do it?

           4   A.  Yes.

           5   LORD MACLEAN:  Thank you.

           6   MR MACAULAY:  If you had received a request for ribotyping

           7       at that time, what would your response have been?

           8   A.  I would have wanted to know why.  I think we were all

           9       very aware of what had happened elsewhere, especially

          10       with the 027 outbreak in Canada.  I think we all

          11       expected that it was a matter of time before it surfaced

          12       in Scotland, so that could have given an indication.

          13       But if a doctor wanted to have ribotyping, there would

          14       obviously be a reason for it, so I think the logical

          15       thing to do would have been to refer it to infection

          16       control to take note of that request, because that could

          17       be the tip of the iceberg and a pointer towards an

          18       outbreak developing.

          19   Q.  Did you have the facility in your lab to do ribotyping

          20       at the time?

          21   A.  No.

          22   Q.  But at the time, did you store samples to keep for

          23       culture?

          24   A.  I think that's best posed to Mr Kinloch, the manager of

          25       the laboratory, but obviously, yes, specimens were kept.
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           1   Q.  If you had been asked during the relevant period by

           2       a ward-based doctor at the Vale of Leven to advise on

           3       which antibiotics would increase the risk a patient

           4       developing C. diff infection, what would your answer

           5       have been?

           6   A.  I think I have already said previously, clindamycin is

           7       the arch enemy and number one.  The cephalosporins, the

           8       fluoroquinolones and possibly also co-amoxiclav.

           9       However, you could elaborate on that and say that many,

          10       many antibiotics, and even some of the unexpected ones,

          11       do carry the warning that C. diff could be

          12       a complication of that.

          13   Q.  At that time, if you had been asked what the incubation

          14       period for C. diff was, what would your reply have been

          15       then?

          16   A.  Sorry, what the -- the incubation period?

          17   Q.  The incubation period.

          18   A.  I would expect the majority of cases to develop within

          19       five to ten days of starting an antibiotic course, but

          20       it could be quite prolonged, as long as between 60 and

          21       90 days.

          22   Q.  During the relevant period, did you have much contact

          23       with consultants at the Vale of Leven Hospital?

          24   A.  As I said before, some consultants, a lot; the

          25       anaesthetists especially; Dr Clarke, a lot.  I saw
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           1       Dr McCruden occasionally, and Dr Carmichael I had lunch

           2       with a couple of times.  But those were the main

           3       consultants I saw.

           4   Q.  I'm now moving on, Dr De Villiers --

           5   LORD MACLEAN:  Sorry, forgive me for interrupting.

           6           You did say "Anaesthetists, Dr Clarke".

           7       Haematologists you mean?

           8   A.  No, no, the anaesthetists most of all, because I saw

           9       them every time I went to the Vale of Leven.

          10       Dr Clarke -- there should be a comma between the two

          11       words.  Dr Clarke, the haematologist.

          12   LORD MACLEAN:  Yes, the haematologist.  Thank you very much.

          13   MR MACAULAY:  I'm moving on now, Dr De Villiers, to ask you

          14       some questions on behalf of the Greater Glasgow Health

          15       Board.

          16           Was there a reorganisation of the services provided

          17       at the Vale of Leven Hospital in 2007 so that the mix of

          18       patients was different in 2007 to 2008 than it had been

          19       in 2002?

          20   A.  Yes.

          21   Q.  The keeping of patients on a mixed diagnosis admission

          22       ward before transfer, does that have the potential to

          23       spread infection to many other more specialised wards?

          24   A.  I believe so, yes.

          25   Q.  Were you able to say whether that was generally
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           1       recognised in hospitals in 2007/2008?

           2   A.  I cannot answer that, whether it was generally

           3       recognised.

           4   Q.  Could inter-ward transfers, which are common in acute

           5       and rehabilitation units caring for the elderly, obscure

           6       where an outbreak is occurring?

           7   A.  Yes.

           8   Q.  Similarly, could discharge of patients do the same so

           9       that cases actually appear in the community?

          10   A.  Yes.

          11   Q.  Was that a common experience in hospitals generally in

          12       2007/2008?

          13   A.  I don't really think I'm in a position to say whether

          14       that was a common experience.

          15   Q.  Can you answer this: are you able to say whether the

          16       risk this posed to cross-infection with C. diff was not

          17       generally recognised in hospitals in 2007/2008?

          18   A.  Will you just repeat the question, please?

          19   MR KINROY:  I can dispense with that one, given the

          20       preceding answer.

          21   LORD MACLEAN:  All right.

          22   MR MACAULAY:  Does isolating patients from one ward to

          23       a variety of wards with available single rooms risk

          24       multi-ward spread of infection?

          25   A.  I think, unfortunately, I have to give you a complex
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           1       answer to that again.  Theoretically, once the patient

           2       is isolated and all infection control principles and

           3       measures are in place, in an ideal world, it should not.

           4       However, practically, there is the transfer of

           5       a patient, there is more staff involved in it, there is

           6       the bedding and the trolleys that go with it, so,

           7       practically, I think I have to admit, yes, it could.

           8   Q.  Was that recognised as a risk in 2007/2008?

           9   A.  I think the way that I reasoned about the practical

          10       possibility of it to spread must be common knowledge, so

          11       I would say yes.

          12   Q.  Do you agree that C. diff spores can be very difficult

          13       to eradicate?

          14   A.  Of course.

          15   Q.  They can be taken up and down a ward on the soles of

          16       shoes?

          17   A.  I guess so.

          18   Q.  I don't know whether you can answer this or not: gauging

          19       the competence of an infection control nurse, might that

          20       be quite a subtle matter?

          21   A.  It depends.  If you have standards to gauge it against,

          22       I don't think it is subtle, it is easy to gauge it.  If

          23       you do not have standards, it might be very subtle.

          24       Yes.

          25   Q.  Similarly, could gauging the competence of an infection
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           1       control team also be a subtle matter?

           2   A.  Likewise, as for the previous question.

           3   Q.  Can you answer this: can an undetected outbreak get

           4       quickly out of hand?

           5   A.  What do you mean by "quickly"?

           6   Q.  The premise is that of an undetected outbreak.

           7   A.  Yes, I understand "undetected", but "quickly" in the

           8       sense of hours, days, weeks?

           9   MR KINROY:  My Lord, I wonder if I can assist with this,

          10       with your Lordship's permission.

          11   LORD MACLEAN:  I'm sure you could.

          12   MR KINROY:  The question is, if an outbreak goes undetected,

          13       there may be cross-infection, and the incidence of

          14       cross-infection may then increase the larger the

          15       outbreak becomes, so putting increasing demands on the

          16       available single rooms for isolation; is that correct?

          17           To put it the other way around, if you have a very

          18       few number of single rooms, it is more imperative to

          19       control an outbreak than if you have more single rooms

          20       available?

          21   A.  I don't quite understand the question.

          22   LORD MACLEAN:  No, I don't understand either.  I don't think

          23       that is what you really mean to ask?  Surely not.  What

          24       are you getting at?

          25   MR KINROY:  What I am getting at is this, my Lord, and of
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           1       course the need to pursue this in this way has come upon

           2       me quite unexpectedly.

           3           The more single isolation rooms available, the more

           4       you can cope with an outbreak of this infection?

           5   LORD MACLEAN:  Well, that is the whole point about

           6       isolation, period.

           7   MR KINROY:  Well, I will leave it, my Lord.

           8   LORD MACLEAN:  I think so.

           9   MR MACAULAY:  I think just before the break, in fact, you

          10       have seen the Inquiry's ward charts for all tests, both

          11       positive and negative, and I have been asked to put to

          12       you that these charts provide important information.

          13           It is suggested that the T Card system and the

          14       statistical process control chart, the SPC chart systems

          15       of surveillance, provide different information from

          16       these charts.  Is that correct?

          17   A.  Yes, I think the essential difference in the statistical

          18       process control charts is that there's a background

          19       incidence that's charted on it and there's a trigger

          20       limit and an upper control limit, which you do not see

          21       in these charts like you gave me before lunch.

          22   Q.  I think it probably follows from that answer that in UK

          23       hospitals, or certainly in Scottish hospitals, it was

          24       not usual practice in 2007/2008 to compile charts in the

          25       way the Inquiry has done?
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           1   A.  It wasn't -- well, at least not in the Clyde division or

           2       Greater Glasgow.

           3   Q.  Very well.  If there was a common background rate of

           4       unexplained diarrhoea for norovirus infection on wards

           5       at the same time as C. diff infection, would that have

           6       the potential to make it difficult to suspect a false

           7       negative on clinical grounds?

           8   A.  It had all the potential to mask the initial recognition

           9       and -- that it might be a false negative C. diff, yes.

          10   Q.  Is it the case that there was and there remains

          11       a background rate of C. diff infection in every

          12       hospital?

          13   A.  I can't say for every hospital, but in most hospitals,

          14       yes.

          15   Q.  Does that mean that it is virtually impossible to

          16       guarantee that there will be no patient in the hospital

          17       suffering from C. diff?

          18   A.  I can agree with that.

          19   Q.  Is the practical issue, then, in detecting whether the

          20       incidence of C. diff infection exceeds the unavoidable

          21       background rate?

          22   A.  That's certainly one of the definitions, if not part of

          23       a definition of an outbreak.

          24   Q.  Are the statistical process charts designed to identify

          25       when the incidence exceeds the unavoidable background
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           1       rate?

           2   A.  Yes.

           3   Q.  If clinicians at the Vale of Leven in 2007/2008 --

           4   MR PEOPLES:  My Lord, before we go on, I wonder whether, in

           5       relation to this unavoidable background, is that

           6       something that varies from hospital to hospital, in the

           7       sense that the unavoidable background for the

           8       Vale of Leven might be a few cases and the unavoidable

           9       background for a teaching hospital many more cases?

          10   LORD MACLEAN:  I don't see why there is a contrast between

          11       teaching hospitals and nonteaching hospitals; do you?

          12   MR PEOPLES:  The point I am trying to make is, it may be

          13       that there is a background for each hospital which you

          14       measure it against.  If you have a normal, expected rate

          15       for that hospital and it is exceeded in a given period,

          16       that triggers suspicion; rather than saying that one can

          17       simply look at the picture generally.  I don't know if

          18       Dr De Villiers can assist on that.

          19   LORD MACLEAN:  But I think that is what the question is

          20       getting at.  If there is a so-called -- it is a very

          21       loose term -- unavoidable background, and that is, in

          22       a period, exceeded, then you begin to think about it.

          23       Does that make sense?

          24   A.  I think it is a dangerous word to use "unavoidable".

          25   LORD MACLEAN:  So do I.
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           1   A.  Hospital-acquired infections should not happen, but we

           2       absolutely know, and you have to admit, that it will

           3       occur, statistically speaking.

           4           There is a problem -- if you look at different

           5       hospitals, they do have different mixes of patients.  So

           6       if I have a hospital with a lot of elderly patients, we

           7       have to go back and see what the recommendation was at

           8       the time, and it is stated that, if you have a loose

           9       stool of a patient over the age of 65, C. diff should be

          10       tested on those patients.

          11           Now, consider that the incidence of carriage goes up

          12       once patients are admitted to hospital.  Normal

          13       background, adult patients, approximately 3 per cent.

          14       If you admit 100 adult patients to a hospital, that

          15       carriage rate will go up, from 20 to 40 per cent.  So if

          16       those patients develop diarrhoea due to, for example,

          17       norovirus infection, and you test them, some of them

          18       will test positive for C. diff.  Just because they are

          19       carriers, it doesn't mean that is necessarily the cause

          20       of it.

          21           So the norovirus causes the diarrhoea, but you will

          22       pick up some background carriage.

          23   MR MACAULAY:  Moving on, the next question I was asked to

          24       put to you is this, that if clinicians at the

          25       Vale of Leven in 2007/2008 believed that there was an
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           1       increased incidence of C. diff nationally, which they

           2       expected to see reflected in the background rate, that

           3       might have played a part in camouflaging that there was

           4       actually a C. diff infection outbreak in the hospital.

           5           Are you able to deal with that?

           6   A.  I can see where you are coming from with the question

           7       that it might influence the thinking of some clinicians.

           8       However, the definition of an outbreak in the outbreak

           9       control policy is fairly fixed: it is equal to or

          10       greater than two cases.  If you look at the generic

          11       definition, there is a definition for gastrointestinal

          12       disease, which really says three or more cases of it as

          13       well.

          14           So if you look at the absolute numbers, it shouldn't

          15       confuse, but I can understand that some will be confused

          16       by it.

          17   Q.  In some cases, could the patient's susceptibility to

          18       C. diff infection have been caused by broad-spectrum

          19       antibiotic prescribing in the community?

          20   A.  Yes.

          21   Q.  To discount that, one would really need to see the GP

          22       records; is that correct?

          23   A.  Or information from the GPs about antibiotics used in

          24       the preceding 60 to 90 days; depends on what you think

          25       is the incubation period.
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           1   Q.  In some cases, could the patient's C. diff infection

           2       have been a recurrence of C. diff illness contracted in

           3       the community, rather than a hospital-acquired

           4       infection?

           5   A.  True.

           6   Q.  Is it the case that, to this day, there is a respectable

           7       body of opinion, and the examples given are Dumfries and

           8       Galloway and Shrewsbury and Telford Hospital, NHS Trust,

           9       that, while it is desirable, an onsite microbiologist is

          10       not necessarily required at a smaller hospital?

          11   A.  My own opinion is it is not required on site at the

          12       smaller hospital.  I cannot say for a national opinion

          13       on it.

          14   Q.  "Smaller", how would you define "smaller", just so we

          15       can understand that opinion?

          16   A.  You've got me there.  I would regard a smaller hospital

          17       as a hospital with fewer than about 150 beds, but it is

          18       a thumb suck.

          19   Q.  It said in the English 1994 guidance that an antibiotic

          20       prescribing "policy" will inevitably impose restrictions

          21       and can be implemented effectively only after careful

          22       consultation with all the different professional groups

          23       involved, including physicians, surgeons,

          24       microbiologists and pharmacists.

          25           Do you agree with that?
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           1   A.  In the ideal world, I agree with that.  Practically,

           2       there are sometimes situations that arise where you have

           3       to enforce measures and then change your recommendations

           4       afterwards.

           5   Q.  Introducing effective antibiotic guidelines on treatment

           6       of infections is quite a complex matter requiring the

           7       consensus and cooperation of clinicians, rather than

           8       being forced on them.  That is all the more so if the

           9       guidance is to be over two hospitals --

          10   MR KINROY:  Sorry to interrupt, I think I can dispense with

          11       this question and, in fact, question 19 as well.

          12   MR MACAULAY:  Moving on, Dr De Villiers, in 2007/2008,

          13       Dr Biggs must have been familiar with the infection

          14       control manual then in use?

          15   A.  I have no doubt that she was familiar with it.  It was

          16       in my office, it was in her office as well.  It was kept

          17       up to date by the infection control nurses, and it was

          18       available at some stage on the intranet, and she even

          19       signed off parts of the previous one practically

          20       identical to the current or the later version.

          21   Q.  Did you know what the duties of the infection control

          22       doctor at the Vale of Leven were?

          23   A.  Not in the greatest of detail, but a fair idea, I would

          24       say.

          25   Q.  What were those duties?
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           1   A.  To set goals for the infection control team, to lead the

           2       infection control team, to prevent the occurrence of

           3       hospital-acquired infections, to identify and control

           4       outbreaks.

           5   Q.  Did you have any reason to suspect that Dr Biggs was not

           6       carrying out these duties properly?

           7   A.  No.

           8   Q.  I have been asked to take you to a passage in your

           9       witness statement, and I can perhaps put it on the

          10       screen, it might be easier to follow.  It is

          11       WTS00760001.

          12           If you turn to page 6, paragraph 37, what you say in

          13       this paragraph is:

          14           "I was generally at the Vale of Leven Hospital once

          15       a week.  Although I had no formal meetings with the

          16       infection control team, I usually saw at least one of

          17       the infection control nurses during that period.  The

          18       ICNs regularly came into the laboratory to pick up

          19       results, and whenever I was in the consultants' office

          20       at the Vale of Leven Hospital, used the opportunity to

          21       say hello and for an informal appraisal of clinically

          22       relevant infection control issues.  During the rest of

          23       the week, and bearing in mind that Dr Biggs was the

          24       infection control doctor, the relationship between

          25       myself and the Vale of Leven Hospital component of
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           1       the infection control team would be conducted by

           2       telephone."

           3           That's the quote from your statement.  The question

           4       I have been asked to put to you is this: did you not get

           5       an indication from meeting the infection control nurse

           6       that there was a significantly increased incidence of

           7       testing for C. diff in the Vale of Leven Hospital at

           8       times during the period from 1 January 2007

           9       to June 2008?

          10   A.  Increased incidence of testing?

          11   Q.  Yes.

          12   A.  No.

          13   Q.  Did you get any such indication from any other source?

          14   A.  No.

          15   Q.  Another section from your statement, this is at page 7,

          16       and I think you may have covered some of this in your

          17       evidence.  It is paragraph 45:

          18           "I recall having an impression at the time that

          19       C. diff numbers were increasing, but felt that it was in

          20       relation to IRH.  The reason for this was a perceived

          21       increased number of telephonic consultations from ward

          22       level asking for advice on C. diff.  I recall

          23       consultations about two patients with positive

          24       C. difficile results on consecutive days.  I recall

          25       speaking to Roberta (Bobby) Campbell at IRH, and
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           1       expressed my concerns about an increased incidence.

           2       I asked her to check whether there was an increase in

           3       C. difficile associated disease.  She did so and replied

           4       that IRH numbers were not increased above the baseline.

           5       I think I also mentioned my impression about a general

           6       increase in numbers to Dr Biggs and Jean Murray at the

           7       Vale of Leven Hospital."

           8           Just to go on to your supplementary statement, if

           9       I can put that on the screen, at WTS01860012, and

          10       paragraph 65, where I think you clarify these previous

          11       remarks:

          12           "I only vaguely recall that I mentioned my

          13       impression about a general increase in numbers to

          14       Dr Biggs and possibly to Mrs Jean Murray, senior

          15       infection control nurse at the Vale of Leven Hospital.

          16       I think this would have been around the same time

          17       I spoke to Mrs Campbell, which was in January 2008.

          18       I simply mentioned to Dr Biggs, and possibly to

          19       Mrs Jean Murray, that my impression was that I was

          20       getting more calls than usual about the clinical

          21       treatment of patients with CDAD.  I cannot recall their

          22       response to my comments, but, as far as I can recall,

          23       the matter was not just brushed aside."

          24           That is the end of the quotes from your statements.

          25           The first question is this: if Jean Murray or
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           1       Dr Biggs had looked at the incidence of testing, they

           2       would have seen a significantly increased incidence of

           3       testing for C. diff in the Vale of Leven Hospital at

           4       times during the period 1 January 2007

           5       until January 2008; is that right?

           6   A.  The question is, if they looked at the incidence of

           7       testing, they would have seen an increase?

           8   Q.  Correct.  Can you answer that?

           9   A.  I don't know, because if I look at your tables that you

          10       gave me just before lunch, there was certainly quite an

          11       incidence of testing.  Whether that was increased

          12       compared to the previous period of time, I do not say --

          13       cannot say, but certainly I would have expected them to

          14       look at the testing, but more so at the numbers

          15       positive.

          16   Q.  What I'm asked to put to you is that they would have

          17       seen a significantly increased incidence of results

          18       positive for C. diff infection in the Vale of Leven at

          19       times during the period from 1 January 2007

          20       to January 2008.

          21   A.  They could have seen an increase in numbers, but I have

          22       to look at the exact numbers, but the sheer numbers

          23       should have set the alarm bells ringing, if I look at

          24       these and the numbers.

          25   LORD MACLEAN:  I think the doctor is saying per se they
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           1       should have seen that, but he can't say if there was an

           2       increase, because he doesn't know what was in the

           3       previous period.

           4   MR MACAULAY:  Indeed.

           5   MR KINROY:  My Lord, I'm content to leave it there, if my

           6       learned friend is.

           7   MR MACAULAY:  Yes.  I assume I have finished with

           8       question 25; is that correct?

           9   MR KINROY:  That's correct, my Lord, yes.

          10   MR MACAULAY:  Moving on, this is another quote from your

          11       witness statement, the first one, I think, WTS00760009,

          12       paragraph 50:

          13           "There are two ways of infection control team

          14       becoming aware of a C. difficile positive result.  The

          15       first way is through ward contact.  For example, the

          16       ward may call and tell them.  The second way is

          17       communication with the laboratory.  Infection control

          18       nurses learn about new positive results at least once

          19       a day through a personal visit or a telephone call from

          20       the laboratory.  Printed copies of C. difficile assays

          21       are also sent to the infection control team.  Infection

          22       control nurses would then communicate that to Dr Biggs."

          23           Quite apart from your mentioning your impression

          24       about a general increase in numbers to them, Dr Biggs

          25       and Jean Murray would have known, or at least suspected
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           1       from their own experience, that at times during the

           2       period 1 January 2007 until June 2008 there was an

           3       increased incidence of testing and of positive results?

           4   A.  It's almost the same as the previous question.

           5   Q.  Yes.

           6   A.  I can't really say whether they would have seen an

           7       increase in testing, but, again, the sheer numbers

           8       should have sent the alarm bells ringing.

           9   Q.  Can we move on to the next question?  I now want to put

          10       your other statement on the screen, that's WTS01860007.

          11       I am looking at paragraph 39:

          12           "I would have thought the doctors at the

          13       Vale of Leven Hospital were using the local

          14       antimicrobial prescribing guidelines for 2007-08, the

          15       NHSGGC formulary for 2007 and for 2008 and the British

          16       National Formulary in relation to the prescription of

          17       antibiotics in the period between January 2007

          18       and June 2008."

          19           I have been asked to ask you, what's your reason for

          20       saying that?  I think what is being asked is, what is

          21       the reason for you saying that these would be the

          22       formularies that would be used as prescribing guidelines

          23       in that period?

          24   A.  Well, the British National Formulary is straightforward.

          25       Every doctor should have one in his office, if not in
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           1       his pocket.  Those were the guidelines provided by our

           2       health board, and you would expect everybody to know

           3       about it and to use that.  I certainly had a copy of

           4       those documents in my office, both at the Vale of Leven

           5       and in Inverclyde, and I even think in Oban as well,

           6       covering the times I was there.  So I can hardly see how

           7       anybody can deny having these.

           8   Q.  If you had encountered systematic and material delays in

           9       the delivery of samples from the wards to the

          10       laboratory, would you have done something about that?

          11   A.  Of course.

          12   Q.  Did you encounter systematic and material delays in the

          13       delivery of samples from the wards to the laboratory,

          14       and, if so -- well, did you?

          15   A.  No, I didn't come across anything, but that is a bit out

          16       of my remit, so I think I cannot really comment on that.

          17   Q.  Did you have the information available for you to come

          18       to any conclusions on whether or not there were

          19       systematic and material delays?

          20   A.  No, I didn't see any audits and I do not know whether

          21       that was audited.

          22   Q.  I'm now moving on to ask some questions of you that have

          23       been submitted by the Medical and Dental Defence Union

          24       for Scotland.

          25   DAME ELISH:  My Lord, my learned friend may wish to just
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           1       move to question 22.

           2   MR MACAULAY:  I think even I know the answer to this: is

           3       intravenous vancomycin an appropriate treatment for

           4       C. difficile?

           5   A.  Intravenous vancomycin?

           6   Q.  Yes.

           7   A.  No.

           8   Q.  At the time of the outbreak, were you aware that you

           9       were dealing with a number of cases involving

          10       ribotype 027?

          11   A.  No.

          12   Q.  What time are you looking at there?

          13   A.  The typing was done later during the outbreak, so

          14       initially, when I was giving clinical advice at the

          15       Vale of Leven Hospital, no, I didn't have an idea that

          16       it was 027.

          17   Q.  It would appear from all the available evidence that

          18       there were greater than usual numbers of samples being

          19       tested for C. difficile in 2007/2008 in the relevant

          20       period.  Why did you or your colleagues not spot the

          21       outbreak before spring 2008?

          22   A.  I think, first of all, services were structured so that

          23       the infection control team would get the total numbers

          24       and the reports of patients with CDAD, and I was not an

          25       infection control doctor.
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           1           Secondly, although by signing out results it might

           2       have made the person signing out the results more aware

           3       of positives, more than one person signed out reports:

           4       myself, Dr Biggs, and maybe the occasional locum, up

           5       to January 2008; and after that, mainly Drs Bagrade,

           6       Claxton and Weinhardt.  So different people signed out.

           7       So it is very difficult, if you are an individual and

           8       you sign out reports from different hospitals, really to

           9       form an idea where it is coming from.

          10           The third thing that might have given you an

          11       indication was the number of clinical consultations.

          12       Now, I did become aware of an increased incidence of

          13       that, and that is what I have already described: I made

          14       the infection control doctor aware of my concerns.

          15       Although I was wrong in the hospital that I identified

          16       as the possible source for that, I did alert her and did

          17       ask her to look at the other hospitals as well.

          18   Q.  Do you agree with Dr Warren -- he was one of

          19       the microbiologists who gave evidence -- when he says

          20       that, if many microbiologists are involved in the

          21       oversight of lab reports in a small unit, it is not

          22       possible for consultant microbiologists to safeguard

          23       infection control?

          24   A.  Just repeat it again, please?

          25   Q.  I haven't got the report in front of me, but Dr Warren
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           1       said in one of his reports that, if many microbiologists

           2       are involved in the oversight of lab reports in a small

           3       unit, it is not possible for consultant microbiologists

           4       to safeguard infection control.

           5   A.  Yeah, I agree with that.

           6   Q.  Do you agree again with Dr Warren when he says that it

           7       was not widely realised by microbiologists in the United

           8       Kingdom at that time that the 30-day mortality in cases

           9       of C. difficile was between 20 and 40 per cent?

          10   A.  I cannot speak for the UK as a whole.  I think part of

          11       the problem is that we, as microbiologists, did not get

          12       feedback on mortalities, so I did not know there was an

          13       increase in mortality.

          14   DAME ELISH:  My Lord, I wonder if my learned friend -- it

          15       may have been deleted in error -- I wonder if he could

          16       ask question number 28?

          17   MR MACAULAY:  Yes, it has been deleted, I think.

          18   DAME ELISH:  Yes.

          19   MR MACAULAY:  This is another question I have been asked to

          20       put to you, again asking you whether you agree with

          21       Dr Warren when he says:

          22           "Norovirus infection in wards at the same time and

          23       the common background rate of unexplained diarrhoea,

          24       diarrhoea without the presence of C. difficile, makes

          25       the assessment of false negative tests difficult and
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           1       these should not be overemphasised given published data

           2       that suggests they would account only for some

           3       16 per cent of cases with the tests used at the

           4       Vale of Leven."

           5           I think you may have touched upon this already.

           6   A.  Yes, we have spoken about it already.  It could have

           7       made the detection of new cases more difficult.

           8   Q.  I'm asked to put this to you.  Dr Wyatt, in his

           9       evidence, indicated what he believed the microbiologist

          10       should do, as part of his duties, even when situated

          11       offsite, and this is what he said:

          12           "Be informed of every C. difficile positive result

          13       in the lab and be present in the hospital every day."

          14           Was that possible or necessary, in your opinion?

          15   A.  I think that's his opinion.  Microbiology and infection

          16       control services are obviously structured differently in

          17       different situations.  In the situation that we had, the

          18       infection control team and the infection control doctor

          19       were those to be informed of cases of C. diff.  So

          20       certainly that was done.  So that is part 1 of

          21       the question.

          22           The second part was the microbiologists who visit

          23       a specific patient with C. diff?

          24   Q.  Yes.

          25   A.  I don't agree with it, and I can maybe just elaborate on
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           1       that a little bit.  It is not trying to be sounding

           2       callous or insensitive to those people who lost their

           3       lives, but C. diff is a relatively straightforward

           4       infection to treat from a microbiology perspective.  We

           5       have two antibiotics to use for that.  We can increase

           6       doses, we can maybe use immunoglobulins.  Some of us

           7       would give probiotic yogurts.  So the advice on these

           8       patients is relatively straightforward.

           9           If you come to my own situation on that, and you can

          10       look at what has been said about that by a number of

          11       experts -- I don't know if you want me to go to some of

          12       those criticisms specifically, but in general, it was

          13       regarded as good, appropriate, correct treatment.

          14       I don't think it is a wonder.  It is straightforward to

          15       treat those diseases.  So it is easy to give the advice

          16       over the telephone about those patients.

          17           So I cannot see how it would have made any

          18       difference as to the management of those patients by

          19       visiting them, and it would detract resources from other

          20       conditions and other patients much more difficult to

          21       deal with, and that is in all respect to those patients

          22       who have passed away.

          23   Q.  Dr Wyatt also described a range of tasks in the ward

          24       which he considers was, along with the infection control

          25       work, working together, his job.  Is this description
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           1       something you agree with?

           2           I think you may have covered this, but that's being

           3       aware of every positive result and being present in the

           4       hospital.  I think you have indicated that you don't

           5       consider it necessary?

           6   A.  I don't think it is necessary to be present in the

           7       hospital.  Sorry, the other bit is you said: should

           8       every result be given to the microbiologist?  It depends

           9       on how the service is structured.  In our hospital, it

          10       was structured so that that would be passed on to the

          11       infection control team and the infection control doctor

          12       was part of that service.

          13   Q.  At the time of the focus period, was the alleged

          14       association of PPIs, such as lansoprazole, with

          15       increased risk of C. diff widely known or accepted?

          16   A.  The association was certainly known, but I think the

          17       verdict on that is still open.  If you go to the

          18       literature on this very day, you will find conflicting

          19       opinion about that.

          20   Q.  I have been asked to put some specific questions to you

          21       in connection with a number of patients.  This is in

          22       connection with the patient Mary Broadley.

          23           Do you agree with Dr Woodford when he suggested that

          24       microbiologist involvement should have been sooner and

          25       more consistent with this patient?  Can you answer that?
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           1   A.  I think what I can say to that is what I have said just

           2       now: treatment of a patient with C. diff is relatively

           3       straightforward.  There were clear guidelines in the

           4       therapeutic manuals that we have referred to earlier on

           5       as to which initial antibiotics to use on that, and

           6       I expect the microbiologist to be called by a clinician

           7       if they experience problems with a patient not

           8       responding to that or if there was a problem in the

           9       management of other conditions which required antibiotic

          10       therapy for possible simplification of that.

          11           So I cannot fully agree with that statement of

          12       Dr Woodford's.

          13   LORD MACLEAN:  Did you check the records?

          14   A.  Of Mrs Broadley, yes.

          15   LORD MACLEAN:  So your answer is against that background?

          16   A.  It is against that background, yes.

          17   MR MACAULAY:  The next question I have been asked to put to

          18       you is: Dr Woodford criticised the excessive choice of

          19       six antibiotics included in the urine reports; can you

          20       explain the basis of the number offered?

          21   A.  The number of antibiotics on the urine sensitivity

          22       report was a joint decision between the Clyde

          23       microbiologists, and that would mainly have been at the

          24       time Dr Biggs, Dr Weinhardt and myself, and possibly

          25       Dr Eastaway at an earlier stage.  Those antibiotics that
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           1       we released were based upon what was given in the SIGN

           2       guidelines, SIGN 88, I think it is, addresses treatment

           3       of urinary tract infections, stating trimethoprim,

           4       nitrofurantoin -- those were two of the antibiotics.  It

           5       stated local sensitivity patterns.  We did look

           6       previously at local sensitivity patterns and we did

           7       release that to the doctors, and I have some indications

           8       for you what local sensitivity patterns were.

           9           It also reflected the options given in the

          10       therapeutic protocols, ciprofloxacin being there,

          11       cephalexin being there and used by the urologists in

          12       patients with recurrent urinary tract infections where

          13       we give them prophylactic antibiotics afterwards and

          14       cephalexin being there for use in pregnancy, where you

          15       might wish to avoid some of the other antibiotics.

          16           So I think the antibiotics reported reflected the

          17       options available at the time.

          18   Q.  My own recollection -- I haven't looked at this

          19       recently -- is that, as time went on, what was offered

          20       was narrowed down to less than six.

          21   A.  Although we test quite a number of antibiotics, we keep

          22       on tightening what we report to doctors.  At the moment,

          23       if it is a catheter specimen, we don't report

          24       antibiotics at all and we give a comment on there "Call

          25       us if you want to treat", unless doctor clearly
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           1       indicates, "This is a catheter-related urinary tract

           2       infection", and we tend to report trimethoprim and

           3       nitrofurantoin only, at the moment.  So it was brought

           4       down, the number of antibiotics.

           5   Q.  This is to do with Mrs Thompson and the evidence of

           6       Dr Jones.  Would you agree with Dr Jones that

           7       levofloxacin should not have been given on the first

           8       occasion for this patient?

           9   A.  Again, I went through the notes of this patient.  I do

          10       not think I was the person who gave the patient

          11       levofloxacin -- who advised the use of levofloxacin on

          12       that first occasion.

          13   Q.  Who was it, can you tell me?

          14   A.  I cannot recall.  I just made a note I don't think it

          15       was myself.  However, Dr Jones should have noticed, if

          16       he went through the case notes of the patient, that this

          17       specific patient previously had a pseudomonas infection,

          18       as well as MRSA, and we all know that pseudomonas

          19       responds to very few antibiotics and that levofloxacin

          20       is one of the antibiotics that we have available for

          21       pseudomonas infections as an oral option.

          22           Then further on in his statement, Dr Jones, on

          23       page 6, gives a contradictory comment, where he said:

          24           "Levofloxacin was given on the first occasion, not

          25       fitting with the GGC guidance, but might have been
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           1       reasonable, given her repeated antibiotic exposures and

           2       possible penicillin allergy."

           3           So I think it is not the correct statement that he

           4       made when he said levofloxacin should not have been

           5       given on the first occasion.

           6   Q.  I think what you have said was, at one point, he said it

           7       might have been reasonable because she'd had repeated

           8       antibiotic exposures and possible allergy to penicillin?

           9   A.  She had penicillin allergy, she had a clear

          10       pseudomonas -- or documented infection previously that

          11       would have warranted that as a choice, and he did

          12       concede that at a later stage.  So it is a bit of

          13       a contradiction in his evidence, I felt.

          14   Q.  Looking to another patient, Mary Burns -- this is

          15       looking at Dr Warren's report -- he discusses your

          16       advice on the prescription of levofloxacin.  Can you

          17       explain your decision and comment on Dr Warren's

          18       observations?  Have you noted that?

          19   A.  Yes, I have.  There was a long argument in Dr Warren's

          20       notes about using the levofloxacin after the discovery

          21       of a new chest X-ray infiltration, and that happened

          22       when there was a positive blood culture on this lady

          23       growing a Gram-negative organism.  He concluded at that

          24       stage that he might have used teicoplanin, amoxicillin

          25       or penicillin, and my comment on this is, first of all,
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           1       this patient had a documented allergy to penicillin, so

           2       we couldn't use amoxicillin or penicillin that Dr Warren

           3       said he might have used there.  So that was documented,

           4       that allergy, at the previous time.

           5           However, this lady did have a penicillin-based

           6       antibiotic on a previous occasion in the Royal Alexandra

           7       Hospital, and that might have influenced Dr Warren's

           8       decision to say he would have used amoxicillin or

           9       penicillin.

          10           Now, when I was called about this patient, that

          11       previous antibiotic use of a penicillin, Tazocin, in the

          12       Royal Alexandra Hospital might not have been fully

          13       disclosed to me, and that could have influenced, first

          14       of all, the reason not to use a penicillin-based

          15       antibiotic, but to use something like levofloxacin.

          16           But the other reason for using levofloxacin would

          17       really have been to cover atypical pathogens, especially

          18       a pathogen like legionella species, where that is the

          19       drug of choice.

          20           It was not really a secret that legionella species

          21       have been cultured from that hospital from various water

          22       sources on a number of occasions, and it is not the only

          23       hospital where we see that.  We see that organism being

          24       cultured regularly from our hospitals, albeit in

          25       relatively low numbers, so that was another obvious
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           1       concern: somebody in hospital for quite a while already,

           2       and I cannot remember whether she was immunocompromised.

           3       Let me just see.

           4   Q.  Have you looked both at Dr Warren's report and his

           5       evidence on this?

           6   A.  Yes.  So it should be quite clear that that was the

           7       second part of the thinking, and that we did consider

           8       that, because I requested urinary antigens, the urinary

           9       antigens testing for pneumococcus as well as legionella.

          10           Then, further on, on page 34 of Dr Warren's written

          11       statement, he does concede that the Greater Glasgow and

          12       Clyde formulary recommends levofloxacin alone or with

          13       vancomycin for patients with severe pneumonia, which

          14       this patient had, especially when she's penicillin

          15       allergic.

          16           Then, on page 34 in his evidence, he concludes that

          17       levofloxacin was, therefore, in accord with local

          18       guidelines for a truly penicillin allergic patient with

          19       a pneumonia.  So I can't really understand why he made

          20       the comment and then, two or three pages later, he said

          21       exactly the opposite or --

          22   Q.  Or he's agreed with you, then, effectively?

          23   A.  Yes.

          24   Q.  Agnes Campbell.  Can you explain for what purposes you

          25       requested a PCT -- what is a PCT?
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           1   A.  PCT is procalcitonin.

           2   Q.  For Mrs Campbell?

           3   A.  Yes.  That is a specific marker for sepsis.  We have

           4       a number of markers, laboratory markers, that tend to

           5       increase when a patient has a significant infection or

           6       sepsis, C-reactive protein tends to increase, but that

           7       tends to increase non-specifically, so it can go up in

           8       a patient with cancer, it can go up in a patient with an

           9       inflammatory condition, like pancreatitis, or it can

          10       become elevated, of course, in infection.  So not a very

          11       specific one.

          12           The same is true for the white cell count.  It can

          13       become elevated due to a number of causes: inflammatory

          14       conditions; connective tissue disease, like rheumatoid

          15       arthritis; systemic lupus, et cetera.

          16           Procalcitonin is quite specific for sepsis with very

          17       few false positive reasons.  So I requested the

          18       procalcitonin thinking that I wanted to avoid using

          19       further antibiotics in the patient.  So if the

          20       procalcitonin was low, in the whole context of her

          21       clinical setting, I would have been happy not to use any

          22       further antibiotic.  So the procalcitonin was just the

          23       last straw.  If it was elevated, I would have had to

          24       cover her for bacterial sepsis in addition to the

          25       Clostridium difficile infection.
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           1           The sensitivity of procalcitonin is around 70 to

           2       80 per cent for diagnosing sepsis, and the specificity

           3       is around 97 per cent.

           4   Q.  Whether I understand all of that or not, did you see

           5       that this was something that had been criticised then by

           6       one of the experts?

           7   A.  I saw it as a criticism in the sense that he said it was

           8       used as a sole test to decide antibiotics on.

           9   Q.  I see.

          10   A.  I disagree with that, and I see it as a last straw.

          11       I tried to avoid antibiotics.  But it was the final

          12       thing that swung me to use an additional broad-spectrum

          13       antibiotic to cover for bacterial sepsis.

          14   Q.  The next patient then is Isabella Cameron, and this is

          15       the penultimate patient.  This is looking at evidence

          16       given by Dr Sheridan, who said that he noted that the

          17       severity of the C. diff infection was not assessed.

          18           On the face of it, it looks like something the

          19       clinician should be doing, rather than you on the

          20       telephone.

          21   A.  Well, that is part of my standard consultation.  If

          22       a doctor tells me about a patient with a C. diff, I try

          23       to assess the severity.  First of all, there was no

          24       severity scoring system in place.  However, I think most

          25       microbiologists had a system by which they scored it.
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           1       I looked at temperature, I looked at total white cell

           2       count -- I used a count of about 20 or higher as an

           3       indication of that.  So although it was not formally

           4       scored --

           5   Q.  I wouldn't --

           6   A.  I have to say there was no scoring system --

           7   Q.  Can I stop you there?  I wouldn't imagine -- but

           8       I haven't been able to look at the evidence -- that

           9       Dr Sheridan was criticising you.  If he was making this

          10       criticism, he would be criticising the clinician for not

          11       making the assessment.  Are you saying he was critical

          12       of you?

          13   A.  I think when I treat a patient with C. diff, I try to

          14       assess the severity of the condition.

          15   Q.  I understand that.

          16   A.  So I'm part of that.

          17   Q.  I understand that.  Quite often with the experts who

          18       looked at the -- well, were going on the basis of what

          19       they saw written in the records, and in particular what

          20       the clinician had written in relation to what

          21       examination, what assessment may have been made under

          22       reference to their own speciality.

          23   A.  If the patient was not -- if he's criticising the

          24       clinician on that, I have to say I think it is unfair

          25       criticism because there was no scoring system in place
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           1       at that stage when this happened.  It was brought in at

           2       a later stage.

           3   Q.  I understand that, and I think it has been understood

           4       that, although the scoring system wasn't in place, it

           5       was still possible to make an assessment on how unwell

           6       the patient was and to carry out certain clinical

           7       examinations.

           8   A.  If you talk about a sepsis score, a SIRS score, yes.

           9       I didn't make a specific note whether that was

          10       documented at the time.

          11   DAME ELISH:  My Lord, I wonder whether my learned friend

          12       could simply clarify from the witness if his position is

          13       that even if the clinical records were deficient, that

          14       the junior doctor or whoever was relying on, that he

          15       would pose these questions to the clinician in order

          16       that Dr De Villiers could provide the appropriate

          17       advice?  So if he didn't have sufficient evidence in

          18       terms of assessing the severity, he wasn't in a position

          19       to provide the advice to the junior?

          20   LORD MACLEAN:  For my own part, I don't see what this has

          21       got to do with Dr De Villiers, because this seems to be,

          22       if it was a criticism, a criticism of a clinician.

          23   DAME ELISH:  My Lord, perhaps Dr De Villiers -- and perhaps

          24       I am being unduly sensitive about that, but if your

          25       advice is sought about a prescription and, therefore,
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           1       the microbiologist might be expected to ensure that he

           2       had sufficient information with which to give advice

           3       rather than relying on deficient information from the

           4       junior and, therefore, he could be implicated to that

           5       extent, if he wasn't thorough in his interrogation of

           6       the junior --

           7   A.  I would ask -- sorry, may I speak?

           8   LORD MACLEAN:  Sorry?

           9   A.  May I speak?

          10   LORD MACLEAN:  Sorry?

          11   A.  May I respond?

          12   LORD MACLEAN:  Yes, of course.

          13   A.  When consulted about a patient, I would invariably make

          14       an assessment of the patient, in the sense of a SIRS,

          15       systemic inflammatory response syndrome, or the specific

          16       things that I looked at in a patient with a C. diff

          17       infection in deciding which antibiotics to use.  So the

          18       fact that somebody consulted me, I can guarantee you

          19       I did look at severity markers.  Whether it is

          20       documented in the notes is a different matter.  The

          21       doctors didn't have a specific severity scoring system

          22       in place for C. diff.

          23   MR MACAULAY:  Then the final patient I have been asked to

          24       look at with you is Mrs Dalton, and in this case,

          25       Dr Sheridan discusses the lack of a Bristol stool chart
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           1       and that PPI was not discontinued and CD infection

           2       severity was not assessed.  Just looking at these three

           3       things, the lack of a Bristol stool chart, is that

           4       something that you really would want to deal with?

           5   A.  The Bristol stool chart was not in use at the time.

           6       That came into use later on in 2008.  PPIs not being

           7       reviewed --

           8   Q.  Just on that, we will have to look at other evidence to

           9       clarify that, but your position is that it wasn't in

          10       use?

          11   A.  It wasn't in use.

          12   Q.  Until when?

          13   A.  Until later on in 2008.  I cannot give you an exact

          14       date, but not at the time that she was diagnosed with

          15       it.

          16           PPIs not being reviewed.  I think I have said that

          17       the role of PPIs is not clearly defined and I don't

          18       think everybody would have necessarily stopped PPIs at

          19       that stage.  PPIs are far more clearly associated -- if

          20       associated at all, it is rather with acquiring the

          21       infection, whereas the evidence of responding to

          22       antibiotics is even more debatable.

          23   DAME ELISH:  I think the third part has been answered,

          24       my Lord.

          25   LORD MACLEAN:  Yes.
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           1   MR KINROY:  My Lord, might I ask a question deriving from

           2       that, with your Lordship's permission?

           3           Does Dr De Villiers consider that the unavailability

           4       of data from Bristol stool charts impaired the quality

           5       of his advice on microbiology for antibiotic

           6       prescribing?

           7   A.  I don't really think so.  You know, to this very day,

           8       Bristol stool charts are in use.  I think I rely far

           9       more on the response to a change in stool, and that is

          10       up to the doctor consulting me to say to me, "Has there

          11       been a change?"

          12           So for me, I don't rely on that.  The doctor

          13       conveying the information to me can rely on that.

          14       I think it makes it more useful and more easier if more

          15       than one doctor is involved in a case to pass on

          16       information to subsequent doctors.  So for me, no; for

          17       other doctors, yes, I think it could make it easier to

          18       have Bristol stool charts in place.

          19   MR MACAULAY:  Thank you.  I think that does, Dr De Villiers,

          20       conclude the questioning session.

          21           Is there anything further you would like to say to

          22       assist the Inquiry?

          23   A.  Can I just have a moment to look at notes that I have

          24       over here?  Can I take issue just with one or two

          25       statements?  Looking at Mrs Dalton and Dr Wyatt's
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           1       evidence, I think that came from his --

           2   LORD MACLEAN:  You have no notice of this?

           3   MR MACAULAY:  No, I don't.  I haven't had any notice of this

           4       particular --

           5   DAME ELISH:  It may be an issue which has arisen during the

           6       course of the evidence, my Lord.

           7   LORD MACLEAN:  That doesn't matter.

           8   MR MACAULAY:  Is this something that has arisen as a result

           9       of the questions I have asked you?

          10   A.  What you have asked me?

          11   Q.  Yes.

          12   A.  No.

          13   LORD MACLEAN:  I'm not averse, Dame Elish, to considering

          14       his observations, but only with notice.

          15   DAME ELISH:  Yes, my Lord.  It is in response to the

          16       question posed by learned counsel as to whether or not

          17       he has anything that he wishes to add, rather than

          18       through any issue about precognition of the witness.  We

          19       have -- we have done that.  I have no idea what the

          20       question is that the witness wishes to pose.  It is in

          21       response to my learned friend's question, not my own.

          22   MR MACAULAY:  I was inviting you, Dr De Villiers, whether

          23       there are any general observations you would like to

          24       make to assist the Inquiry in its deliberations.

          25   LORD MACLEAN:  Any general observations.
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           1   A.  Right.  Nothing specific?

           2   LORD MACLEAN:  Yes.

           3   MR MACAULAY:  Is there anything you would like to add in

           4       order to assist?

           5   A.  No, I think I'll stay with that.

           6   LORD MACLEAN:  You are content?

           7   A.  I have thought about it for a long time, thank you, no.

           8   MR MACAULAY:  Thank you for much.

           9   LORD MACLEAN:  Thank you very much for coming, of course,

          10       and giving us the benefit of your considerable

          11       experience.  You are free to go, of course.

          12           As for the rest of us, we will meet again on Monday,

          13       20 February, I think, at 10 am.

          14   MR POLLOCK:  My Lord, before we conclude this session, may

          15       I say that my involvement and, in fact, my attendance at

          16       the Inquiry will probably tail off from this point

          17       onwards, in that we are now moving on to chapters of

          18       evidence which are --

          19   LORD MACLEAN:  With which you are not concerned?

          20   MR POLLOCK:  Less affected, yes.

          21   LORD MACLEAN:  Is that true of you, Mr Wood?

          22   MR WOOD:  It may be, my Lord.  I think my position is I am

          23       interested in the infection control issues, so I'm in

          24       broadly the same position as Mr Pollock, but perhaps

          25       a few days behind him, but I will certainly let the
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           1       Inquiry team know what my position is, but currently

           2       I would expect to be back here in a fortnight.

           3   LORD MACLEAN:  Well, if we don't see you, Mr Pollock, in the

           4       next phase, we will see you later, as they say.

           5   (3.39 pm)

           6                 (The hearing was adjourned until

           7              Monday, 20 February 2012 at 10.00 am)

           8

           9

          10

          11

          12

          13

          14

          15

          16

          17

          18

          19

          20

          21

          22

          23

          24

          25

                                           144

           1                            I N D E X

           2

           3   DR FRANCOIS JACOBUS DE VILLIERS ......................1

           4             (sworn)

           5

           6          Examination by MR MACAULAY ....................1

           7

           8

           9

          10

          11

          12

          13

          14

          15

          16

          17

          18

          19

          20

          21

          22

          23

          24

          25

                                           145

