           1                                      Tuesday, 29 November 2011

           2   (10.00 am)

           3             PROFESSOR KEVIN GERARD KERR (continued)

           4              Examination by MR MACAULAY (continued)

           5   MR MACAULAY:  Good morning, Professor Kerr.

           6   A.  Good morning, Mr MacAulay.

           7   Q.  I think we are finally coming to look at your overview

           8       report.  I will put that on the screen.  It is at

           9       EXP02310001.

          10           Before I look at the terms of this report, there is

          11       one point I just want to explore with you, and that is

          12       this: I think, yesterday, when I asked you about your

          13       duties as a consultant microbiologist, you indicated

          14       that the duties involved both ward functions and

          15       laboratory functions; is that right?

          16   A.  That's correct, yes.

          17   Q.  Insofar as going to the ward to see patients, what is

          18       your practice?

          19   A.  When I am duty consultant, which is -- I have

          20       a consulting colleague.  We take week-in, week-out turns

          21       as the duty consultant.  So during that week, you would

          22       be responsible for all the clinically-associated

          23       matters.

          24           When you are duty consultant, you will be on the

          25       wards on a daily basis, reviewing patients with
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           1       particularly serious infections, so this would be

           2       patients with septicaemia, bloodstream infections,

           3       visiting the intensive care unit and, twice weekly, we

           4       would do what's called an antibiotic ward round.  That

           5       would be myself, the antibiotic pharmacist and an

           6       infection control nurse, reviewing particular patients

           7       that had come to light during the course of the week, or

           8       if there had been any specific requests from clinicians

           9       on the wards for us to review a patient and, also, we

          10       would have a print-out of patients on particular

          11       antibiotics, whether they were reserve antibiotics or

          12       antibiotics which are known to be associated with

          13       Clostridium difficile, so we would review those patients

          14       as well, as to the appropriateness of the antibiotic

          15       prescription: did it comply with policy; could we change

          16       it to something else; could the antibiotics be stopped?

          17           Also, when one is on the wards to see specific

          18       patients, you quite often get requests, particularly

          19       from junior doctors, "Oh, now that you are here, will

          20       you please take a look at these other patients?"

          21           So that is what would happen whilst one was duty

          22       consultant on the wards.

          23   Q.  If you had a patient who did have C. diff and you were

          24       the duty consultant, would you expect to actually see

          25       that patient?
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           1   A.  Yes.  In Harrogate, we have what's called the C. diff

           2       rapid response team, which has been in place since 2004.

           3       So if we had the lab informed -- or, rather, we would

           4       know, as consultant microbiologists, a positive stool

           5       specimen for C. diff, the response team, which consists

           6       of the antibiotic pharmacist, the infection control

           7       nurse and myself, we would visit the ward as soon as was

           8       possible.

           9           The function of that visit would be to start what's

          10       known as a root cause analysis, which is another way of

          11       finding out why the patient has developed

          12       Clostridium difficile infection.  So was the antibiotic

          13       prescribing appropriate?  There might be lessons to be

          14       learned there.  If there was severe non-compliance with

          15       the antibiotic policy, that would be the occasion to

          16       issue an incident report and start the process through

          17       the clinical governance procedure.

          18           We would review what antibiotics the patient was on

          19       at the time.  Did they need the antibiotics for another

          20       infection?  If the answer to that is yes, could they be

          21       modified to a narrower spectrum of agent?  If they

          22       didn't need antibiotics, stop the antibiotics outright.

          23       Start the patient on the appropriate treatment for

          24       a Clostridium difficile infection, according to disease

          25       severity, whether that is metronidazole or vancomycin.
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           1       The infection control nurse, in the meantime, would be

           2       finding out whether the patient had already been

           3       isolated, which they should have been if they had had

           4       loose stools.  If not, how could we get the patient into

           5       a side room?  Reminding the nurses and other staff on

           6       the ward of the infection control implications of

           7       the diagnosis of C. diff: so remember to use soap and

           8       water for hand hygiene, as opposed to alcohol hand rub;

           9       make sure that the appropriate isolation notices are

          10       outside the door.

          11           Then the other function of the team being on the

          12       ward is actually to speak to the patient, to let the

          13       patient know the diagnosis, to answer any questions that

          14       they might have, to give them further information, and

          15       also to speak to any relatives that were there at the

          16       time.  So that is the C. diff response team.

          17   Q.  Remind me, yesterday you told me what size your hospital

          18       is.

          19   A.  Yes, that's roughly 380 beds.

          20   Q.  I think you are head of the department; is that right?

          21   A.  Head of microbiology department and director of

          22       infection prevention and control.

          23   Q.  How many microbiologists, then, do you have based in the

          24       hospital?

          25   A.  Two microbiologists.
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           1   Q.  That's yourself and another?

           2   A.  Correct.

           3   DAME ELISH:  Before Mr MacAulay moves off this passage,

           4       which is obviously very important, I wonder if

           5       Professor Kerr, given his involvement as an expert in

           6       previous reviews of C. diff, would be able to give an

           7       indication as to whether or not this model of excellence

           8       which he's described would have been commonplace at

           9       2007, or was it because of his particular experience and

          10       expertise, as he is described in his CV as an infection

          11       control specialist, rather than simply a microbiologist?

          12   LORD MACLEAN:  You heard the question.

          13   A.  I heard the question.  Thank you.  I have not been

          14       involved in any other Inquiry into Clostridium difficile

          15       infection.

          16           The second part of the question: this team was

          17       established in 2004.  I think we presented it at

          18       a national meeting after we had sufficient information

          19       to present it at a scientific meeting.

          20           I think other trusts might not have gone down the

          21       route of the rapid response team, but I think it would

          22       be reasonable to say that, in other hospitals, when

          23       there was a diagnosis of Clostridium difficile made,

          24       then it would be very common for a consultant

          25       microbiologist to visit the ward, to review the patient
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           1       and the management of the patient, and I think it would

           2       also be very common for an infection control nurse to

           3       visit the ward as well, to look at the infection control

           4       aspects, as opposed to the antibiotic-related aspects.

           5           So although trusts might not have had a C. difficile

           6       rapid response team, a positive diagnosis generated by

           7       the laboratory would almost certainly generate a visit

           8       to the ward by the microbiologist and/or an infection

           9       control nurse.

          10   LORD MACLEAN:  I think Dame Elish is asking not about your

          11       involvement in any other Inquiries, but because of your

          12       expertise, you were involved in looking at particular

          13       cases within your own field, in the hospital.  That is

          14       what I understood her to mean.

          15   A.  I'm sorry, I still --

          16   LORD MACLEAN:  Well, you responded by saying you hadn't been

          17       involved in any other Inquiries.  Well, an Inquiry like

          18       this, yes, I understand that.  But I think she was

          19       asking about the examination/investigation within your

          20       own trust as a consultant microbiologist of cases of

          21       C. diff.  Am I right?

          22   DAME ELISH:  Yes, my Lord.  I also understood, however, from

          23       yesterday, that there was a suggestion that the

          24       professor had been involved on an expert panel for one

          25       of the Inquiries.  I may be mistaken about that.
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           1   A.  Oh, I think this refers to an invitation from

           2       Kent County Council.  I was asked a question by the

           3       panel -- by the committee that was set up to review the

           4       outbreak of Clostridium difficile infection at Maidstone

           5       and Tunbridge Wells NHS Trust.  I was asked a question

           6       about airborne transmission, about Clostridium difficile

           7       spores, so, yes.  I apologise.

           8   LORD MACLEAN:  You were involved in that inquiry?

           9   A.  I was, yes.

          10   LORD MACLEAN:  Correct your answer.

          11   A.  Yes, I would like to correct my answer.

          12   LORD MACLEAN:  Were you involved in the Inquiry itself,

          13       giving evidence to the Inquiry?

          14   A.  No, this was just an invitation to provide written

          15       evidence.

          16   LORD MACLEAN:  Which you did?

          17   A.  Which I did.

          18   LORD MACLEAN:  She described what you have in place in

          19       Harrogate as a standard of excellence -- no, it wasn't

          20       quite that.  Is that common within NHS Trusts?

          21   A.  I would say that the C. difficile response team, as we

          22       recognise it, might not be particularly common in NHS

          23       hospitals, but the issue of whether a microbiologist

          24       would visit the ward or an infection control nurse would

          25       visit the ward as a matter of priority once
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           1       Clostridium difficile infection had been diagnosed,

           2       I would say that that is actually common.

           3   MR MACAULAY:  There was one point you made, I think, in

           4       passing -- correct me if I have picked you up

           5       incorrectly -- did you say that, as the consultant

           6       microbiologist, you would know that there was a positive

           7       result for C. diff?

           8   A.  Yes.  As soon as the result, the positive result, is

           9       generated by a member of the laboratory staff, the

          10       consultant microbiologist would be the first to know.

          11   Q.  Can we then turn to your overview report, Professor?  We

          12       have it on the screen.  You may have your own copy in

          13       front of you.  You begin by reminding us that you looked

          14       at the records of nine patients; is that correct?

          15   A.  That's correct.

          16   Q.  I think you worked out the average age to be 71.

          17       I think we saw yesterday that, with Mr Lynch, he was by

          18       far the youngest, and he no doubt brought the average

          19       down a bit?

          20   A.  He was, yes.

          21   Q.  You also point out that out of the nine patients you

          22       looked at, seven patients had died; is that right?

          23   A.  That's correct.

          24   Q.  I think the way you set this out, you have given general

          25       headings, and then you have some comments under

                                             8

           1       reference to these headings.

           2           The first heading you have here is "Staff

           3       recognition of the importance of controlling infection".

           4       I think you drew some inferences from your examination

           5       of the records in this connection.

           6   A.  That's correct.

           7   Q.  What conclusions did you come to here?

           8   A.  The hospital at the time had two policies: one for

           9       Clostridium difficile infection, and the other for loose

          10       stools.  Both of these placed great emphasis on

          11       isolation of the patient as soon as possible, in terms

          12       of when loose stools become apparent, or, in the case of

          13       the C. diff policy, after Clostridium difficile had been

          14       diagnosed.

          15           Both policies recognise that it may not be possible

          16       to isolate a patient under those circumstances, in which

          17       case a risk assessment is to be undertaken with ward

          18       staff, infection control and other staff to determine

          19       what alternatives there might be if there is no side

          20       room available.

          21   Q.  In relation to what you say here, do you point out that,

          22       in many cases, patients with loose stools were not

          23       isolated pending the results of the laboratory tests on

          24       the specimens?

          25   A.  That's correct.  So the policies were not followed.
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           1   Q.  You say in other cases there was a lack of documentation

           2       to indicate what the position was in relation to

           3       isolation?

           4   A.  Yes, so the patients may have been isolated, but there

           5       is no documentation to suggest that that actually

           6       happened.

           7   Q.  The next section, then, is that dealing with antibiotic

           8       treatment for conditions other than C. difficile, and

           9       I think we have seen under reference to the individual

          10       reports that you devoted a section in each of these

          11       reports to this chapter.

          12   A.  Correct.

          13   Q.  Looking to the position overall, what conclusions were

          14       you able to come to here in relation to the use of

          15       antibiotics?

          16   A.  Well, in many instances, the prescribing was in line

          17       with the guidance at that time.  However, there were

          18       several situations where patients were continued on

          19       antibiotics for longer than was necessary.  In some

          20       cases -- we discussed a case yesterday when the

          21       laboratory report came back stating that the patient's

          22       organism from the urine was resistant to the antibiotic

          23       the patient was receiving.  The antibiotics were not

          24       stopped and, indeed, continued for several days

          25       thereafter.
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           1           In some of the cases, there were very frequent

           2       changes in therapy, without, really, justification in

           3       the notes to back that up.

           4   Q.  One of the points that you make towards the end of this

           5       first paragraph here, under this head, is the sentence

           6       towards the end, where you say:

           7           "However, justification for prescribing which was

           8       not in accordance with guidance was poorly documented in

           9       the medical records."

          10           Can you just elaborate upon that?

          11   A.  Yes.  Antimicrobial guidance and policies are really

          12       there to cover common infections and typical situations

          13       and, of course, there will always be circumstances where

          14       patients' individual clinical circumstances differ from

          15       them.  So they are a guide, and there will always be

          16       situations where you will need to prescribe agents or

          17       a particular course length of treatment which do not

          18       conform to the guidance, but that is clearly recognised.

          19           However, if you are going to go against the

          20       recommendations of the guidance, then you should justify

          21       your reasons for so doing.

          22   Q.  Is that the point you are making here, that there was

          23       poor documentation as to why the choices were being

          24       made?

          25   A.  Yes, and not just for prescribing off policy, as it
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           1       were, but just initiating antibiotic therapy.

           2       Antibiotics were often started with no indication as to

           3       why they were being started, no indication as to course

           4       length or doses or dose frequency.

           5   Q.  Moving on to page 2 of this report, you have a section

           6       towards the top dealing with the recording of

           7       antibiotics, and here you are focusing on the

           8       prescription charts themselves?

           9   A.  Yes.  As well as recording the reasons or the

          10       indications for starting antibiotics in the clinical

          11       notes, it is good practice to also record that on the

          12       prescribing charts as well.  That was not often done.

          13           In terms of the actual administration or recording

          14       of administration of antibiotics, there were frequent

          15       omissions.  In some cases, the reasons for omitting

          16       doses -- for example, the patient was nil by mouth --

          17       was recorded, but on many occasions there were no

          18       reasons for the omitted doses.

          19           The medicines policy states that that would count as

          20       a drug administration error and should have been

          21       reported.

          22   Q.  The final sentence, again in this head, where you

          23       indicate that, in some instances, a management plan to

          24       commence or withhold antibiotics was not followed with

          25       reasons for so doing documented poorly --
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           1   A.  Yes, on some occasions there was an intention to

           2       withhold antibiotics.  However, antibiotics were

           3       started, or "Stop antibiotics" and antibiotics weren't

           4       stopped.  Again, there may have been reasons for doing

           5       that, but again, they weren't documented.

           6   Q.  In the next section you are focusing on the antibiotic

           7       treatment for C. difficile itself.  What conclusions did

           8       you arrive at here?

           9   A.  In general, the antibiotic guidance for treatment of

          10       Clostridium difficile was followed.  However, the

          11       management of a patient with Clostridium difficile

          12       infection doesn't stop at starting a patient on

          13       metronidazole or vancomycin.  One should also conduct

          14       a review of the inciting antibiotics: do they have to be

          15       continued because you have to treat the patient's

          16       underlying infection; can they be modified; or can they

          17       be stopped outright?  There was less indication that

          18       that was occurring.

          19   Q.  You then have a fairly lengthy section dealing with the

          20       involvement of a microbiologist in the management of

          21       the patient, and you make a number of observations here.

          22       Can you summarise your conclusions for us in this

          23       context?

          24   A.  Yes.  I think the clinical duties of a microbiologist,

          25       the clinical liaison function, is an extremely important
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           1       function of the microbiologist and, included in clinical

           2       liaison, I would include ward visits, regular ward

           3       visits, particularly to patients with difficult

           4       infections, patients who are not responding to

           5       treatment.  For example, patients with

           6       Clostridium difficile infection.

           7           But I didn't find any entry in the medical notes by

           8       a microbiologist to indicate that they had actually been

           9       present on the wards during any of these nine cases.

          10   Q.  Was there some reference to microbiologists being

          11       involved in the records?

          12   A.  Yes.  There were several entries by medical staff

          13       reporting on discussions that they had had with

          14       microbiologists.  I think it's an important point to

          15       note that microbiologists are well aware that advice

          16       that they give over the phone can sometimes be

          17       misinterpreted.  It is quite a frequent finding that, if

          18       you give advice out of hours, for example, over the

          19       telephone, and you are on the ward the next day, what

          20       you are reported to have said in the notes can often

          21       bear no relation of your recollection of that

          22       consultation.

          23           So I think if you give advice over the telephone or

          24       out of hours, it is important to follow that up with

          25       a subsequent visit, to make sure that your advice is as
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           1       was recorded -- was as is recorded.

           2   Q.  Moving on to the second paragraph of this section, you

           3       begin by saying:

           4           "Frequently, patients were suspected of having

           5       C. difficile infection despite negative results for

           6       C. difficile toxin ..."

           7           You make a point, I think, about the possibility of

           8       false negatives.  How well known was it at this time,

           9       2007/2008, that there could be false negatives produced?

          10   A.  I think, when we're discussing false negatives, there

          11       are two aspects to that question.  There is the false

          12       negatives that might be generated by the inherent

          13       limitations within the test, and those have only really

          14       come to light within the last two or three years, with

          15       more studies published in this area.  So there are

          16       inherent limitations within the test which will produce

          17       false negatives.

          18           However, if there is a delay in a specimen being

          19       taken on the wards and being received in the laboratory,

          20       or a delay in the specimen, once it's arrived in the

          21       laboratory, being processed, that can, again, create

          22       a false negative.  Now, that is not an inherent problem

          23       with the test, that is a problem with the pre-testing

          24       phase.

          25           So I think, with that paragraph there, I was
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           1       particularly referring to the false negatives that would

           2       be generated by a prolonged time from obtaining the

           3       specimen to actually be tested in the laboratory.

           4   Q.  I think you did note that, in some instances, there were

           5       delays in specimen transport?

           6   A.  There were often several days.

           7   Q.  But to what extent should that have been focused upon

           8       and this second aspect of false negatives you have

           9       mentioned been considered?

          10   A.  Well, this issue of certainly delay in the specimen

          11       arriving in the laboratory after it had been taken in

          12       the lab could have been picked up by a number of

          13       different groups of personnel in the lab.  For example,

          14       the medical laboratory assistants who are booking the

          15       specimens in might have noted that there had been

          16       a delay; the biomedical scientists might have noted

          17       a delay; or the consultants themselves, when they were

          18       signing out or validating the reports, could have noted

          19       these delays.

          20           As part of clinical pathology accreditation,

          21       laboratories are required to audit what are called

          22       turnaround times and, again, it might have been picked

          23       up during regular laboratory audits, but I could find no

          24       indication that these delays had been acknowledged.

          25   MR KINROY:  My Lord, I wonder if we should just dot the I
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           1       there?  I take it that Professor Kerr is saying that,

           2       even in 2007/2008, delays in transport or processing

           3       were known to risk generating a false negative by the

           4       ELISA test.

           5   A.  Yes, I think the manufacturer's guidance on the test,

           6       the packaging, states that delays -- certainly state

           7       that specimens should be processed within a particular

           8       time, and that, if there was going to be a delay, the

           9       specimen should be refrigerated.  But I think that is in

          10       the manufacturer's documentation.

          11   MR MACAULAY:  I don't think I took you to this specifically

          12       yesterday, but we did look at this with, I think,

          13       Dr Connor.  If we look at the document, it's at

          14       GGC28100001.  We are looking at a document relating to

          15       the Clostridium difficile toxin test.  We can see

          16       towards the top right that this date of issue is

          17       12 September 2007.  Do you see that?

          18   A.  Yes.

          19   Q.  You will see it is for the Vale of Leven microbiology

          20       department.  This was something I think you looked at --

          21   A.  Yes.

          22   Q.  -- in preparation for giving your evidence.  If we turn

          23       to page 6, the section 7, "Limitations of examination",

          24       gives us some information about the test that was being

          25       used; is that correct?
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           1   A.  That's correct, yes.  This will have been using

           2       information provided by the manufacturer.

           3   Q.  I think we have focused before on the second bullet

           4       point, which reads:

           5           "Optimal results are obtained with samples which are

           6       less than 24 hours old.  Most specimens may be stored at

           7       2 - 8 degrees Centigrade for up to 72 hours before

           8       significant degradation of toxin is noted."

           9           Is that what you had in mind when you answered my

          10       learned friend's point?

          11   A.  Indeed.

          12   Q.  Moving on then to the final section of your overview

          13       report, where I think you give an overall conclusion and

          14       opinion, can you just then take us through this final

          15       section setting out your conclusions and opinions?

          16   A.  Yes, I start by commenting on the antimicrobial therapy.

          17       Clearly, in a situation where you are seeing a lot of

          18       Clostridium difficile infection, your antimicrobial

          19       stewardship activities need to be enhanced,augmented,

          20       reinforced.  By "antibiotic stewardship", I would mean

          21       a number of things.  For example, if you were conducting

          22       audits of compliance with the formulary or if you were

          23       getting information from your pharmacy colleagues about

          24       antibiotic use: is there a particular agent which is

          25       being used by particular wards; is one ward using a lot
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           1       of Augmentin, for example?  So what are your feedback

           2       mechanisms telling you?  Are they alerting you to any

           3       particular problem?

           4           In addition to that, if you are doing antibiotic

           5       ward rounds, are you increasing the number of those

           6       antibiotic ward rounds?  Should you be doing them daily?

           7       If you are not going antibiotic ward rounds, should you

           8       actually institute them?

           9           One of the problems, particularly in terms of

          10       attempting to increase compliance and appropriate use of

          11       antibiotics, is that you can say to people, "Look, you

          12       have got to do this", but I think it helps if you

          13       explain the reasons why you are asking them to do that.

          14       So I would include in antibiotic stewardship education,

          15       particularly of junior doctor prescribers, so where

          16       you're arranging meetings to reinforce the need for the

          17       antibiotic policy and Clostridium difficile infection.

          18           So I would take antibiotic stewardship to encompass

          19       all of those activities.

          20   Q.  In the second paragraph, I think you repeat what you

          21       have said about the documentation in the medical notes

          22       relating to the clinical indication for commencing on

          23       antibiotic therapy, and so on, and you thought that,

          24       generally, that and the reasons for changing therapy was

          25       frequently poor?
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           1   A.  Yes, and particularly when you're in a situation with

           2       increased Clostridium difficile infection, it is

           3       particularly important that you are able to justify why

           4       you are prescribing these agents.

           5   Q.  In the third paragraph, I think you are alluding there

           6       to the point you have already made about the delays that

           7       you saw may have taken place, and that they may have

           8       resulted in false negative results?

           9   A.  Yes, the delays may have resulted in false negatives,

          10       but even the specimens which were reported as positive,

          11       there was often a delay in commencing appropriate

          12       treatment for the C. difficile infection after

          13       a positive result was issued.

          14   DAME ELISH:  My Lord, on the particular aspect about the

          15       collection of faecal specimens which Professor Kerr

          16       refers to in the third paragraph of his conclusion,

          17       I wonder if he could indicate whether or not he has

          18       experience of patients explaining that they had had soft

          19       or liquid stools after the event and thereby, while

          20       awareness of the existence of the diarrhoea may be

          21       present for the nursing staff, the ability to actually

          22       collect the sample doesn't come until the next episode.

          23   LORD MACLEAN:  Do you understand that?  I'm not sure I do.

          24   DAME ELISH:  I think it could be summarised, my Lord, by

          25       "flushed away", basically.
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           1   MR MACAULAY:  I think the point is, if you have a patient

           2       who has a loose stool that has been flushed away and

           3       tells the nurse and then there is a gap until the next

           4       opportunity arises --

           5   A.  Yes, I understand the question now.  I think, when I am

           6       referring to specimen collection, I am referring to

           7       physical collection of specimens which have already been

           8       collected.  So physical removal of the specimens from

           9       the ward to the microbiology laboratory, not delay in

          10       a specimen -- collecting a specimen after a patient has

          11       started with symptoms.

          12           The specimen is there, sitting in the specimen

          13       container, but there is a delay in collecting that and

          14       taking it to the microbiology laboratory.  That is what

          15       I am referring to as "delay in specimen collection".

          16   Q.  Just on the other point, if you have a patient who

          17       starts with loose stools and you may suspect C. diff,

          18       you may not be able to take the first specimen, but if

          19       that patient has another episode of loose stools, then

          20       the opportunity would be there to take the next

          21       specimen?

          22   A.  Yes, this is sometimes a problem, particularly if

          23       patients are incontinent.  It sometimes can be very,

          24       very difficult to obtain a specimen.  So even though

          25       a patient starts with diarrhoea, it may be some time
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           1       before you are actually physically able to get

           2       a diarrhoeal stool specimen, yes.

           3   Q.  The next paragraph, you focus on the fact that the

           4       medical microbiologists were not on site, in the sense

           5       that they weren't based at the Vale of Leven Hospital.

           6       You say they were infrequently consulted on the

           7       diagnosis, antimicrobial therapy and response to

           8       treatment of C. diff and other infections.

           9           That is, I assume, a conclusion you come to on the

          10       basis of reading the records?

          11   A.  Yes.  There are references to discussions with the

          12       microbiologists in some of the notes, but often they're

          13       the basis of just a single consultation and there did

          14       not appear to be any follow-up with the consultant

          15       microbiologist.

          16   Q.  You indicate at the end that there was no record that

          17       the medical microbiologists were aware of delays in

          18       receiving, processing or reporting on faecal specimens

          19       submitted for C. difficile toxin testing?

          20   A.  That's correct.

          21   Q.  Would you have expected a microbiologist in the lab to

          22       have focused on this issue of delay or possible delay?

          23   A.  I think so.  You're in a situation where there's a lot

          24       of Clostridium difficile infection occurring.  You would

          25       want to know if further cases were occurring.  You need
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           1       to make the diagnosis as soon as possible, not just from

           2       the point of view of starting the patient on appropriate

           3       therapy, but from the point of view of instituting

           4       prompt infection control measures to stop the outbreak

           5       from spreading further.

           6           So, in any outbreak situation, you need to -- you

           7       would want to make sure that you are making -- you would

           8       want to reassure yourself that you knew of every single

           9       case finding and, if you were going to get a handle on

          10       the extent of an outbreak, then your diagnostic

          11       procedures need to be as robust as they can be.

          12   Q.  I think you have placed that answer in the context of

          13       there being an outbreak.  Let's assume for the moment --

          14       let's just make the assumption the microbiologist does

          15       not know that there is an outbreak.  Then what would the

          16       situation be in relation to focusing on the fact that

          17       there may have been delays in transport, and so on?

          18   A.  I think, from my point of view, it would have been

          19       apparent to the microbiologist -- the microbiology

          20       laboratory was generating a lot of positive results.

          21       The microbiologists were authorising those results.  The

          22       infection control nursing staff were being informed of

          23       those positive results.  I would have thought, on the

          24       basis of just the sheer number of positive results that

          25       the lab was generating, they realised that they were in
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           1       a situation where there was an increased incidence of

           2       Clostridium difficile infection, or a cluster of

           3       infection, or an outbreak, however you might want to put

           4       that.

           5   Q.  In the next paragraph, you, I think, are focusing on the

           6       role played by the infection control nursing staff; is

           7       that correct?

           8   A.  That's correct.

           9   Q.  What conclusions do you come to from what you read in

          10       the medical records?

          11   A.  Well, there's one instance where the infection control

          12       nurse had made an annotation in both the medical and the

          13       nursing notes for a patient with Clostridium difficile

          14       infection.  The remaining documentation was the

          15       infection control T Cards, and the detail in the T Cards

          16       was often very limited, and the number of entries

          17       relating to an individual patient were often

          18       infrequent -- sometimes a week or so apart.

          19   Q.  You, I think, also say towards the end here that you saw

          20       no record of liaison between infection control personnel

          21       and medical microbiologists regarding individual cases

          22       of C. diff?

          23   A.  Yes, that's correct.  The management of

          24       Clostridium difficile infection is multidisciplinary.

          25       You're looking at the antibiotic treatment of
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           1       the C. diff infection, you're looking at the patient's

           2       underlying clinical condition, is this severe infection,

           3       could this patient be developing colitis, what are the

           4       patient's nutritional needs?  Of course, there are the

           5       infection control issues.

           6           So it is a multidisciplinary approach to

           7       Clostridium difficile infection, and that requires close

           8       collaboration, particularly between infection control

           9       and microbiology.  In that respect, certainly some of

          10       the infection control T Cards stated that the nursing

          11       staff were actually informed by the ward of a positive

          12       C. diff result, and I would have thought it would have

          13       been more appropriate that that was the other way

          14       around, and that the infection control nurses would have

          15       been informed by the microbiologists or medical

          16       laboratory staff.

          17   DAME ELISH:  My Lord, on that particular point

          18       Professor Kerr raises about the appropriateness of that

          19       communication, if it was the case that the

          20       microbiologist, in the event of the single member of

          21       the infection control team, Nurse O'Neill, not being

          22       available, would have no option, there was no other

          23       member, would then directly contact the ward, would that

          24       explain why the ward was then communicating with the

          25       infection control rather than vice versa?
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           1           It seems to be because of the resource that is

           2       available.

           3   MR MACAULAY:  Yes, I think you can answer that.

           4   A.  Yes, thank you.  Yes, the microbiology laboratory can

           5       contact the ward out of hours, but there was an

           6       out-of-hours oncall infection control nursing rota,

           7       which I think is in the junior doctors' handbook, which

           8       states that infection control nurses can be contacted

           9       out of hours.

          10   Q.  I'm looking for the section, but I think in the lab

          11       procedures, it was suggested that the lab would contact

          12       the infection control nurse and the ward if there was

          13       a positive result.  Is that your recollection?

          14   A.  Yes.  The laboratory SOP states that the ward, the

          15       infection control nurse and I think the public health

          16       services are to be contacted with the positive result.

          17       The infection control policy states that the

          18       Vale of Leven infection control team can be contacted

          19       out of hours -- that's GGC0070007.

          20   Q.  Thank you.  If we then turn to your final paragraph, on

          21       page 4 of your report, what were your final thoughts,

          22       then, as you set them out there?

          23   A.  As I have mentioned earlier, the microbiology staff and

          24       the infection control nurses would have been aware of

          25       the large number of positive results that the lab was
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           1       generating at this point and, whether you define that as

           2       a period of increased incidence or a cluster of

           3       infection or an outbreak of infection, there was

           4       certainly a lot of Clostridium difficile infection

           5       around.

           6           In that sort of situation, one would acknowledge

           7       that particular situation and decide whether you needed

           8       to form an outbreak control team, whether you needed to

           9       inform the hospital management, for example.  You would

          10       certainly, at the very least, want to ensure that your

          11       infection control procedures were robust, particularly

          12       around the need to isolate patients, and if you had too

          13       many patients whom you couldn't isolate in single rooms,

          14       would you consider the possibility of cohorting

          15       patients?

          16           Again, in a situation where you seem to be having

          17       a lot of C. diff, you would want to really look at what

          18       you were doing in terms of antibiotic prescribing and

          19       your antibiotic stewardship: do you need, for example,

          20       just to say, "Right, okay, no more Augmentin unless on

          21       the say-so of a consultant microbiologist"?

          22           I could find no evidence that there were any of

          23       these responses, and no evidence that there was at least

          24       an acknowledgment that there seemed to be rather a lot

          25       of C. difficile cases being reported.
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           1   Q.  There, of course, the context of that answer was that of

           2       positive results.  What do you consider the

           3       microbiologist in the lab should do if he or she sees

           4       a significant number of requests for C. diff testing,

           5       but which produce negative results?

           6   A.  Yes.  Well, certainly, in some of the cases, patients

           7       were having persistent diarrhoea and the clinicians were

           8       repeatedly submitting tests for Clostridium difficile

           9       infection.  Those were often coming back negative, but

          10       such was the clinical suspicion that the patients were

          11       often started on metronidazole therapy empirically.

          12           Again, one would have expected a lot of requests,

          13       particularly on the same patient, occurring frequently,

          14       perhaps to have come to the attention of the laboratory

          15       staff.  It might not have come to the attention of

          16       the consultant microbiologists, as they may not have

          17       been reporting out on negative results, only on positive

          18       results, but one might have thought that would be picked

          19       up by the biomedical scientist staff.

          20           There is an issue around repeated sampling of

          21       specimens, but I think the loose stools policy and the

          22       C. diff policy actually stated that, if you send a test

          23       off and it is negative, then you should send at least

          24       two more specimens in the face of an initial negative.

          25           So if you were receiving lots of requests for
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           1       C. diff, even though they were negative, again, that

           2       sparks the suspicion that there is, by definition, a lot

           3       of diarrhoea on the wards and there may be a reason for

           4       that.

           5   MR MACAULAY:  Thank you very much indeed, Professor.  As

           6       you're aware, you have been sent questions that a number

           7       of the core participants have submitted.  There are also

           8       some questions which have more recently come in, which

           9       will be sent to you, and if I could ask you to supply

          10       the Inquiry with written answers to these questions as

          11       soon as you possibly can?

          12   A.  I will do.

          13   LORD MACLEAN:  Thank you for much indeed, Professor Kerr,

          14       for coming to give evidence, which, speaking for myself,

          15       I found very interesting indeed.  Thank you very much.

          16   A.  Thank you, my Lord.

          17                      (The witness withdrew)

          18   MR MACAULAY:  My Lord, the next witness I would like to call

          19       is Dr Louise Teare.

          20                     DR LOUISE TEARE (sworn)

          21                    Examination by MR MACAULAY

          22   MR MACAULAY:  Are you Louise Teare?

          23   A.  I am Louise Teare.

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

          25       present?
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           1   A.  I'm a consultant microbiologist in Mid Essex Hospitals

           2       NHS Trust.  I am the director of infection prevention

           3       and control for that trust, and I am also the infection

           4       control doctor for Mid Essex Primary Care Trust.

           5   Q.  If I could ask you to look at your CV, I will have it

           6       put on the screen, INQ02850001.

           7           If we turn to the second page of the CV, do you set

           8       out towards the top your qualifications?

           9   A.  That is correct.

          10   Q.  Can we note that you have your medical degree from the

          11       University of London?  That was in 1977; is that right?

          12   A.  Yes, that is correct.

          13   Q.  You have an MSc in medical microbiology from the London

          14       School of Hygiene and Tropical Medicine; that's 1982?

          15   A.  Yes, that is correct.

          16   Q.  I think we can also note in this list that you are

          17       a fellow of the Royal College of Pathology?

          18   A.  Yes.

          19   Q.  You then set out your professional experience and,

          20       bringing it up to date, and I think we see that you have

          21       been the infection control director for Mid Essex since

          22       2008.

          23           Can you give the Inquiry just a general

          24       understanding as to what your present duties are across

          25       the different functions that you hold?
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           1   A.  As the director of infection prevention and control for

           2       the trust, I am directly responsible to the chief

           3       executive for producing and implementing a strategy that

           4       provides for the trust compliance with the 2008 Health

           5       and Social Care Act.  In other words, that we have

           6       systems in place whereby we do our reasonable best to

           7       minimise the risk of infection to patients, staff and

           8       visitors.

           9           So, first of all, we have to have in place

          10       guidelines across the trust; secondly, we need to have

          11       systems in place which ensure that all staff engage

          12       with, understand and follow the guidelines; and,

          13       thirdly, we have to have evidence to demonstrate that,

          14       so that we have, for example, an ongoing infection

          15       prevention and control score card of key performance

          16       indicators, and I produce a monthly report to the board

          17       demonstrating compliance, or possibly, in some cases,

          18       non-compliance, and areas of non-compliance will be

          19       subject to a requirement to mitigate the risk and

          20       demonstrate that that has been done, and this is

          21       performance managed on a monthly basis.

          22   Q.  You are, of course, also a clinical microbiologist?

          23   A.  I am also a clinical microbiologist.

          24   Q.  I think that is a position you have held since 1985; is

          25       that correct?
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           1   A.  That is correct -- as a consultant.  Before that, I was

           2       a junior doctor in training.

           3   Q.  The hospital you are attached to, then, what hospital

           4       are you attached to as a consultant microbiologist?

           5   A.  I am.  I am attached to Broomfield Hospital in

           6       Chelmsford.

           7   Q.  What size of hospital is that?

           8   A.  It is about 380 beds.  It has regional burns and

           9       plastics; also regional head and neck and ENT services;

          10       it has a renal unit and is a busy district general

          11       hospital.

          12   Q.  Do you then, in that hospital, have both laboratory and

          13       ward duties?

          14   A.  My main duties are ward duties.  I spend most of my

          15       time, as a clinical doctor on duty, going around wards,

          16       being responsive to clinical queries, and I get involved

          17       with intensive care and burns unit ward rounds.

          18   Q.  You set out for us in your CV, if we look back to the

          19       screen, your membership of policy-making groups, and we

          20       can digest that for ourselves.

          21           You also indicate on page 3, towards the bottom,

          22       that you have contributed to a large number of

          23       professional publications.  I don't think you have

          24       produced that for us, but do I take it you have

          25       published in reputable journals, and so on?
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           1   A.  I have.  For example, I have been the author of a paper

           2       in the British Medical Journal looking at the

           3       implementation of an MRSA-free zone in orthopaedics.

           4   Q.  You do provide us with a list, if we turn to page 7 of

           5       your CV, moving through pages 7, 8, through to page 12,

           6       of various presentations that you have participated in;

           7       is that correct?

           8   A.  Yes.  That is correct.

           9   Q.  One thing I do want to ask you about is this: I do note

          10       from your CV that you are one of the authors of

          11       the Healthcare Commission report into the C. diff

          12       outbreaks at Maidstone and Tunbridge Wells that we have

          13       had some reference to in the Inquiry; is that correct?

          14   A.  That is correct.

          15   Q.  What was your role in that Inquiry?

          16   A.  I was one of the Inquiry team that visited the trust on

          17       a number of occasions, looked into what was going on at

          18       Maidstone, interviewing a number of individuals involved

          19       in the outbreak at the time.

          20   Q.  You participated in the writing of the report?

          21   A.  And I contributed -- well, I contributed to the writing

          22       of the report.

          23   MR PEOPLES:  My Lord, I wonder, before we pass on from the

          24       CV, if that is what my learned friend is going to do,

          25       Dr Teare said she had three roles, and I think one
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           1       covered the duties of two.  I'm not sure whether one

           2       covered the duties of the infection control doctor, and

           3       I wonder if she could perhaps tell us what additional

           4       responsibilities that role entails?

           5   A.  The director of infection prevention and control at the

           6       trust means that I have the strategic responsibility to

           7       actually produce the guidelines and demonstrate

           8       accountability for the trust.  As infection control

           9       doctor for the primary care trust, it is more an

          10       advisory role, and it is more of an operational role, as

          11       opposed to a strategic role.

          12   Q.  Can we leave your CV aside and move to look at your

          13       involvement in this Inquiry?  I think you were asked to

          14       look at the case records of a number of different

          15       patients and produce reports.

          16   A.  Yes.

          17   Q.  You looked at the case records of nine patients; is that

          18       right?

          19   A.  That is correct.

          20   Q.  You have produced a report in relation to each case?

          21   A.  Yes.

          22   Q.  I think you have also produced an overview report.

          23   A.  Yes.

          24   Q.  Can I just confirm with you that you have never worked

          25       in the Vale of Leven Hospital; is that right?
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           1   A.  I have never worked in the Vale of Leven Hospital.

           2   Q.  Have you ever visited the Vale of Leven Hospital?

           3   A.  No, I haven't.

           4   Q.  Were you supplied by the Inquiry team with some

           5       information as to what type of hospital the

           6       Vale of Leven was and, in particular, were you provided

           7       with the junior doctors' handbook?

           8   A.  I was provided with those details, yes.

           9   Q.  Perhaps just to remind you, then, of that, if we could

          10       look at GGC21720001.  We have that on the screen.  This

          11       first page of the document provides some information as

          12       to the size of the hospital at this time.  We can see it

          13       is described as having 180 beds, and also information as

          14       to the services it provided.  So you were provided with

          15       this documentation?

          16   A.  Yes, I was, yes.

          17   Q.  Were you also provided with documents that bore to be

          18       prescribing guidelines that may have been in place at

          19       the relevant times that we are interested in?

          20   A.  Yes, I was provided with the 2007 and 2008 antibiotic

          21       guidelines, and also some guidelines around empirical

          22       treatment.

          23   Q.  I don't propose to look at all of that.  But if we can

          24       perhaps select two or three of these, if we look at

          25       GGC18270001, we are looking here at the Greater Glasgow
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           1       and Clyde formulary, August 2007.  Was this one of

           2       the documents you were provided with?

           3   A.  It was, yes.

           4   Q.  If we could also look at GGC21790001, this, I think, is

           5       the Argyll and Clyde drug formulary for 2006.  Again,

           6       was this something you had sight of?

           7   A.  Yes, I had sight of this, yes.

           8   Q.  Perhaps one other document, GGC21760001, I think this is

           9       the North Glasgow Acute Hospital prescribing handbook

          10       for 2007/2008.  Again, was this something you had sight

          11       of?

          12   A.  Yes.

          13   Q.  Apart from these guidelines that might impact upon the

          14       approach to prescribing in the Vale of Leven, were you

          15       also provided with the infection control manual and

          16       certain policies from it?

          17   A.  Yes, I was.

          18   Q.  In particular, did you have sight of the C. diff policy

          19       from that manual?

          20   A.  Yes.  Yes, I did.

          21   Q.  Did you also have sight of the loose stools policy?

          22   A.  Yes.

          23   Q.  Did you also see materials relating to, for example, how

          24       the lab in the Vale of Leven was being managed?

          25   A.  Yes.
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           1   Q.  In particular, in relation to the management of

           2       C. difficile specimens?

           3   A.  Yes.  I saw that as well.

           4   Q.  Can I then move on from that and start to look at some

           5       of the cases that you looked at?  The first case I want

           6       to take you through is Isabella Cameron.  Your report

           7       for Mrs Cameron is at EXP01690001.  If we are looking at

           8       the front page of your report, Dr Teare, can we see that

           9       you have noted there that Mrs Cameron's date of birth

          10       was 31 January 1919, and that she died on

          11       14 January 2008?

          12   A.  Yes.

          13   Q.  If we look at the death certificate itself, and I will

          14       put that on the screen for you, SPF00060001, can we note

          15       that Mrs Cameron was 88 when she died on

          16       14 January 2008, and that she died in the

          17       Vale of Leven Hospital?  Do you see that on the death

          18       certificate?

          19   A.  Mmm.

          20   Q.  Can we also see that in the section dealing with cause

          21       of death, Clostridium difficile colitis has been entered

          22       there?  Is that correct?

          23   A.  Yes, that's correct.

          24   Q.  Can we then look at the body of your report and, if we

          25       can turn to page 4 of the report, you have here
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           1       a section headed "Medical history".  I think you begin

           2       your examination of the medical records by mentioning an

           3       admission to the Vale of Leven by Mrs Cameron on

           4       26 August 2008 (sic); is that right?

           5   A.  Yes, that's correct.

           6   Q.  Can we see that at (x) you have noted that she was

           7       discharged from Hospital on 26 September 2007?

           8   LORD MACLEAN:  It was 2007.

           9   MR MACAULAY:  Did I say 2008?

          10   LORD MACLEAN:  Yes.

          11   MR MACAULAY:  Yes, 2007.  26 September 2007, she was

          12       discharged.

          13   Q.  Just to clarify, the admission was on 26 August 2007?

          14   A.  2007, yes.

          15   Q.  Then at (xi) you focus on an admission to the hospital

          16       on 7 October 2007; is that right?

          17   A.  7 October 2007, admitted by the GP.  Yes.

          18   Q.  What was the reason behind that admission?

          19   A.  The patient had confusion, diarrhoea and foul-smelling

          20       urine, and the impression noted in the medical records

          21       at that time was a possible urinary tract infection, or

          22       possibly something related to the gastrointestinal

          23       tract.

          24   Q.  Just to move on quickly, is it the position that

          25       Mrs Cameron remained in hospital from 7 October 2007
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           1       until she died on 14 January 2008?

           2   A.  Yes, it does look as though -- yes, that does seem to be

           3       the case.

           4   Q.  I think you have noted on page 5, in the second-bottom

           5       entry, the date of death, and I don't think there was

           6       any suggestion that she'd been discharged at any point

           7       during that particular admission?

           8   A.  No, I think that's correct.

           9   Q.  If we turn to page 5 of your report, can we see there,

          10       at (xviii), (xxiii), (xxvi) and (xxviii), that

          11       Mrs Cameron tested positive for C. diff certainly on

          12       four occasions during the currency of this admission?

          13       I asked you to go to page 5.

          14   A.  She was positive 3/12/07 --

          15   LORD MACLEAN:  No, she was positive before that, if you look

          16       at --

          17   A.  Let me just get --

          18   LORD MACLEAN:  26/10/07, according to your summary.

          19   MR MACAULAY:  Probably, the easiest way for me to do this is

          20       to take you to page 5 of your report.

          21   A.  26/10/07 she was positive.

          22   LORD MACLEAN:  That's right.

          23   A.  3/12/08 she was positive.

          24   LORD MACLEAN:  3/12/07.

          25   A.  Sorry, 2007 positive, yes.  Yes, 2007.  Then we have
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           1       a stool sample taken on 2/1, received in the lab on 3/1,

           2       reported on the 7th, showing the presence of C. diff,

           3       and then we have a stool sample taken on the 8/1/08

           4       which showed the presence of C. diff.

           5   MR MACAULAY:  So we have, during this admission, four

           6       instances where Mrs Cameron tested positive for C. diff?

           7   A.  Correct.

           8   Q.  The last being shortly before she died on

           9       14 January 2008; is that correct?

          10   A.  Yes.

          11   Q.  Can I then take you to that section of your report,

          12       Dr Teare, where you review the antibiotic treatment that

          13       Mrs Cameron received in the Vale of Leven Hospital, and

          14       that is beginning on page 8 of your report.

          15           I think you touched upon this a few moments ago, but

          16       on admission, have you noted at (i) that Mrs Cameron was

          17       diagnosed with a urinary tract infection?  Is that

          18       correct?

          19   A.  She was diagnosed with a urinary tract infection.  I'm

          20       just looking to see -- she had a urine sample taken, and

          21       the urine sample, in fact, confirmed the presence of

          22       a fully sensitive coliform, so that diagnosis was

          23       correct.

          24   Q.  How was that managed?

          25   A.  The urinary tract infection was actually managed by
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           1       giving an antibiotic called levofloxacin, which is

           2       a quinolone antibiotic.

           3   Q.  I think this is something you do discuss on page 8 at

           4       (iv) in your report.  What view did you take of this

           5       prescription?

           6   A.  It's an antibiotic that's a very broad-spectrum

           7       antibiotic and, in that context, it is destructive to

           8       bowel flora, which is, of course, an important normal

           9       defence mechanism.  So it would have been possible to

          10       use a more narrow-spectrum antibiotic, such as

          11       trimethoprim, which would, in fact, have been in keeping

          12       with the guidelines we discussed earlier.

          13   Q.  What you say in your report, then, at (iv) is that, in

          14       your view, there was no clinical justification for the

          15       use of this particular antibiotic recorded in the

          16       medical notes, as to why there was a need to deviate

          17       from the guidelines; is that correct?

          18   A.  It seemed surprising that one would need such

          19       a broad-spectrum antibiotic, yes.

          20   Q.  What reasons could there be, if you were not to follow

          21       the first line of treatment and take this approach?

          22   A.  I think there may have been some consideration by the

          23       medical staff that, because of a possible

          24       gastrointestinal infection, quinolones were sometimes

          25       used in that situation.  So that could have been the
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           1       thought process behind the prescriber.

           2   Q.  Was that expressed in the notes?

           3   A.  I couldn't see that being expressed in the notes

           4       specifically, apart from the "?gastro" comment

           5       I indicated before, but I think that, as soon as the

           6       urine result had been obtained, one could have changed

           7       the antibiotics to a more narrow spectrum.

           8   Q.  If we then --

           9   DAME ELISH:  Sorry, may I just ask, my Lord, if Mr MacAulay

          10       could confirm, would that be the case, if the clinician

          11       was concerned about comorbidities other than the UTI,

          12       that that wasn't simply the full reason for her illness

          13       at that stage?

          14   MR MACAULAY:  You heard that question?

          15   A.  Yes, and that could well have been the justification for

          16       using the levofloxacin initially.  But once the

          17       diagnosis had been made by the laboratory, I think that

          18       diagnosis might have been reviewed.

          19   Q.  Reviewed to change to the trimethoprim?

          20   A.  Indeed.  Because there was confirmation of a urinary

          21       tract infection.

          22   Q.  Was it sensitive to --

          23   A.  It was fully sensitive to trimethoprim.

          24   Q.  In relation to the query over whether she had a chest

          25       infection -- or was it gastroenteritis you mentioned, or
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           1       was that a chest infection?

           2   A.  No, it was gastro -- it just said "?gastro", so it

           3       wasn't specific about exactly what was meant.  But

           4       I think that that could have been the reason why the

           5       levofloxacin was started.

           6   LORD MACLEAN:  Yes, in the first place.

           7   A.  Mmm.

           8   LORD MACLEAN:  But when the urine sample proved that there

           9       was a genuine urinary tract infection, there was no

          10       other reason to treat with levofloxacin?

          11   A.  Indeed.  That is what I'm saying.

          12   DAME ELISH:  My Lord, on that point, I had understood the

          13       patient had presented with diarrhoea as well as

          14       foul-smelling urine.

          15   LORD MACLEAN:  Yes.  She did.

          16   DAME ELISH:  Therefore, the urine sample itself would not

          17       have been the full story, presumably, if the doctor

          18       could confirm?

          19   A.  That, I think, is possibly why the levofloxacin was

          20       started in the first place, but I think that sometimes

          21       people have diarrhoea -- well, they have diarrhoea for

          22       all sorts of reasons, but I think, once the diagnosis

          23       had been made, then the treatment -- it would have been

          24       reasonable to modify the treatment after that point.

          25   MR MACAULAY:  If you turn to page 9 of your report, are you
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           1       able to tell us for how long the levofloxacin was

           2       prescribed?

           3   A.  I think the stop date -- it started on 7 October 2007,

           4       and my understanding was that it was discontinued on

           5       15 October 2007.  At some stage, it says "Carry on with

           6       levofloxacin until CRP comes down", but it was continued

           7       for -- as I say, from the 7th until the 15th.

           8   Q.  If we look at the results of the specimen at

           9       GGC00070123, are we looking here at the urine specimen

          10       that was collected on the day of admission,

          11       7 October 2007?

          12   A.  Mmm, and it was processed promptly and reported

          13       promptly, so that it would have been possible to have

          14       that assessment on 9 October.

          15   Q.  There is no reference to levofloxacin at all in the

          16       antibiotics listed to which the bacteria was sensitive;

          17       is that correct?

          18   A.  No, one might have implied from the ciprofloxacin

          19       sensitivity that it would also be sensitive to

          20       levofloxacin.  It is also a fully sensitive E. Coli, so

          21       one would expect that it would be sensitive.

          22   Q.  Once the result has come through and trimethoprim, which

          23       we have seen from the guidelines is the first choice

          24       antibiotic, then it would seem that the levofloxacin

          25       was, nevertheless, continued for some days after that;
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           1       is that correct?

           2   A.  Yes.  That just indicates maybe that there wasn't review

           3       at that time in relation to the results.

           4   Q.  If we then go back to page 9 of your report, you do note

           5       at (ix) that, on 2 December, Mrs Cameron's inflammatory

           6       markers were noted to have increased; is that right?

           7   A.  Correct, yes.

           8   Q.  I think you have also noted that the medical notes

           9       recorded that, on examination, she was dehydrated; is

          10       that --

          11   A.  Yes.

          12   Q.  At this time, she had had C. diff in October by now; is

          13       that right?

          14   A.  She'd had C. diff in October; that's right.

          15   Q.  The focus on 2 December, that, I think, is at a time

          16       when, once again, she subsequently tests positive for

          17       C. diff; is that correct?

          18   A.  Yes.  It is a question of thinking about the diagnosis

          19       again, because Clostridium difficile causes inflammation

          20       of the bowel, inflammation of the mucosa lining the

          21       bowel, and this may result in raised markers for

          22       infection -- for example, white cell count and

          23       C-reactive protein -- so that it would have been

          24       reasonable to consider a diagnosis of colitis, having

          25       had this diagnosis before.
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           1   Q.  If we read on to page 10, then, at (xii), what was the

           2       response to the signs of infection that you had noted on

           3       the previous page?

           4   A.  The response to the signs of infection was that an

           5       antibiotic called meropenem was started.  Meropenem is

           6       a broad-spectrum antibiotic, and this would have covered

           7       Gram-negative organisms, in particular.

           8           Now, whether the advice was in relation to a raised

           9       CRP and a raised white cell count alone, or whether it

          10       was in the context of previous Clostridium difficile is

          11       very difficult for me to say, because, sometimes, when

          12       consultant microbiologists are asked about such cases,

          13       the full clinical context is not always given.  So that

          14       is why it is important to actually go and see the

          15       patient, if you have the opportunity, and go through the

          16       notes, and actually understand the full clinical

          17       context.

          18           So, for example, if Dr Adrian had just been told,

          19       "We have got a sick patient with a raised CRP and

          20       a raised white cell count", possibly using meropenem in

          21       that situation would have been a very reasonable

          22       response.  He might have thought -- he might have

          23       appreciated the previous Clostridium difficile and been

          24       concerned about -- if you have a colon that is inflamed,

          25       you can get leakage of organisms from the colon into the
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           1       circulation, so it is possible that Dr Adrian was

           2       concerned about Gram-negative sepsis in that situation,

           3       for which meropenem would have been very appropriate.

           4           But another possible diagnosis at that time, if not

           5       probable diagnosis, was that this is a recurrence of

           6       Clostridium difficile colitis, for which maybe

           7       metronidazole or vancomycin alone would have been quite

           8       appropriate.

           9   Q.  I think the point you are making here in this paragraph

          10       is that you have ventilated the possibilities, but there

          11       is no explanation given in the records as to why the

          12       meropenem was chosen?

          13   A.  Indeed.  It is very important, whenever antibiotics are

          14       used, that there is clinical justification.  Antibiotics

          15       are necessary on clinical grounds, but they do need to

          16       be justified.

          17   DAME ELISH:  My Lord, on this particular point, again, if

          18       Mr MacAulay could confirm whether the absence of

          19       diarrhoea at this stage might well have not raised

          20       a suspicion of colitis?

          21   A.  It is possible that -- that really emphasises the point

          22       I was making before in relation to understanding the

          23       complete clinical context of the patient, and within

          24       that is the possibility that, in some patients with

          25       severe Clostridium difficile colitis, you actually don't
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           1       have diarrhoea, you actually have what is called

           2       a paralytic ileus, where the colon is so badly damaged

           3       that it just doesn't function in the normal way, and so

           4       you actually don't have diarrhoea.

           5   LORD MACLEAN:  You say that at the top of page 10 --

           6   A.  Indeed.

           7   LORD MACLEAN:  -- in (x).  That is exactly what you have

           8       said.

           9   A.  So that was another possible explanation.

          10   MR MACAULAY:  My Lord, if we are having a break, that might

          11       be an appropriate point.

          12   (11.20 am)

          13                         (A short break)

          14   (11.50 am)

          15   MR MACAULAY:  If I can take you back to page 10 of your

          16       report -- we have that on the screen at the moment --

          17       before the break, we were looking at the prescription of

          18       the meropenem.  I want to take you to the clinical notes

          19       where there is some discussion in relation to this.

          20           If we can look at the medical records at

          21       GGC00070028, we have a note here for 2 December 2007,

          22       by the junior doctor, and he begins the note by

          23       indicating, "Inflammatory markers are up", and he notes

          24       the white cell count and the CRP.

          25           Then, if we read, "Discussed SHO + microbiologist
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           1       (Dr Adrian)", you thought that was:

           2           "Though risk of reactivating C. diff.  Needs

           3       broad-spectrum antibiotics at moment.  Plan:

           4       meropenem ..."

           5           Then there is given the dosage.  On dosage, how does

           6       one interpret that?

           7   A.  I think, at that point in time, there was concern about

           8       the raised inflammatory markers: namely, the C-reactive

           9       protein and the white cell count.  My impression from

          10       the notes was that there was concern from the junior

          11       doctor that there might be some sepsis possibly caused

          12       by a Gram-negative organism.

          13           He says -- here it is broad-spectrum antibiotics,

          14       but possibly the impression given to the microbiologist

          15       was that there was some sepsis.  Clearly, the

          16       microbiologist was giving consideration to the previous

          17       Clostridium difficile, and I think it was, at that point

          18       in time, reasonable to use an antibiotic that covered

          19       Gram-negative organisms, even if there had been C. diff

          20       infection, for the reason I mentioned earlier: because,

          21       in having inflammation of the lining of the colon, you

          22       can get trans-location, in other words, seepage, of

          23       Gram-negative organisms into the systemic circulation.

          24           So it probably was, at that point in time, quite

          25       reasonable to use meropenem, and it does say in the
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           1       notes, "For senior review tomorrow".

           2   DAME ELISH:  My Lord, on that particular point that Dr Teare

           3       raises regarding the junior doctor's concerns about

           4       a possible sepsis, would Dr Teare know -- it may have

           5       been UK-wide, or perhaps only in Scotland -- whether or

           6       not, in 2007, there was a very considerable campaign

           7       about undiagnosed sepsis and that that was at the

           8       forefront of many of the clinicians' minds at that

           9       particular time?

          10   LORD MACLEAN:  That is a very broad question, which there

          11       should be notice of, in my view.  Mr MacAulay?

          12   MR MACAULAY:  Yes, I think in fairness to Dr Teare, if my

          13       learned friend were prepared to put that as one of her

          14       written questions, it might be more appropriate.

          15   LORD MACLEAN:  I agree.

          16   DAME ELISH:  I will do that, my Lord.

          17   MR MACAULAY:  If I take you back to your report at page 10,

          18       this is (xii), where you say:

          19           "After discussion with a microbiologist (Dr Adrian),

          20       meropenem was initiated.  There was no rationale in the

          21       clinical records for this choice of antibiotic."

          22           Do I take it from the answer you gave a moment ago

          23       that, having regard to this note, in the circumstances

          24       it may have been appropriate to prescribe

          25       a broad-spectrum antibiotic at this time, standing the
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           1       inflammatory markers?

           2   A.  That is correct.  I think the point I am trying to make

           3       in this particular paragraph is that, whilst it was

           4       a reasonable choice, there should have been

           5       justification in the medical notes so that we could

           6       actually see that this was the reason for its use.

           7   Q.  I think we do see -- it is within the context of

           8       a discussion that there was concern about the

           9       reactivation of C. diff.  So that was fed into the

          10       discussion, it would appear?

          11   A.  Yes, but no consideration of possibly covering for

          12       Clostridium difficile was given, so that, for example,

          13       one might have added in metronidazole at this point in

          14       time to cover for that possibility.

          15   LORD MACLEAN:  We see what the SHO has written.  You say

          16       that about metronidazole, but if I have got this right,

          17       at that time she was not regarded as having

          18       C. difficile.  It is implied, isn't it?

          19           The SHO writes, "Though risk of reactivating

          20       C. diff", so that consideration was taken into account;

          21       not that they needed to treat C. diff, which is what you

          22       just mentioned a moment ago.  "Needs broad-spectrum

          23       antibiotics at moment", because of whatever it was they

          24       suspected, which is this drug, meropenem, in one dosage.

          25       Is that right?  Do you fault that?
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           1   A.  I think the problem is not considering

           2       Clostridium difficile as a disease in its own right and

           3       not considering that diagnosis.  I think they were

           4       possibly panicking a little bit about the raised

           5       inflammatory markers without understanding that raised

           6       inflammatory markers might be caused by

           7       Clostridium difficile.

           8           They did mention "senior review tomorrow", but

           9       what -- as I say, the concern I would have here is that

          10       Clostridium difficile was not considered as a possible

          11       diagnosis at this point in time for the raised

          12       inflammatory markers.

          13   LORD MACLEAN:  That is clear.  I mean, they didn't think

          14       they were looking at a patient with C. difficile.

          15   MR PEOPLES:  My Lord, I wonder if that is correct, because

          16       the plan does seem to be to take a stool for C. diff

          17       toxin, which would suggest there was a suspicion that

          18       there's a problem at that time.  So it may be that it

          19       was in mind, but for reasons which are not perhaps

          20       clear.

          21   LORD MACLEAN:  What is your comment on that?

          22   A.  If they seriously thought that Clostridium difficile was

          23       the cause of the raised inflammatory markers, meaning

          24       that there would be quite serious inflammation of

          25       the colon, then there should have been some action
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           1       immediately to deal with it, on clinical grounds.

           2   MR MACAULAY:  Would you have expected to see evidence here

           3       of a clinical examination -- by that I mean a physical

           4       examination -- of the patient's abdomen, for example, to

           5       see whether or not it was distended?

           6   A.  I think in a patient where there is possible sepsis,

           7       then a full clinical examination, including the abdomen,

           8       should always be done, yes.

           9   Q.  I think that is something you said earlier in your

          10       report; is that right?

          11   A.  Yes.

          12   Q.  Is there any evidence here of that, within this context

          13       of a discussion about C. difficile?  Is there any

          14       evidence in the note we are looking at of the sort of

          15       clinical examination that you envisage?

          16   A.  No, there is not.

          17   Q.  What I was going to ask you as well is, I think you say

          18       in your report that you were not able to find a drug

          19       chart to comment on the dose or duration, but what do we

          20       take from the note itself as to what was proposed, the

          21       plan for meropenem?  Can you just interpret that for us?

          22       If we can highlight that in the notes.  If we look at

          23       the clinical notes:

          24           "Plan: meropenem 1g", is it?

          25   A.  1 gram three times a day.  In fact, they had -- I think
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           1       that that implies that they had started meropenem as

           2       a regular prescription.  One gram three times a day --

           3       in other words, eight-hourly.  That is a reasonable dose

           4       to use.  They make it clear that they feel that there

           5       should be some senior review tomorrow, suggesting

           6       uncertainty about the diagnosis.

           7   Q.  When that happened, when Dr Akhter -- we see this on the

           8       screen -- reviewed, he noted the loose stools, and the

           9       plan involves stopping the antibiotics; is that right?

          10       Is that correct?

          11   A.  That's my understanding from the notes.

          12   Q.  So, although we haven't seen a drug chart, the

          13       suggestion here is that the antibiotics may have been

          14       stopped the following day, that's 3 December?

          15   A.  That's my understanding; correct.

          16   Q.  Then, if we go back to your report -- and we do know

          17       that Mrs Cameron did test positive for C. diff at about

          18       this time -- turning back to page 10 of your report, and

          19       (xv), you say that the meropenem would have contributed

          20       to the exacerbation of C. diff at this time; is that

          21       right?  Is that because it is broad-spectrum, as you

          22       have indicated?

          23   A.  Yes.  I mean, the use of meropenem would have destroyed

          24       bowel flora further, but, of course, she already had

          25       Clostridium difficile, as we know, at that time.  So it
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           1       is possibly a minor point.

           2   Q.  Indeed, the meropenem may only have been prescribed for

           3       a day?

           4   A.  Indeed.

           5   Q.  In relation, then, to your review of the prescription of

           6       antibiotics for conditions other than C. diff, can we

           7       take it that you have focused on the levofloxacin, as we

           8       mentioned before the break, and also the meropenem?

           9   A.  Yes.

          10   Q.  If we then move on to the next section of your report,

          11       page 11, where you are looking at Mrs Cameron's -- the

          12       review of Mrs Cameron's diagnosis and treatment for

          13       C. difficile, I think in the first admission that you

          14       touched upon very briefly this morning there was no

          15       evidence of any issues with C. difficile infection; is

          16       that right?  That's the admission in August 2007.

          17   A.  Yes.  I think that's correct, yes.

          18   Q.  In connection with the admission in October 2007,

          19       I think, as you have explained, particularly with the

          20       levofloxacin, Mrs Cameron was given a broad-spectrum

          21       antibiotic, a quinolone, which would have had the effect

          22       of making her susceptible to C. diff; is that right?

          23   A.  When Mrs Cameron came in, she had, as we have discussed,

          24       evidence of a urinary tract infection.  So she needed

          25       antibiotics for good clinical reasons, and any
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           1       antibiotics would have had some destruction on bowel

           2       flora.

           3   Q.  Let's then look at the first positive result.  If we

           4       look at the microbiology report, you discuss this at (v)

           5       and (vi) on page 11.  It is at GGC00070120.  Can we see

           6       that we don't have a collection date, but the report was

           7       received by the lab on 26 October, and this is

           8       a positive result?

           9   A.  Yes.

          10   Q.  Do you note in (vi) that metronidazole was started on

          11       26 October, the same day as the receipt of the specimen

          12       in the lab?

          13   A.  This would have been done on clinical grounds, and that

          14       was very reasonable.

          15   Q.  If we turn to the infection control card, at

          16       SPF00450001, do we note, in fact, that, on the 26th,

          17       the note is, "Contacted by ward.  Patient positive CDT.

          18       Asked staff to isolate"?  So it would appear the ward

          19       were aware, as at the 26th, that Mrs Cameron was

          20       positive; is that right?

          21   A.  Yes.

          22   Q.  If we just look at paragraph 8 on this page of your

          23       report, what is the point you are making there in

          24       relation to the importance of C. difficile as a clinical

          25       diagnosis?  I take this from you now, because I think
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           1       you do repeat this in some of your other reports.

           2   A.  Clostridium difficile, as we know, can range from being

           3       an asymptomatic carrier to causing severe disease and

           4       death.  It is potentially a very important diagnosis.

           5       It very often requires ongoing management, and it

           6       therefore needs to be, as we have said, diagnosed in its

           7       own right and, once diagnosed, managed in its own right,

           8       over a period of time, bearing in mind the context of

           9       what is going on clinically and other drugs that

          10       a patient is on and the effect, maybe, that the patient

          11       is having on others around them; for example, the

          12       presence of diarrhoea.

          13   Q.  Perhaps jumping ahead, having considered the cases you

          14       have looked at, were you able to come to any conclusion

          15       as to what the approach was in the Vale of Leven to this

          16       aspect of management?

          17   A.  I think that, very often, the results were communicated

          18       by junior members of staff, for example, infection

          19       control nurses, laboratory staff and maybe junior nurses

          20       on the wards.  So that there wasn't the sort of

          21       engagement of senior clinicians that one would hope for.

          22           A senior clinician looking after the patient, in

          23       understanding that the patient is positive or has been

          24       positive for Clostridium difficile, may then be

          25       influenced by that in terms of their ongoing management
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           1       plan, any antibiotics they need to use, for example, and

           2       any, perhaps, recurrence of loose stools that the

           3       patient may have, and the infection control team would

           4       also be an important part of that in relation to

           5       ensuring that any ongoing or recurrent diarrhoea was

           6       addressed and the risks to others minimised at the

           7       earliest opportunity.

           8   Q.  If we focus then, again, on Mrs Cameron, page 12 of your

           9       report, I think, as we saw, the initial treatment was

          10       metronidazole, and that would be in accordance with the

          11       guidelines; is that right?

          12   A.  Yes.

          13   Q.  But you tell us that, on 1 November, after a discussion

          14       with Dr De Villiers, that the metronidazole was

          15       discontinued and oral vancomycin was initiated; is that

          16       correct?

          17   A.  Yes, that's right.

          18   Q.  You consider that was good practice?

          19   A.  Yes, indeed.  There is good evidence in the literature

          20       that, in patients with more severe infection with

          21       Clostridium difficile, vancomycin is a superior

          22       antibiotic.

          23   DAME ELISH:  My Lord, I hesitate to interrupt, but perhaps

          24       if my learned friend could confirm whether Dr Teare can

          25       tell us the date of that understanding of
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           1       the superiority of vancomycin in terms of

           2       the literature?

           3   LORD MACLEAN:  Can you put that in context?

           4   A.  The literature giving that information was published in

           5       the Maidstone report in 2006.

           6   MR MACAULAY:  If we turn to page 13 of your report, then,

           7       I think your conclusion in relation to this first

           8       episode of C. diff at (xvi) towards the top of the page

           9       is that Mrs Cameron's C. diff infection at this point in

          10       time was -- the management was consistent with good

          11       practice?

          12   A.  Yes.

          13   Q.  As we have noted, on 2 December, Mrs Cameron's

          14       inflammatory markers were noted to be increased, and we

          15       have already discussed the meropenem.  But, again,

          16       I think she diagnosed positive for C. diff.  If we look

          17       at the report from the lab in the medical records at

          18       page 116, here we have a specimen collected on

          19       3 December, received by the lab on 3 December, and it is

          20       a positive result; is that correct?

          21   A.  Yes.

          22   Q.  I think this is something you discuss on page 13.

          23       Moving on to page 14, in relation to the treatment,

          24       then, for this second diagnosis, how was that managed?

          25   A.  The consultant microbiologist was consulted, and he
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           1       advised 250mg of oral vancomycin and also probiotics,

           2       but the vancomycin didn't actually get started until

           3       6/12/07.

           4   Q.  What was the nature of the delay, then, if that is the

           5       position?  We have seen that the specimen was collected

           6       on 3 December and received by the lab, I think, on the

           7       same day; is that right?

           8   A.  Yes, it was received on 3 December 2007.

           9   Q.  If we look at the records, if you look at the infection

          10       control card,SPF00450001, can we see here that against

          11       the date for 5 December there is a note:

          12           "Informed by lab staff patient positive again."

          13           There is some discussion then about the oral

          14       vancomycin; is that correct?

          15   A.  That is correct.  It might have been reasonable to take

          16       the stool sample on the 3rd and start antibiotics

          17       empirically, bearing in mind the previous history of

          18       this case.

          19   Q.  Do you consider there was a delay in the receipt of

          20       the specimen in the lab on the 3rd and, if this be

          21       correct, intimation that it is a positive result on the

          22       5th, so a two-day gap?

          23   A.  I think 3 December should have been the day when action

          24       was taken on the basis of this patient's clinical

          25       presentation.
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           1   Q.  I understand that point.  If the sample is received by

           2       the lab on the 3rd, would you expect the infection

           3       control nurse to be told before the 5th that it was

           4       a positive result?

           5   A.  The infection control team might have been involved in

           6       terms of the patient having diarrhoea and having had

           7       Clostridium difficile previously and, therefore, might

           8       have, on empirical grounds, made a judgment that this is

           9       likely to be Clostridium difficile again.

          10   Q.  I haven't made my question clear.  Do you see that there

          11       is a delay between the receipt of the specimen in the

          12       lab on 3 December and the report that it is positive on

          13       the 5th?

          14   A.  Yes.

          15   Q.  If we look at the nursing notes at page 186, can we note

          16       for 6 December, under the heading "Ward round" at 10.30,

          17       that it is now that there is a note made, "C. diff

          18       positive again.  Dr Khan spoke to microbiologist.  To

          19       commence vancomycin four times daily."

          20           Do you see that?

          21   A.  Yes.

          22   Q.  First of all, was it appropriate to prescribe

          23       vancomycin?

          24   A.  Yes, it was very appropriate.  He had increased the dose

          25       as well.  So, yes, that was absolutely correct.
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           1   Q.  I think your point is that that really should have

           2       started sooner than the 6th?

           3   A.  Yes, I think so.

           4   Q.  If we then move on to page 14 of your report, at

           5       (xxviii), I think, again, you observe that there was

           6       a further specimen taken for analysis; is that right?

           7   A.  Yes, that's right.

           8   Q.  If we look at the microbiology report that we will find

           9       at page 115, I think we see the collection date is

          10       the 2nd, received by the lab on the 3rd and officially

          11       reported on the 7th.  Can we see here that, again, this

          12       is a positive result; is that right?

          13   A.  Clostridium difficile toxin A/B detected, yes, correct.

          14   Q.  A positive result.  Can we also put beside that on the

          15       screen page 119 of the records?  Do we have here

          16       a specimen that was collected the following day, on

          17       3 January, received by the lab on the 4th, and this says

          18       that the toxin is not detected?

          19   A.  That is correct, yes.

          20   Q.  Is this something you discuss towards the bottom of

          21       page 14 and towards the top of page 15 of your report?

          22       If I can ask you this: if you look at the bottom of

          23       page 14, you make reference to the infection control

          24       card and what is contained on that, and you then, at

          25       (xxxiii), make note of a conversation with the infection
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           1       control nurse that the sample of the 2nd was only

           2       slightly positive.  Do you see that?

           3   A.  Yes, I do.

           4   Q.  You make some comments about that.  What observations do

           5       you make in relation to what you were able to take from

           6       the records?

           7   A.  The standing operating procedure from the laboratory is

           8       that a sample is either positive or negative.  It is not

           9       slightly positive.  My concern here is that there may

          10       have been some confusion, and that communication was

          11       happening at a level between the infection control nurse

          12       and the ward without clarity of what should actually be

          13       done in terms of management.

          14           A sample is only a sample, and tests -- there are

          15       vagaries of microbiology testing, and there are false

          16       positives and false negatives, so that, really,

          17       a clinician needs to manage a patient on clinical

          18       grounds.

          19   Q.  What you tell us in your report at (xxxiv) is that the

          20       result from the 2nd should have been available and oral

          21       vancomycin restarted; is that right?

          22   A.  Correct.

          23   Q.  Would that have been the appropriate response?  You say

          24       it was never, in fact, restarted and the use of

          25       metronidazole was delayed until 9 January; is that
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           1       correct?

           2   A.  Yes.

           3   Q.  Why was that?

           4   A.  I don't know why that was the case.

           5   Q.  If we look at the infection control card, at

           6       SPF00450001 -- and I think this is what you mention in

           7       your report, but it is the last few lines on that page,

           8       for 4 January.  Can we read:

           9           "Specimen sent as part of outbreak.  Was weak

          10       positive for C. diff and following one negative.  Staff

          11       report now soft stool."

          12           That is what has been noted, so there is the

          13       contradiction in specimens?

          14   A.  My suspicion is that the staff were -- the infection

          15       control staff were focusing on a norovirus outbreak at

          16       this time, and that is what they referred to, perhaps

          17       taking their eye off the ball in relation to this

          18       particular patient and her Clostridium difficile.

          19   Q.  Going back, then, to page 15 of your report, as you have

          20       explained at (xxxvi), the toxin is present or not and

          21       there should have been a response to the positive

          22       result?

          23   A.  Yes.

          24   Q.  Then, finally, if we look at the final positive result,

          25       if you turn to page 114 of the records, do we have here
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           1       a report of a sample collected on 8 January, it is

           2       received on the same day and, again, this is a positive

           3       result?

           4   A.  Correct.

           5   Q.  What was the response to this particular finding?  If

           6       you turn to page 16 -- first of all, at the bottom of

           7       page 15, I think you discuss this report.

           8   A.  Yes.

           9   Q.  Then, at the top of page 16, you note that Dr Khan

          10       reviewed the patient and indicated that she was not for

          11       active treatment; is that right?

          12   A.  Yes.  My understanding is that treatment was not

          13       subsequently administered.

          14   Q.  Why was that?

          15   A.  I can only assume that Dr Khan had reviewed her and

          16       indicated not for active treatment.

          17   Q.  If we turn to page 25 of the clinical notes --

          18   A.  There was actually diarrhoea noted on the 7th, and

          19       metronidazole was initiated between the 9th and the

          20       14th.

          21   Q.  That is the point I was going to take from you.  Where

          22       do you mention that in your report?

          23   A.  Paragraph (xxxii).

          24   Q.  Yes, the metronidazole was started after the delay we

          25       mentioned before, and that was on 9 January?
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           1   A.  Yes.

           2   Q.  If I look at the clinical notes at page 25, can we see

           3       that, for the 9th, and it seems to be Dr Khan, the plan

           4       after a discussion was to add metronidazole?

           5   A.  That's correct.  So that was given between 9 and

           6       14 January 2008.

           7   Q.  That is the date that Mrs Cameron died?

           8   A.  Right.

           9   Q.  I think you can take it that that is the position.

          10   A.  Yes.

          11   Q.  We see that written in the notes.

          12           So the metronidazole, when it was given --

          13       I understand the point you make about the delay -- was

          14       that an appropriate response to this diagnosis?

          15   A.  In view of what had gone before, one might have

          16       considered the use of oral vancomycin because of its

          17       known superiority.

          18   Q.  But then, was the metronidazole appropriate?  Although

          19       one could have considered the vancomycin, do you

          20       consider that metronidazole was appropriate or

          21       inappropriate?

          22   A.  It was appropriate, but I suspect vancomycin may have

          23       been superior.

          24   LORD MACLEAN:  It is a little odd, isn't it?  Because she'd

          25       been on oral vancomycin previously -- in the same month,
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           1       I think.

           2   A.  Yes.

           3   LORD MACLEAN:  Why would one go back to the somewhat

           4       less-effective but not inappropriate drug: namely,

           5       metronidazole?

           6   A.  That is --

           7   LORD MACLEAN:  That is what you are musing about?

           8   A.  That is indeed what I wondered.  Clostridium difficile

           9       is a spore-forming organism, so spores germinate at

          10       different times, and that is why you do tend to get

          11       recurrence like this.

          12   LORD MACLEAN:  We know that she died as a result of

          13       the Clostridium difficile, because that is the cause of

          14       death, colitis.

          15   A.  Yes.

          16   LORD MACLEAN:  So by the time it got to the 9th, or the 8th,

          17       perhaps, and the sample was positive, this patient must

          18       have been very ill indeed.

          19   A.  Yes.

          20   LORD MACLEAN:  So, in that situation, why weren't the utmost

          21       steps taken to try to control the disease?

          22   A.  I agree, and one might have considered, for example,

          23       adding in -- some people might have used the higher dose

          24       of vancomycin in addition to rifampicin, which, in the

          25       literature, has been shown to be a good combination in
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           1       very difficult cases.

           2   LORD MACLEAN:  What I am not quite clear about, actually, is

           3       when the decision was made not to treat further.

           4   MR MACAULAY:  Yes, I can take that.  If we look at the

           5       medical records we have on the screen, can we see on the

           6       14th that certainly -- this appears to be Dr Akhter --

           7       "Remains unwell.  For TLC.  Not for any active

           8       treatment".

           9   LORD MACLEAN:  Yes.

          10   MR MACAULAY:  And diamorphine.  That is the day the patient

          11       died.

          12   A.  Yes.  Of course, there would also be the question of

          13       the duty to reduce the risk to others around them.  So

          14       that, even although there may not have been active

          15       treatment for Mrs Cameron, there would have needed to be

          16       due consideration given to the fact that she was

          17       Clostridium difficile positive and all the measures in

          18       place to reduce risk.

          19   Q.  You do talk about this in your report.  That would

          20       include isolation --

          21   A.  Yes.

          22   Q.  -- from other patients?

          23   A.  Yes, it would.

          24   DAME ELISH:  My Lord, I wonder, on the point which my Lord

          25       has raised regarding the knowledge of the superior value
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           1       of vancomycin, and Dr Teare earlier established that it

           2       had been referred to in a report in 2006, if it is the

           3       case that there was a Cochrane systemic review carried

           4       out in 2007 which established that metronidazole was as

           5       effective as vancomycin at that stage, might that, other

           6       than for microbiologists, have created some degree of

           7       confusion about the efficacy of the two?

           8   LORD MACLEAN:  The question raises the matter of there being

           9       a systemic review carried out in 2007 which established

          10       that metronidazole was as effective as vancomycin.  Is

          11       that within your experience and knowledge?

          12   A.  I think for fairly straightforward cases, that is

          13       absolutely true, and the thing about

          14       Clostridium difficile, that it does range from being

          15       a fairly innocuous disease that just causes a bit of

          16       diarrhoea and metronidazole might be totally

          17       appropriate, to a disease where the toxin formation

          18       causes inflammation of the mucosal lining of the colon

          19       and the associated dehydration, renal failure, and so

          20       on.

          21           So I think it is a balance.  It is a clinical

          22       judgment, as in so much of medicine, that a judgment has

          23       to be made in the context of the clinical circumstances.

          24       But certainly there is, as well as that systematic

          25       review, considerable evidence that, in severe cases,
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           1       vancomycin is superior.

           2   LORD MACLEAN:  That is your experience?

           3   A.  Yes.

           4   LORD MACLEAN:  As from at least 2006?

           5   A.  Yes, it is.

           6   MR MACAULAY:  I think the context of my learned friend's

           7       question was under reference to the Cochrane database.

           8       Are you familiar with the Cochrane database?

           9   A.  I am familiar with that.

          10   Q.  It may be that if my learned friend wishes to frame the

          11       question in a written form, we might perhaps get you to

          12       answer that under reference to the database itself?

          13   A.  I'd be very happy to.

          14   Q.  Can I ask you this: if you start a patient on

          15       metronidazole and there is a relapse or that does not

          16       succeed in clearing the C. diff, what is the logic in

          17       returning to metronidazole as a form of management?

          18   A.  I would agree that that is difficult to understand.  If

          19       I had a patient with any -- where I was at all

          20       concerned, I would actually not be using metronidazole.

          21       I might start it in an uncomplicated case, but in any

          22       case I was concerned about, I would be using vancomycin.

          23   Q.  If we can move on in your report, on page 17, I think

          24       you mention -- this is the point you make, I think,

          25       about the control of infection committee C. difficile
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           1       policy.  You set out the terms of the audit tool

           2       contained in the -- that's the C. diff policy; is that

           3       right?

           4   A.  That's right.

           5   Q.  I think you consider that that tool is appropriate and,

           6       in particular, it envisages isolation in a single room

           7       with their own toilet facilities or commode?

           8   A.  Yes.  There was a code of practice in Scotland in 2004

           9       which talked about minimising the risk of

          10       healthcare-associated infection, and this was the

          11       response to that, as I understand it, in terms of the

          12       Glasgow and Clyde Control of Infection Committee

          13       producing their Clostridium difficile policy for that

          14       organism specifically, and this was the way that they

          15       would reduce risk, by putting these components of the

          16       care bundle in place and demonstrate that that was

          17       happening.

          18   Q.  The purpose of isolation, I think, as we now know, is

          19       to, in particular, prevent cross-contamination and

          20       protect other patients from the infection?

          21   A.  When a patient has diarrhoea with Clostridium difficile,

          22       there will be spores that get into the environment and

          23       they will contaminate that environment, so they will

          24       potentially be obviously on the bed and may contaminate

          25       equipment within an area around the patient.  It would
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           1       be very easy for healthcare workers to contaminate their

           2       hands.

           3           So the main function of infection control is to

           4       isolate the patient so it is contained within a small

           5       area, to ensure that that environment that the patient

           6       is in is thoroughly cleaned with a substance that will

           7       inhibit the Clostridium difficile spores, namely,

           8       chlorine; that all items of equipment that pass from one

           9       patient to another are adequately decontaminated; and

          10       that hands of healthcare workers are adequately

          11       decontaminated.  If that is happening, then an

          12       organisation is doing its best to minimise the risk.

          13   Q.  Can I take you then to page 18 of your report?  It is

          14       the last paragraph.  It is at paragraph (liii).  What

          15       you say is:

          16           "In Mrs Cameron's case, there is insufficient

          17       evidence that Clostridium difficile was being considered

          18       as a clinical diagnosis in its own right, and that due

          19       consideration was given to ongoing management."

          20           You make mention in particular to the stool chart

          21       and the fluid and nutritional management.  Can you just

          22       explain what you mean by that?

          23   A.  Clostridium difficile is a disease.  It is a serious

          24       problem that a patient has.  It is not simply about an

          25       infection control nurse saying, "Let's start the
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           1       metronidazole and let's put the patient in isolation".

           2       It is about ongoing management over a period of time.

           3           Because the colon is inflamed as a result of

           4       the C. diff toxin, the patient's colon will not be

           5       functioning properly.

           6           A patient will tend to get dehydrated and will tend

           7       not to absorb their food and, indeed, they will tend not

           8       to want food.

           9           I have had patients say to me, "I'm afraid to eat.

          10       I'm afraid to drink.  Because it will just go straight

          11       through me", and that is exactly what it does.

          12           Therefore, it is imperative that an individual with

          13       Clostridium difficile is looked after regarding

          14       nutritional aspects, to make sure that that side of

          15       things is adequate and, in particular, in relation to

          16       fluid balance.  So ensuring that a patient does not get

          17       dehydrated.  Because, if a patient gets dehydrated, then

          18       they are likely to go into renal failure and have other

          19       associated problems.

          20   Q.  You raise a point on page 19 of your report at (lvi)

          21       under reference to the Maidstone report in relation to

          22       which you participated.  I think you are making a point

          23       here in relation to the use of stool charts at that

          24       time; is that right?

          25   A.  That's right.  Stool charts are a very useful way of
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           1       really monitoring a patient's progress and also

           2       highlighting initially that there is a problem, so that,

           3       normally, at the first indication that there is a loose

           4       stool, a stool chart would be started and reviewed.

           5           I think it is, again, back to the question of

           6       ongoing monitoring and review and escalating when things

           7       are out of control.

           8   Q.  I think in Maidstone you found that stool charts were

           9       not being regularly used.  Is that the point you are

          10       making there?

          11   A.  That is the point I am making, but that was in 2006 and

          12       before.

          13   Q.  Indeed.  In Mrs Cameron's case, I think you say you are

          14       only able to find one stool chart with no trend

          15       information; is that right?

          16   A.  That is correct.

          17   Q.  Would you have expected to find a greater input --

          18   A.  I would have expected a stool chart for every single

          19       occurrence -- or every single day that a patient had

          20       loose stools.

          21   Q.  If then we turn to page 20 of your report, where you

          22       look at your conclusion, I think we have covered the

          23       antibiotic management and, to some extent, the

          24       laboratory issues as well.  On page 21, at (xiii), you

          25       repeat the point you make about the importance of
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           1       C. difficile being respected as a diagnosis in its own

           2       right; is that right?

           3   A.  Very much so.

           4   Q.  Can we then leave Mrs Cameron aside and move on to the

           5       second case that I want to raise with you, and that is

           6       [Patient B].  Your report for [Patient B] I will put on

           7       the screen, EXP01650001.  I think we note from the first

           8       page of this report, Dr Teare, that [Patient B] was born

           9       on 20 September 1930; is that correct?

          10   A.  20 September 1930 is correct.

          11   Q.  If we then turn to page 4 of your report, I think that

          12       you set out there a summary of the medical history, and,

          13       in particular, you tell us that she was admitted to the

          14       Vale of Leven Hospital on 7 December 2007; that is

          15       right?

          16   A.  Correct.

          17   Q.  What was the reason behind the admission?

          18   A.  She was admitted following an increased frequency of

          19       falls at home.  On examination on the day of admission,

          20       on 7/12/2007, there were signs of a respiratory tract

          21       infection as noted by the crepitations at the left base

          22       and air entry reduction, and also a raised C-reactive

          23       protein.

          24   Q.  We will look at her antibiotic treatment in a moment,

          25       but just to focus on this, did she test positive for
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           1       C. diff during the course of this admission?

           2   A.  She tested positive for Clostridium difficile, if I have

           3       got my date correct, on 17 December 2007.

           4   Q.  I think that is what you tell us on page 5 at (xvi), and

           5       we will look at the report in a moment.  But is it also

           6       the case that [Patient B], as you tell us towards the

           7       bottom of page 5, was discharged from the hospital on

           8       3 January 2008?

           9   A.  Yes, that's correct.

          10   Q.  So she's in hospital for a little under a month

          11       altogether?

          12   A.  Yes.

          13   Q.  Can we then just focus on her antibiotic treatment

          14       generally, and this is something you discuss on page 8

          15       of your report.  I think you begin by telling us that

          16       [Patient B] was admitted following dehydration due to

          17       poor oral intake and poor urine output, and also the

          18       increased frequency of falls.

          19           What was the diagnosis that was made at the time of

          20       her admission and what was the management of that?

          21   A.  The diagnosis made at the time of her admission was

          22       a respiratory tract infection, on the basis of

          23       the clinical findings, and patients with infections may

          24       get a bit confused and, therefore, may fall.  So that

          25       all fits in very well.
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           1   Q.  What was the medical response to that, then,

           2       particularly with regard to the prescription of

           3       antibiotics?

           4   A.  The medical response was to use co-amoxiclav, which is

           5       a beta-lactam antibiotic, and clarithromycin, which is

           6       a macrolide antibiotic, which are used for severe

           7       pneumonia.

           8   Q.  Was that an appropriate response, then, to the

           9       presentation?

          10   A.  It is a response that is commonly used.  A lot of people

          11       would argue that it was broad-spectrum and that it would

          12       be reasonable in the first instance to start, for

          13       example, with co-amoxiclav and to investigate the

          14       possible involvement of other more atypical organisms,

          15       such as mycoplasma pneumoniae, for which clarithromycin

          16       is also normally used.

          17   Q.  At that time, would this be regarded as being an

          18       appropriate response?

          19   A.  It was not an unreasonable response.

          20   Q.  Am I right in saying that these are the antibiotics,

          21       really, that this patient was prescribed, the

          22       co-amoxiclav and the clarithromycin, before she

          23       developed C. diff?

          24   A.  Yes.

          25   Q.  On page 9 of your report at (v), you say that in the
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           1       medical notes on 12/12 there was a note that:

           2           "Pain on micturation noted.  On treatment for UTI",

           3       but that you haven't seen any prescription for that.

           4   A.  That's correct.

           5   Q.  You also note at (vi) that, on 14 December, it's noted

           6       that [Patient B] had diarrhoea, but there was no

           7       diagnostic or antibiotic review; is that right?

           8   A.  Yes.  [Patient B] had started her antibiotics on

           9       7 December.  By the 10th, there were beginning to be

          10       signs that she had a painful vulval area and that it was

          11       sore and that she started to have diarrhoea.

          12           So it is about, really, ongoing review of

          13       the antibiotics being used and consideration of what

          14       side effects and problems they're causing in relation to

          15       the initial diagnosis, and whether it is necessary to be

          16       continuing with broad-spectrum antibiotics that are

          17       potentially causing, in her case, initially, the

          18       inflamed and painful vulval area, suggesting, perhaps,

          19       there was some yeast, some candida, coming through,

          20       which is a common problem with the use of antibiotics.

          21   Q.  We will look at the C. diff diagnosis and management in

          22       a moment, but on page 9 at (vi), you say that she has

          23       diarrhoea by the 14th, and that is seven days after the

          24       starting of the co-amoxiclav and the clarithromycin.

          25           Do you consider that some consideration should have
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           1       been given to stopping the antibiotics at that time?

           2   A.  I think that it is important to review antibiotics daily

           3       and to look at the continuing need and to justify the

           4       continuing need, and certainly, by that time, as I say,

           5       with the other evidence of yeast infection causing

           6       problems, that would have been a reasonable thing to do,

           7       yes.

           8   Q.  I think what you do tell us is that, once the positive

           9       result for C. diff was available, then these antibiotics

          10       were stopped?

          11   A.  Yes, that's correct.

          12   Q.  That, at least, would be appropriate, in the

          13       circumstances?

          14   A.  Absolutely.  No, that's correct.

          15   Q.  If we then look at the position in relation to the

          16       C. diff itself, and if you turn to page 10 of your

          17       report, the sample was, I think, collected from

          18       [Patient B] on 14 December 2007.

          19           Perhaps we can see this from the report from

          20       microbiology, if we look at GGC26380058.  That is not

          21       the report.  I think we are looking at the medical

          22       records for the 14th.  Perhaps, while we have that on

          23       the screen, we can just look at that.

          24           This probably is the 15th, because, if we look at

          25       the 14th, we have a number of entries that end with an
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           1       entry at 2330 and then the next entry is at 0500, so can

           2       we take it we have now moved from the 14th to the 15th,

           3       although it has not been noted?

           4   A.  Sorry, could you repeat the question?

           5   Q.  It is just trying to work out the dates.  You will see

           6       the date for the 14th, just above halfway on the page.

           7       Do you see that?

           8   A.  Yes.

           9   Q.  We get various times given for the 14th, culminating at

          10       2330, which is half an hour before midnight.

          11   A.  I see, yes.

          12   Q.  The next entries must relate to the 15th?

          13   A.  Yes, I think that's right, yes.

          14   Q.  Can we see at 0500 hours, there is an entry:

          15           "Passed large amount of diarrhoea.  Stool specimen

          16       sent.  Washed.  Assistance at bedside."

          17           Do you see that?

          18   A.  Yes, I do see that, yes.

          19   Q.  If we look at the report from microbiology on page 45 of

          20       the records, can we observe that the collection date

          21       ties in with what's in the nursing records; that is

          22       15 December 2007, received by the lab the same day and

          23       that is a positive result?

          24   A.  Yes, absolutely, yes, I agree.

          25   Q.  Do you tell us in your report that infection control
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           1       were not aware of the positive result until the 17th?

           2       Is that right?  I'm looking at (vi) on page 10 of your

           3       report?

           4   A.  I say that, on the 17th, a Clostridium difficile

           5       positive result was run through by infection control and

           6       metronidazole started.

           7   Q.  If we look at the record itself -- perhaps first of all

           8       look at the infection control card.  That's at

           9       SPF01430001.  Is the note there for the 17th:

          10           "Informed by lab staff.  Asked ward to isolate in

          11       2-bedded and commence oral metronidazole."

          12           So that is on the 17th that we see that note?

          13   A.  Yes.

          14   Q.  I think we can also find that the ward is aware of

          15       the positive result on the 17th.  We needn't go back to

          16       the notes.  Does it seem, then, that although the

          17       specimen was received by the lab on the 15th, the ward

          18       and infection control are not aware of the positive

          19       result until the 17th?

          20   A.  I think that's right.  This goes back to my previous

          21       point, about there being the Scottish code of practice

          22       published in 2004 about reducing risk, about the Glasgow

          23       and Clyde infection control policy, about needing to

          24       have systems in place to reduce risk, and I think,

          25       really, anybody with diarrhoea following antibiotics in
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           1       this situation needed isolation from the 15th when

           2       diarrhoea first started.

           3   Q.  Indeed.  That, indeed, is what the loose stools policy

           4       envisages?

           5   A.  Indeed.

           6   Q.  If we have a situation where the specimen appears to

           7       have been received by the lab on the 15th and the result

           8       is not conveyed to the ward until the 17th, then do you

           9       see that as a delay in intimating the positive result?

          10   A.  Well, I think this is what we were talking about

          11       earlier, about having a management team for

          12       Clostridium difficile and for having a clinical

          13       suspicion and taking action to reduce risk at the

          14       earliest opportunity, and laboratory results are simply

          15       part of that, but the bottom line, really, is the

          16       clinical engagement.

          17   Q.  Would you anticipate a result from the lab being

          18       communicated, if the specimen is in the lab on the 15th,

          19       before the 17th?

          20   A.  Yes, I would.

          21   Q.  If we then turn to page 11 of your report, at (xiv),

          22       I think you tell us that, although [Patient B] had

          23       confirmed C. diff, there was no evidence of a stool

          24       chart; is that correct?

          25   A.  Correct.
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           1   Q.  I think you also say there were fluid balance charts,

           2       but they were poorly completed?

           3   A.  Correct.

           4   Q.  If I can take you to a point that you, I think, make on

           5       page 5 of your report -- this is at (xvii) -- you have

           6       taken from the clinical notes of 18 December that the

           7       patient was to be encouraged with oral fluids and that

           8       a stool chart was to be maintained; is that right?

           9   A.  Yes.

          10   Q.  But you saw none in the records, no stool chart?

          11   A.  No, that's right.

          12   Q.  The reference towards the top of that page at (xii) for

          13       14 December to loperamide, can you help with that?  At

          14       that time, the patient, [Patient B], was having loose

          15       stools.  Was it appropriate to give loperamide then?

          16   A.  Loperamide is used to try and control diarrhoea, but in

          17       a patient who had had antibiotics, it is important to

          18       consider the possibility of Clostridium difficile as

          19       a diagnosis and, in that situation, the British National

          20       Formulary does suggest that loperamide should not be

          21       used, but that a proper diagnosis should be made and

          22       treated accordingly.

          23   Q.  Indeed, that is what you tell us, if you turn to page 12

          24       of your report, at (xxiii), that's the last paragraph in

          25       that report; is that right?
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           1   A.  Yes, that's correct.

           2   Q.  The point you make is that an agent that stops diarrhoea

           3       may mean that the diagnosis of C. difficile may be

           4       delayed?

           5   A.  Absolutely.

           6   Q.  In relation, then, to the prescription of metronidazole

           7       when it was prescribed, was that an appropriate response

           8       to this lady's C. difficile?

           9   A.  Yes, I think it was.

          10   Q.  As far as the loperamide is concerned, it delays

          11       diagnosis.  Does it exacerbate the problem also by

          12       stopping the diarrhoea?

          13   A.  I think the important thing is the delay in diagnosis

          14       and, therefore, the delay in proper treatment.  I'm not

          15       sure of the evidence of stopping the diarrhoea being

          16       particularly important.  I think it is the diagnosis

          17       that is important.

          18   Q.  Then can I turn to your conclusion for [Patient B],

          19       Dr Teare?  You repeat that [Patient B] was admitted, and

          20       she needed antibiotics for good clinical reasons; is

          21       that right?

          22   A.  That's right, yes.

          23   Q.  Do you see a link between the prescription of

          24       the antibiotics and the development of C. difficile?  By

          25       that, I mean, do you consider that these were the type
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           1       of antibiotics that would have made her susceptible to

           2       C. difficile infection?

           3   A.  If spores of Clostridium difficile had not been present

           4       in the environment, whatever antibiotics [Patient B] had

           5       received, she would not have developed

           6       Clostridium difficile.  I think it is important to make

           7       the point that it is Clostridium difficile that causes

           8       Clostridium difficile colitis and infection, and not

           9       antibiotics.

          10           There are many risk factors associated with

          11       Clostridium difficile.  Antibiotics are certainly very,

          12       very important.  But if the Clostridium difficile spores

          13       had not been in the environment, she would not have

          14       developed the problem.

          15   Q.  But the antibiotics were of the kind that would make her

          16       susceptible to developing the problem if the spores were

          17       in the environment?

          18   A.  Yes.

          19   Q.  I think you say at (iii) on page 13, you remind us that

          20       it took three days to get a C. difficile result, and the

          21       consequence, I suppose, of that is that the treatment

          22       was delayed?

          23   A.  That's correct and, therefore, there was unnecessary

          24       suffering by this patient.

          25   Q.  Once treatment did start -- this is something you
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           1       mention at the very end of your conclusion -- she

           2       settled down and she improved?

           3   A.  Yes.

           4   MR MACAULAY:  We can leave that case.

           5           I would be inclined to say, my Lord, we might stop

           6       a little bit earlier than normal for lunch?

           7   LORD MACLEAN:  I would be inclined to agree with that.

           8   MR MACAULAY:  I propose to look at Mrs Pirog's case next

           9       this afternoon.

          10   LORD MACLEAN:  2 o'clock.

          11   (12.57 pm)

          12                     (The short adjournment)

          13   (2.00 pm)

          14   MR MACAULAY:  There is one point, Dr Teare, I want to pick

          15       up, particularly from the last case.  Perhaps the way

          16       I could look at this is if I take you back to one set of

          17       the prescribing guidelines that may have been available

          18       for the Vale of Leven.  If you could have GGC21790001

          19       back on the screen, and if we turn to page 156, I think

          20       we may have looked at this this morning, but here we

          21       have, in a tabular form, the guidelines in relation to

          22       certain conditions.

          23           If we look towards the bottom third of the page, can

          24       we see that for an uncomplicated pneumonia, for example,

          25       the recommended treatment is amoxicillin and
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           1       clarithromycin as a first port of call?  Is that right?

           2   A.  Absolutely.

           3   Q.  For a severe pneumonia, can we see that the guidelines

           4       provide for co-amoxiclav and clarithromycin?

           5   A.  Correct.

           6   Q.  In relation to the last case we looked at, that was

           7       [Patient B]'s case, that was what was prescribed,

           8       co-amoxiclav and clarithromycin.  I think you said that

           9       was appropriate treatment.  Was that on the basis that

          10       there were clinical signs of there being a severe

          11       pneumonia in that case?

          12   A.  That would have been my assumption from looking at her

          13       notes, that it was a severe pneumonia, yes.

          14   Q.  So if you were to take the view that it wasn't, but it

          15       was an uncomplicated pneumonia, then the appropriate

          16       prescription would have been amoxicillin and

          17       clarithromycin?

          18   A.  Or even just amoxicillin, if the clinician felt it was

          19       a Strep pneumoniae and there was clinical evidence of

          20       that, so there might be situations where you would

          21       simply use intravenous penicillin, for example, and that

          22       is a clinical judgment.

          23   Q.  Looking to duration, which I can finally look at with

          24       you in relation to that case, I think we saw that the

          25       prescription in [Patient B]'s case was, again, on
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           1       7 December, and wasn't stopped until the C. diff

           2       diagnosis was confirmed on 17 December.

           3           Would you look to a duration of that kind, in any

           4       event, if you are seeking to prescribe for a severe

           5       pneumonia with that combination of antibiotics?

           6   A.  In a severe pneumonia, ten days would actually not be

           7       unreasonable.  I would, however, have hoped that perhaps

           8       a microbiological diagnosis could be made.  For example,

           9       even if one were unable to identify Strep pneumoniae,

          10       you might be able to exclude mycoplasma pneumoniae, and,

          11       therefore, probably clarithromycin, the macrolide, would

          12       not be necessary.  So it is about looking at what is

          13       likely.

          14           Whilst you start, perhaps, with covering everything,

          15       you would gradually, as time goes on, focus down on what

          16       was absolutely necessary.

          17   Q.  Can I leave that and move on to look at Mrs Pirog's

          18       case ...

          19   (2.13 pm)

          20                           (Fire alarm)

          21   (2.20 pm)

          22   MR MACAULAY:  Dr Teare, if we are looking at Mrs Pirog's

          23       case, and your report is at EXP01680001, we can see here

          24       that Mrs Pirog's date of birth was 26 -- you have noted

          25       it to be 26 December 1916, and you have noted also that
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           1       she died on 3 October 2007; is that correct?

           2   A.  Correct.

           3   Q.  If we look at the death certificate, INQ00960001,

           4       Mrs Pirog was aged 90 at the date of her death, on

           5       3 October 2007; is that correct?  We see that on the

           6       death certificate.

           7   A.  Yes, that's correct.

           8   Q.  She died, then, in the Vale of Leven Hospital, and

           9       C. diff does not appear on her death certificate?

          10   A.  That's correct.

          11   Q.  If we then look to your report here, and we turn to

          12       page 4 of that report, you begin with a brief summary of

          13       Mrs Pirog's medical history and, in particular, the

          14       reason why she was admitted to hospital on 8 June 2007;

          15       is that correct?

          16   A.  That is correct, yes.

          17   Q.  This admission was to the Royal Alexandra Hospital,

          18       first of all?

          19   A.  Yes.

          20   Q.  I think, as we know from other evidence, clearly she had

          21       suffered a severe fall and sustained some fractures; is

          22       that right?

          23   A.  Yes, that is correct.

          24   Q.  If you turn to page 5 of your report, this is at (xiii),

          25       did she develop loose stools and did she test positive
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           1       for C. diff during this admission to the Royal Alexandra

           2       Hospital?

           3   A.  She was admitted to the Royal Alexandra Hospital, as you

           4       say, on 8 June 2007.  She was noted to have loose stools

           5       on 16 June 2007.  The following day, a stool sample was

           6       taken, which was shown to be positive.

           7   Q.  In due course, if we turn to page 6 of your report, the

           8       second entry at the top at (xxiv), have you noted that,

           9       on 9 July, Mrs Pirog was transferred to the

          10       Vale of Leven Hospital?

          11   A.  Correct.

          12   Q.  Have you also noted here -- I think you also mention

          13       this later -- that during her time in the

          14       Vale of Leven Hospital, Mrs Pirog did suffer from loose

          15       stools?

          16   A.  She did, yes.

          17   Q.  You have made some references to that on this page in

          18       a number of places, towards the top and also towards the

          19       bottom of the page, and then, if we move on to page 7 of

          20       this report, have you some further entries there

          21       focusing upon her soft faeces?

          22   A.  Yes.  She continued to have loose stools for that

          23       period, yes.

          24   Q.  You have also noted, I think, that, as we have seen, she

          25       died on 3 October 2007?
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           1   A.  She did, yes.

           2   Q.  If we look at page 10, where you are looking at her

           3       antibiotic treatment, taking this broadly, I think that

           4       Mrs Pirog did receive antibiotics during her admission

           5       to the Royal Alexandra Hospital?

           6   A.  Yes, she did.  She did, for good clinical reasons.

           7   Q.  In particular, though, she received broad-spectrum

           8       antibiotics at that time?

           9   A.  Yes, she did.

          10   Q.  If we focus on the period after her transfer to the

          11       Vale of Leven Hospital -- and you start looking at that,

          12       I think, at (vi) on page 10 -- what was the position

          13       here in relation to the prescription and the

          14       administering of antibiotics, so far as you could work

          15       out?

          16   A.  As I understand it, she had had the

          17       Clostridium difficile identified on 17 June, for which

          18       she'd received some metronidazole treatment.

          19   Q.  But that was in the Royal Alexandra Hospital?

          20   A.  That was in the Royal Alexandra.  Sorry, are you talking

          21       about antibiotics at the Vale of Leven?

          22   Q.  Yes.  If we look at page 10 of your report, if we just

          23       focus on the period after 9 July, after the transfer, at

          24       (vi) you tell us that in the nursing notes there is an

          25       indication that Mrs Pirog may have been commenced on
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           1       co-amoxiclav for a urinary tract infection?

           2   A.  Yes.  I actually couldn't find a prescription for that,

           3       but it does indicate, in the nursing notes, that

           4       Mrs Pirog was commenced on co-amoxiclav for a urinary

           5       tract infection.  But, again, I couldn't find any

           6       clinical justification in the medical notes for that.

           7       I wondered if it was in relation to a urine sample that

           8       had been taken around that time from a catheter sample

           9       of urine and whether there had been any antibiotic as

          10       a result of that report, which did indicate some growth.

          11           However, in somebody who has a catheter in place, it

          12       is always very important to interpret microbiology

          13       results in the context of the clinical situation,

          14       because you will get growth from catheter samples.  That

          15       is what happens.  It is only important to treat if there

          16       is a clinical indication to do so.

          17   Q.  So, in short, if Mrs Pirog was commenced on co-amoxiclav

          18       in the Vale of Leven, was there any clinical

          19       justification in the medical notes for that?

          20   A.  I couldn't see anything in the medical notes, no.

          21   Q.  If we then look at your discussion under the head

          22       "Review and diagnosis and treatment of C. difficile",

          23       the first part of that review focuses upon the position

          24       in the Royal Alexandra Hospital -- that's from (i) down

          25       to (x); is that correct?
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           1   A.  Yes.  Yes, that's correct.

           2   Q.  Then you note again that Mrs Pirog was transferred to

           3       the Vale of Leven on 9 July.  If we then turn over to

           4       page 12 of your report, as we have seen from your

           5       extracts from the notes, you tell us at (xii) that

           6       Mrs Pirog remained incontinent and also had soft formed

           7       stools and her bottom was noted to be very excoriated;

           8       is that right?

           9   A.  Yes.  Yes, that is correct.  So she continued with her

          10       loose stools, and the sore bottom was a reflection of

          11       that.

          12   Q.  I think, again, as you have done in other reports, you

          13       draw attention to what is contained in the C. diff

          14       policy, in relation, in particular, to isolation?

          15   A.  Well, this is about reducing risk, really, to other

          16       patients, and to actually see the possibility that

          17       Clostridium difficile was in fact the cause of

          18       the diarrhoea at this time, bearing in mind the previous

          19       results that we have discussed and, therefore, a duty of

          20       care to others around this patient, such that the risk

          21       of transmission of Clostridium difficile to others was

          22       minimised, in accordance with the code of practice and

          23       the Infection Control Committee Clostridium difficile

          24       guidelines.

          25   Q.  Again, just reading on, you tell us at (xiv), you draw
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           1       attention again to the loose stools being recorded on

           2       the notes that you indicate, but there was no evidence

           3       of any stool samples being taken; is that right?

           4   A.  That is correct.

           5   Q.  Do you consider there should have been a stool sample

           6       taken at some point?

           7   A.  I think that the consideration of Clostridium difficile

           8       as a diagnosis and, therefore, management of the patient

           9       herself and, secondly, the reduction of risk, as I have

          10       indicated, should both have been considered.

          11   Q.  But what about the taking of a stool sample?

          12   A.  The taking of a stool sample would have helped that

          13       process.

          14   Q.  The position here is that, although, as you have set out

          15       in your report, Mrs Pirog had periods during which she

          16       had loose stools, no stool sample was ever taken to see

          17       whether or not C. diff could be confirmed?

          18   A.  Yes.

          19   Q.  That is the position, is it?

          20   A.  That is my position, yes.

          21   Q.  Your position is there should have been a sample taken?

          22   A.  Yes, yes.

          23   Q.  What you say at paragraph (xv), if I can just pick that

          24       up, is this:

          25           "On the balance of probability, Mrs Pirog acquired
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           1       the spores of C. difficile at the Royal Alexandra

           2       Hospital."

           3           I think we have seen that is where she was

           4       originally diagnosed.  You go on to say:

           5           "The Vale of Leven, however, failed to recognise and

           6       manage the C. difficile diagnosis."

           7           Just so I can understand, do I take from that that

           8       C. difficile, as a problem, should have been recognised

           9       by the Vale of Leven and some response made?

          10   A.  Yes.  I think that, because of the previous diagnosis

          11       and the prolonged required use of broad-spectrum

          12       antibiotics for her clinical condition, that

          13       Clostridium difficile, on the balance of probability,

          14       was the most likely diagnosis at the Vale of Leven.

          15   Q.  The other point you make, at the bottom of page 12, at

          16       (xvi), is:

          17           "At the Vale of Leven, there was no evidence of

          18       Mrs Pirog having comprehensive fluid balance charts or

          19       stool charts."

          20           Is that correct?

          21   A.  That is correct.  That is around the total package of

          22       care in association with the Clostridium difficile

          23       diagnosis in relation to nutrition and dehydration that

          24       we have discussed before.

          25   Q.  Then, finally, if we look at your conclusion, and I am
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           1       focusing in particular on (ii), is that really, insofar

           2       as the Vale of Leven is concerned, the essence of your

           3       position?  To quote from it, you say:

           4           "The concern in this case is around failure to

           5       recognise and manage C. difficile at the

           6       Vale of Leven Hospital after admission on 9 July 2007."

           7   A.  Yes, that is the position.

           8           I can't see evidence that that has taken place.

           9   Q.  If I can move on from Mrs Pirog and look at the case of

          10       William McKenzie.  Your report for Mr McKenzie is at

          11       EXP01750001.  We note from the front page of this report

          12       that Mr McKenzie was born on 28 May 1932 and died on

          13       4 February 2008; is that right?

          14   A.  Correct.

          15   Q.  If we look at the death certificate, at SPF00280001, can

          16       we note that Mr McKenzie was 75 when he died on

          17       4 February 2008, and he died, at that time, in a home,

          18       Willox Park Home?  Do we see that from the death

          19       certificate?

          20   A.  Yes.

          21   Q.  I think, when we look at the cause of death, there is no

          22       mention there of C. difficile infection?

          23   A.  Mmm-hmm.

          24   Q.  Is that correct?

          25   A.  Yes.
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           1   Q.  If we then turn to your report, page 4, where you look

           2       at the medical history, do you note, first of all, that,

           3       on 26 November, Mr McKenzie was admitted to the

           4       Royal Alexandra Hospital?

           5   A.  Yes.  That is right.  He was admitted with pain in his

           6       right hip and found to have a fractured neck of femur,

           7       for which he was operated upon.

           8   Q.  Thereafter, on 30 November -- I'm not sure if you have

           9       noted this in your report, but I think we know from the

          10       records that he was transferred on 30 November to the

          11       Vale of Leven Hospital for rehabilitation?

          12   A.  Right.

          13   Q.  You have then taken some extracts from the records that

          14       you set out on this page and, in particular, I think you

          15       have noted that he did develop diarrhoea; is that right?

          16       I think --

          17   A.  He did develop diarrhoea, yes, but he'd been on

          18       antibiotics, and antibiotics change bowel flora, so that

          19       is a frequent finding.  One doesn't have to have

          20       Clostridium difficile to develop diarrhoea.

          21   Q.  You do tell us at (vi) that a specimen was taken to the

          22       lab, but not tested for C. difficile; is that right?

          23   A.  That does appear to be correct, yes.

          24   Q.  Again, I think also -- I'm just looking for the notes.

          25       I will put this on the screen.  That might be how to
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           1       approach it.  At GGC00460093, can we see here that there

           2       would appear to have been a specimen collected from him

           3       on 6 December 2007; is that right?

           4   A.  6 December 2007, and the C. diff toxin was negative at

           5       that time.

           6   Q.  We see here that it was a liquid specimen, according to

           7       the description in the report?

           8   A.  Yes.

           9   Q.  I think you tell us in your own report at (viii) that,

          10       on 6 December, he was incontinent of grey-coloured loose

          11       stools; is that correct?

          12   A.  Yes.

          13   Q.  Does it also appear that he was discharged, then, from

          14       the Vale of Leven on 12 December 2007?

          15   A.  I think it was the 27th.

          16   Q.  You're quite right, yes, it is 27 December 2007.  Yes.

          17           If we then follow the chronology, does it appear

          18       that, when back in the community, he did have diarrhoea?

          19   A.  Yes, I think in the community -- my understanding is

          20       that he'd required some further antibiotics, namely,

          21       erythromycin, and that the GP had taken a sample on

          22       8 January.

          23   Q.  If we look at the GP letter in the records, at

          24       GGC00460075, this is a letter dated 14 January.  Can we

          25       read here that this man was discharged on 27 December
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           1       following the fracture of the femur?  He was commenced

           2       on co-amoxiclav on 4 January for a chest infection, and

           3       he developed diarrhoea on 6 January, and:

           4           "Stool culture from 8 January, which we have

           5       received today, shows C. difficile."

           6           So does it appear that, after he had been discharged

           7       from the Vale of Leven, he had diarrhoea and it was

           8       a positive result?

           9   A.  Yes, that's correct.

          10   Q.  Is that then the background to his admission to the

          11       Vale of Leven on 14 January 2008 that you note towards

          12       the bottom of page 4 of your report?

          13   A.  Yes.  It does appear that Clostridium difficile

          14       diarrhoea was noted as the principal diagnosis for the

          15       admission on 14 January.

          16   Q.  We will come and look in a moment at how that was

          17       managed, but if you turn to page 5 of your report, do

          18       you note that, on 21 January -- this is (xviii) --

          19       Mr McKenzie was discharged from hospital?

          20   A.  Yes.

          21   Q.  Is he then readmitted on 28 January 2008?

          22   A.  That's correct, yes.

          23   Q.  According to the GP referral, he's suffering from

          24       dehydration; is that right?

          25   A.  Yes.  I think that the dehydration is likely to be
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           1       related to the diarrhoea.

           2   Q.  Do you tell us at (xxiii) that Mr McKenzie was

           3       discharged from the Vale of Leven shortly after that,

           4       that is on 1 February 2008?

           5   A.  Correct.

           6   Q.  He died, I think, shortly after that, on

           7       4 February 2008?

           8   A.  Yes.

           9   Q.  Can we look at what you tell us about his antibiotic

          10       treatment?  This is on page 7 of your report.  We have

          11       that on the screen.

          12           In the Royal Alexandra Hospital, I think you tell us

          13       that he was given a prophylactic, and that was

          14       cefuroxime; is that right?

          15   A.  That's correct, yes, and that's a standard approach for

          16       that situation.

          17   Q.  Then, following upon his admission to the Vale of Leven,

          18       and I think we noted that he was transferred to the

          19       Vale of Leven on 30 November, what was the position then

          20       in relation to antibiotic treatment?  If I can help you

          21       on that, if you are looking at the screen, I think on

          22       17 December there's evidence of leakage from his wound

          23       and possibly inflammation; is that right?

          24   A.  The antibiotics that he had on 17 December were in

          25       relation to a probable wound infection, and he received
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           1       flucloxacillin and penicillin.

           2   Q.  Towards the top of page 8, do you tell us that you

           3       consider that that approach was an appropriate one?

           4   A.  Absolutely, I consider it is a very reasonable approach.

           5       Then, later on, they focused on flucloxacillin, which,

           6       again, was reasonable.

           7   Q.  I think you tell us at (v) that the flucloxacillin was

           8       continued until Mr McKenzie was discharged on

           9       27 December; is that right?

          10   A.  Yes.

          11   Q.  That was for a total of ten days?

          12   A.  Yes.

          13   Q.  Was that an appropriate duration?

          14   A.  This was a post-operative wound infection.  There is

          15       actually very good evidence in the notes of

          16       the orthopaedic registrar reviewing this patient

          17       regularly, and I think what he would have been concerned

          18       about was the prevention of a more deep-seated infection

          19       associated with the orthopaedic surgery.  So I think

          20       what he did was correct, yes.

          21   Q.  I think, then, after discharge, as we noted from the GP

          22       letter, Mr McKenzie is prescribed co-amoxiclav by the

          23       GP --

          24   A.  Yes.

          25   Q.  -- for a respiratory tract infection?
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           1   A.  For a respiratory tract infection, yes.

           2   Q.  I think we have seen that Mr McKenzie received a number

           3       of different antibiotics covering this period that we

           4       have been looking at; is that right?

           5   A.  Yes.  He had had the cefuroxime for prophylaxis,

           6       subsequently penicillin and flucloxacillin and

           7       co-amoxiclav.  So, yes, a substantial input of

           8       antibiotics there.

           9   Q.  We know that he did develop C. diff, and we will come to

          10       look to see how that was managed in a moment, but do you

          11       see a connection between the antibiotic treatment and

          12       the C. diff that he developed?

          13   A.  Yes.  Of course, I would just note that, if a patient

          14       requires antibiotics for good clinical reasons, their

          15       care shouldn't be compromised by the acquisition of

          16       spores.

          17   Q.  Can I then look at what you say under reference to your

          18       review of his diagnosis and treatment for C. difficile?

          19       You begin looking at that on page 9 of the report.  If

          20       one looks at the bottom of page 10, you focus on, from

          21       page 10 to page 11, the co-amoxiclav.  At (xi) I think

          22       you indicate that the metronidazole wasn't commenced

          23       until 14 January 2008; is that correct?

          24   A.  Yes.  I think that the result was -- sorry, the sample

          25       was positive on 8 January, and that result was
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           1       presumably available on 8 January and no action was

           2       taken until the 14th.

           3   Q.  Of course, he wasn't in the Vale of Leven until the

           4       14th?

           5   A.  He wasn't in the Vale of Leven, so I can't really

           6       comment on the details around that, but there was

           7       a delay there.

           8   Q.  But was the metronidazole started, then, on his

           9       admission to the Vale of Leven?

          10   A.  Yes, it was started on 14 January, yes.

          11   Q.  Was that an appropriate response?

          12   A.  Yes, it was an appropriate response, yes.

          13   Q.  If we turn to page 11, then, of your report, and this is

          14       looking at the admission of 14 January at (xii), you

          15       begin by saying -- and I think we have seen this in what

          16       you have already said -- that, by 14 January,

          17       Mr McKenzie was severely dehydrated, although he had

          18       had diarrhoea, I think; is that correct?

          19   A.  He'd had diarrhoea, and he also had a positive

          20       Clostridium difficile result.

          21   Q.  You go on to say:

          22           "It should be remembered that patients may have

          23       little or no diarrhoea due to dilatation of the colon

          24       (toxic megacolon) and paralytic ileus, resulting from

          25       a loss of colonic muscular tone."
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           1           Just to follow that through, what's the point you're

           2       making there?  Did this impact upon his treatment?

           3   A.  If there was any suggestion that Clostridium difficile

           4       was not important here, because he didn't have

           5       diarrhoea, I'm just simply making the point that you can

           6       have a Clostridium difficile diagnosis and not have

           7       diarrhoea.

           8   Q.  I think you give a view as to how you classify the

           9       C. diff, and I think you say in the next paragraph that

          10       you consider it would represent a severe C. diff

          11       infection; is that right?

          12   A.  Yes.  I think that, as Mr McKenzie had been admitted

          13       with dehydration, we are, therefore, seeing the response

          14       of his body to the effects of Clostridium difficile,

          15       which really puts it into a severe category.

          16           So, you know, one might argue that oral vancomycin

          17       might have been a preferable antibiotic because of that

          18       dehydration and other systems being involved.

          19   Q.  Although you might argue that, I don't think, in saying

          20       that, you are seeking to be critical of the oral

          21       metronidazole in the first instance?

          22   A.  No, I'm just making the comment, yes.

          23   Q.  Can I then take you to page 12 of this report and try

          24       and get some understanding from you as to where you

          25       think Mr McKenzie acquired C. diff?  What you say at
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           1       (xviii) is this:

           2           "On the balance of probability, Mr McKenzie acquired

           3       C. difficile during his stay at the Vale of Leven

           4       between 26 November 2007 and 27 December 2007."

           5           That was after his transfer from the Royal Alexandra

           6       Hospital, which I think I noted may have been

           7       30 November, but, be that as it may, we are looking at

           8       a period of several weeks, at that time, in the

           9       Vale of Leven.

          10           Why do you focus on that admission or that stay in

          11       the Vale of Leven for the acquisition of C. diff, in

          12       contrast, for example, to the community, because he was

          13       in the community when, in fact, there was an onset of

          14       C. diff?

          15   A.  Yes.  Spores are acquired from another individual with

          16       Clostridium difficile.  They are dispersed into the

          17       environment.  They contaminate the environment and

          18       probably the most common means of transmission is via

          19       healthcare workers' hands.

          20           It is most likely that that situation would have

          21       been in the Vale of Leven Hospital, rather than in the

          22       community, and, therefore, on the balance of

          23       probabilities, that is where he acquired them.

          24   Q.  I suppose one would then look to see what the position

          25       was in the ward in which he was at the time?
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           1   A.  That's right.  I think one would perhaps look at other

           2       cases and whether the doctors and nurses and healthcare

           3       workers looking after him had also been in contact with

           4       other patients with Clostridium difficile.

           5   Q.  Would you have to leave open the possibility, looking at

           6       the chronology, that it was at least possible that he

           7       had acquired the C. diff in the community after his

           8       discharge from the Vale of Leven on 27 December 2007?

           9   A.  One would have to ask how that would have been possible,

          10       I think.  I think it is unlikely, because what

          11       opportunity would there have been for that to actually

          12       happen?

          13   Q.  It could be said -- I just put this forward as

          14       a proposition --

          15   A.  I think it is most unlikely.

          16   Q.  It could be said that he was in a nursing home and that

          17       there might have been some possibility of

          18       cross-contamination.

          19   A.  I accept that.

          20   LORD MACLEAN:  Mr MacAulay, if you go to page 12, (xviii),

          21       which you referred to, with the witness's assessment or

          22       judgment or opinion that, on the balance of probability,

          23       he acquired C. diff during his stay at the

          24       Vale of Leven Hospital between 26/11/2007 and

          25       27/12/2007.  I have been struggling just a bit with the
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           1       26/11/2007.

           2   MR MACAULAY:  I did, I think, put it to Dr Teare that my own

           3       note was that the transfer from the Royal Alexandra to

           4       the Vale of Leven was on 30 November.

           5   LORD MACLEAN:  That's right.

           6   MR MACAULAY:  I think sometimes it is not easy from the

           7       records to see exactly when these things happen, but

           8       certainly I think Dr Teare thought it was the 26th.

           9   LORD MACLEAN:  According to her own report, the operation in

          10       the Royal Alexandra Infirmary was on the 27th.

          11   MR MACAULAY:  So it could not have been the 26th.

          12   LORD MACLEAN:  You have your own note about 30 November?

          13   MR MACAULAY:  I have taken that note from what I take to be

          14       the medical records.

          15   LORD MACLEAN:  Yes, because it is not actually in Dr Teare's

          16       report.

          17   MR MACAULAY:  No, it is not.

          18           But I think, Dr Teare, just picking up

          19       his Lordship's point, your date of 26 November cannot be

          20       right.

          21   A.  I apologise for that.

          22   LORD MACLEAN:  It is a small point, but I would like to get

          23       it right.

          24   MR MACAULAY:  Indeed.  I will see, my Lord, if I can just

          25       get an admission date for that admission.
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           1   A.  You had said earlier that he'd gone to the Vale of Leven

           2       on 30/11/2007.

           3   LORD MACLEAN:  I think that has been asserted, but I don't

           4       think there is any --

           5   A.  Yes, I see.

           6   LORD MACLEAN:  -- source for it.

           7   A.  I understand, yes.

           8   LORD MACLEAN:  Not in your report, as far as I can see.

           9   A.  I think that is probably because I couldn't find -- it

          10       is probably because I couldn't find the evidence for it.

          11   LORD MACLEAN:  Well, there appears to be some evidence,

          12       which can't be found at the moment.

          13   MR MACAULAY:  I think this information may have been

          14       obtained, not from the records themselves, but from

          15       another print-out, so that might explain why --

          16   LORD MACLEAN:  There's no need to spend time on that.  You

          17       can find out.

          18   MR MACAULAY:  I think we are agreed it couldn't be the 26th.

          19       I'm obliged, my Lord.

          20           If we then look at page 13 of your report, you are

          21       focusing now on the admission after Mr McKenzie had been

          22       diagnosed with C. diff, that's the note you make at

          23       (xxvi), that on 17 January, the diarrhoea is improving,

          24       and he's discharged back to the residential home, but

          25       you found no stool charts to cover this particular
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           1       admission?

           2   A.  That's right.  Yes.

           3   Q.  I think we noted before, on page 14, at (xxx),

           4       Mr McKenzie is readmitted, again by the GP.  Again, he

           5       is dehydrated and he is complaining of altered bowel

           6       habit; is that right?

           7   A.  Yes.  He was readmitted via a GP referral and more

           8       altered bowel habit and dehydration, reflecting further

           9       problems, probably in relation to the previous

          10       Clostridium difficile.

          11   Q.  You say at (xxxiii) that during this admission there was

          12       no consideration of C. difficile and no treatment for

          13       it, but do you consider there ought to have been at this

          14       time?

          15   A.  I think it is about taking the context of what has gone

          16       before, looking at the history of the patient, looking

          17       at what has actually happened right through from the

          18       surgical procedure, the antibiotics, the subsequent

          19       positive Clostridium difficile result from 8 January,

          20       the admission on 14 January, and his clinical condition

          21       after that.  So I think it is about taking the whole

          22       story, if you like, and considering that

          23       Clostridium difficile might be part of that story.

          24   Q.  What are you envisaging should have been done that

          25       wasn't done?
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           1   A.  I think some sort of recording in the medical notes of

           2       Clostridium difficile as a diagnosis, attention to

           3       rehydration with fluids, possibly giving the patient

           4       some treatment for Clostridium difficile, taking

           5       a sample and looking at that diagnosis again in its own

           6       right.

           7   Q.  If we are looking for a possible admission date, just to

           8       take you back to the records, GGC00460113, we have

           9       a patient nursing summary, and certainly here the date

          10       of admission is suggested as 30 November 2007; do you

          11       see that?

          12   A.  Right.

          13   Q.  Finally, if we go back to page 14 of your report,

          14       I think, as you have indicated at (iii), Mr McKenzie

          15       needed antibiotics for good clinical reasons; is that

          16       correct?

          17   A.  Absolutely.  No, he did.

          18   Q.  When he was admitted to the Vale of Leven, he was

          19       started on metronidazole, and that was appropriate,

          20       although I think you also envisage that vancomycin might

          21       also have been an option?

          22   A.  When he was admitted on 14 January, yes.

          23   Q.  The next report that I want to look at with you is for

          24       Catherine Wrethman.  Mrs Wrethman's report is at

          25       EXP01760001.  We can see from the screen, the first page
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           1       of your report, that Mrs Wrethman was born on

           2       26 February 1943; is that right?

           3   A.  Yes.

           4   Q.  Can we then turn to page 4 of your report?  Do you begin

           5       by telling us under the heading "Medical History" that

           6       Mrs Wrethman was admitted to the Vale of Leven Hospital

           7       on 17 December 2007?

           8   A.  That's correct, yes.

           9   Q.  What was the problem here?

          10   A.  She came into the Vale of Leven medical assessment unit

          11       with a diagnosis of exacerbation of chronic obstructive

          12       pulmonary disease, and she'd been unwell for 48 hours

          13       prior to admission, and previously she'd been fit and

          14       well.

          15   Q.  Can we see at the same entry that she was transferred to

          16       the Royal Alexandra Hospital on the same day?

          17   A.  Yes, correct.

          18   Q.  I was taking you to her readmission to the

          19       Vale of Leven, and that happened on 20 December 2007?

          20   A.  Yes.

          21   Q.  Reading on, if we turn to page 5, have you noted that

          22       she did develop loose stools during this time in the

          23       Vale of Leven?  That's after her readmission on

          24       20 December.

          25   A.  Yes, she came in and she developed diarrhoea, loose
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           1       stools, on 22 December.

           2   Q.  We haven't got that on the screen.  It is page 5 of your

           3       report.

           4   A.  Yes.

           5   Q.  Indeed, I think you tell us at (xi) that there was

           6       a stool chart; is that correct?

           7   A.  There was a stool chart from 19 January until

           8       21 January; that's correct, yes, and a stool chart was

           9       also present for 22 February, yes -- sorry, of

          10       December 2007.

          11   Q.  There was, I think, a specimen taken, if we turn to the

          12       records at GGC00790030.

          13   A.  There was a stool sample taken on 22 December 2007 that

          14       was negative for Clostridium difficile.

          15   Q.  We now have that on the screen, the report from

          16       microbiology.  Can we see that the sample was collected

          17       on the 22nd, received by the lab on the 24th and, as we

          18       can see, it is a negative result?

          19   A.  Mmm-hmm.

          20   Q.  But was it over this period, then, that the stool chart

          21       was put in place?

          22   A.  I saw a stool chart for 22 December, and then from

          23       19 January until 21 January.

          24   Q.  We will come to the January admission in a moment.  You

          25       thought there was poor evidence of fluid balance charts;

                                           112

           1       is that right?  That's what you say in your report?

           2   A.  Yes.

           3   Q.  I think you have noted also at (xiv) that Mrs Wrethman

           4       had had diarrhoea on 28 December but no sample was sent?

           5   A.  That's correct, yes.

           6   Q.  Then she's discharged home from the Vale of Leven on

           7       31 December?

           8   A.  Yes.

           9   Q.  Does that take us to her subsequent admission, on

          10       18 January 2008?

          11   A.  She was readmitted on 18 January 2008, and the admission

          12       letter noted that antibiotics had been required in the

          13       community for ongoing chest symptoms, but that she'd had

          14       profuse diarrhoea noted just before discharge, and that

          15       had carried on with five to ten episodes a day.

          16           The reason for the admission was that it was getting

          17       worse on that particular day, and that there was

          18       a problem in relation to oral intake of both fluid and

          19       food, and also that the inflammatory markers, namely,

          20       the CRP and the white cell count, were noted to be

          21       elevated.

          22   Q.  At the time of admission, on the 18th, did they take

          23       a sample?  I will put that on the screen: page 93 of

          24       the records.

          25   A.  They did, and that showed that C. diff was not detected.
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           1   Q.  I think this is one where it was detected.

           2   A.  There is one where it was detected on that day, isn't

           3       there?

           4   Q.  If we look at the screen, we see it was collected on

           5       18 January 2008, not received by the lab until

           6       21 January 2008, and we see there is a positive result;

           7       is that right?

           8   A.  That's correct, yes.

           9   Q.  It's difficult to say from this, but can we see, if we

          10       just go back to the report, the addressee is the GP.

          11       At this time, Mrs Wrethman has been admitted to the

          12       hospital, so there is a positive result at this point?

          13   A.  Yes.

          14   Q.  Was Mrs Wrethman discharged from hospital on

          15       21 January 2008?

          16   A.  She was -- yes.  She was discharged on 21 January 2008,

          17       and she continued her metronidazole after discharge.

          18   Q.  Can we then look at what you tell us about her

          19       antibiotic treatment generally?  If we turn to page 8 of

          20       your report, you begin by telling us that cefotaxime was

          21       given for a respiratory tract infection; is that right?

          22   A.  Yes, she was initially given intravenous cefotaxime.

          23       Now, I think I'm correct in saying that this lady was

          24       penicillin allergic and so care needed to be taken in

          25       this situation as to what antibiotic is given.  In some
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           1       situations -- not all situations, but in some

           2       situations, it is reasonable to use cephalosporins, and

           3       this is what was done here.  Because she was very unwell

           4       when she first presented, cefotaxime intravenously was

           5       not unreasonable.

           6   Q.  You also tell us at (ii) that she was given some

           7       vancomycin on 17 December, and I think you consider that

           8       that was not an unreasonable thing to do either?

           9   A.  I think, in a blind situation, for somebody who is very

          10       unwell, that is sometimes what is done, just to cover,

          11       for example, the possibility of MRSA, which, you know,

          12       hopefully would have become evident fairly rapidly.

          13   Q.  Then (iii), on the 19th you tell us that another

          14       cephalosporin antibiotic, cefaclor, was introduced, and,

          15       again, you thought that was not an unreasonable choice

          16       in the circumstances?

          17   A.  Bearing in mind she's penicillin allergic, and by the

          18       19th she was improving, and, therefore, it was

          19       a consideration to change to oral antibiotics -- not

          20       everybody perhaps would have done that, but cefaclor is

          21       an oral cephalosporin, which would have replaced the

          22       intravenous cephalosporin given before.

          23   Q.  What, then, about the clarithromycin that you mention in

          24       the next paragraph?  Because you tell us it was added on

          25       21 December and given up until 31 December?
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           1   A.  We know that this lady had Streptococcus pneumoniae in

           2       blood cultures, which would have responded to either of

           3       the cephalosporin antibiotics.  So I'm a little unclear

           4       as to why it was necessary to use the clarithromycin as

           5       well.

           6   Q.  Was there any explanation given about that?

           7   A.  I couldn't see anything in the medical notes for that.

           8   Q.  Do you consider it was appropriate or not to give the

           9       clarithromycin?

          10   A.  Quite.

          11   Q.  Was it appropriate or was it not?

          12   A.  In a blind situation, initially, empirically, it might

          13       have been, because she had a very severe pneumonia, but

          14       they knew that she had Strep pneumoniae very rapidly,

          15       and so I think it was unnecessary.

          16   Q.  You say at the end of this paragraph:

          17           "The effect of using the clarithromycin ... and

          18       cefaclor together would have had a significant effect on

          19       the destruction of bowel flora."

          20           Is that right?

          21   A.  Yes, it would.

          22   Q.  Do you mean by that, that that would then make

          23       Mrs Wrethman more susceptible to contracting C. diff?

          24   A.  Yes.

          25   Q.  If we then look at your review of the diagnosis and
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           1       treatment for C. diff, as we already noted, there was

           2       a sample taken during this first admission, the

           3       admission in December, but that produced a negative

           4       result; is that right?

           5   A.  Yes, that's correct.

           6   Q.  Why do you raise the possibility, as you do, on page 9

           7       at (i), that this could have reflected a false negative

           8       result?

           9   A.  Well, I think, in considering a patient, one always has

          10       to think about the clinical diagnosis and bear in mind

          11       the fallibilities or the problems associated with

          12       microbiological testing, and that, if a clinical

          13       diagnosis seems likely, then total reliance on

          14       microbiology results or laboratory results may be

          15       inappropriate.

          16   Q.  I think we noted when we looked at the report on the

          17       screen, and, indeed, you give us the dates in this

          18       paragraph, that the sample was collected on 22 December

          19       and received in the lab on 24 December.

          20           Does that gap of about two days concern you, if you

          21       are looking to see whether or not there may be a false

          22       negative?

          23   A.  It would be expected that laboratory samples -- samples

          24       of diarrhoea are collected and received in the

          25       laboratory on the same day, both from the point of view
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           1       of accurate microbiology diagnosis, and that could be

           2       a reason possibly for a negative result and, secondly,

           3       of course, for control of the infection from the point

           4       of view of other patients.

           5   Q.  You go on to say at (iv), and just to quote from your

           6       report:

           7           "On the balance of probability, Mrs Wrethman

           8       acquired C. difficile during her stay in hospital

           9       between 17 December 2007 and 31 December 2007."

          10           I think we looked at the history and, in particular,

          11       the suggestion that Mrs Wrethman had diarrhoea before

          12       her discharge and continued to suffer from diarrhoea.

          13       Does that help, then, in seeking to indicate where she

          14       might have acquired the spores?

          15   A.  Well, I think that the fact she had diarrhoea before she

          16       even left hospital suggests she didn't acquire them in

          17       the community.

          18   Q.  You do tell us in the next paragraph that there was

          19       a stool chart present for 22 December and also from

          20       19 January through to 21 January; is that right?

          21   A.  Yes.

          22   Q.  So this is a case where we have evidence of that, and

          23       perhaps we could put that on the screen.  The second one

          24       is at GGC00790085.  I don't think it is in the Bristol

          25       stool chart form, but is there at least evidence here of
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           1       the progress, chronologically, of her stools?

           2   A.  Absolutely.

           3   Q.  I'm sorry?

           4   A.  That is good.  That is what one would like to see all of

           5       the time.

           6   Q.  The point you make at (vi) in relation to 28 December,

           7       that diarrhoea was noted but a specimen wasn't sent, so

           8       this is shortly before her discharge from that first

           9       admission, do you consider there should have been

          10       a sample, a specimen, sent at that time?

          11   A.  Yes, I think that's a particularly important time for

          12       identifying what's going on in relation to the

          13       diarrhoea, because she's a patient who has had

          14       antibiotics and would have been vulnerable to

          15       Clostridium difficile, so one would have wanted to know

          16       at this time if that had been the diagnosis, so it could

          17       be actioned, both for her and for others around her.

          18   Q.  If we go to the medical records themselves, the nursing

          19       records, and turn to page 56, can we see here, although

          20       the date has been partially obliterated on the left-hand

          21       side, but if we look towards below that, we see the

          22       following date is the 29th, so this is likely to be the

          23       28th.

          24           Can we see at 11 o'clock that there is some

          25       suggestion that a specimen was being requested?  If
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           1       I just read that:

           2           "Patient says having diarrhoea this morning.

           3       Requested specimen.  Seen by Dr Johnston."

           4           I don't think we see any evidence, in fact, that the

           5       specimen was ultimately acquired?

           6   A.  It is good that they thought about taking a sample, but

           7       it is unfortunate that that wasn't followed through.

           8   Q.  Indeed.  If we turn to your conclusion, I think the

           9       points you make have been covered.  That is pages 10

          10       through to page 11 and page 12.  In particular, at

          11       page 12 at (viii), you focus on the delay between the

          12       taking of the sample and receipt by the lab; is that

          13       right?

          14   A.  Yes.  I think that, as we have discussed, it is

          15       important for this diagnosis to be made promptly and,

          16       therefore, for samples to be received in the laboratory

          17       on the day of sampling, both for benefit of optimal

          18       testing and, secondly, for benefit of optimal treatment,

          19       and, thirdly, in fact, for good infection control

          20       reasons.

          21   MR MACAULAY:  I think I have finished with Mrs Wrethman's

          22       case.  The next case I want to look at is Mr Macfarlane.

          23           I don't know if your Lordship were thinking about

          24       a short break, notwithstanding the interruption we have

          25       already had.
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           1   LORD MACLEAN:  Yes, I think we should.

           2   MR MACAULAY:  I think a short break might be of assistance.

           3   (3.20 pm)

           4                         (A short break)

           5   (3.35 pm)

           6   MR MACAULAY:  If we can move on, then, Dr Teare, to look at

           7       the case of Matthew Macfarlane.  His report, which

           8       I will put on the screen, is at EXP01740001.  Can we see

           9       that you have noted that Mr Macfarlane's date of birth

          10       was 15 March 1930 and that he died on 23 April 2008?

          11   A.  Correct.

          12   Q.  If we look at the death certificate at SPF00240001, can

          13       we see here that Mr Macfarlane was 78 when he died on

          14       23 April 2008 and that he died in the Royal Alexandra

          15       Hospital?

          16   A.  Yes.

          17   Q.  I think we see that C. difficile does not feature in the

          18       section dealing with cause of death?

          19   A.  Correct.

          20   Q.  Can we then look at the body of your report and, if we

          21       turn to page 4, do you begin by noting that on

          22       4 February 2008 Mr Macfarlane was admitted to the

          23       Vale of Leven Hospital?

          24   A.  Yes.  He came in with acute shortness of breath and

          25       left-sided chest pain, and the principal diagnosis was
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           1       found to be a left basal pleural effusion, which was

           2       tapped.

           3   Q.  In the course of this admission, as I think you indicate

           4       at (viii) on page 4, did he test positive for C. diff?

           5   A.  In this admission, the first time he was positive for

           6       C. diff was 12 February 2008, and he was discharged on

           7       the 21st, so, yes, he was admitted on 4 February and the

           8       first positive was 12 February, and discharge was on

           9       21 February.  So the answer to your question is, yes.

          10   Q.  Then, moving on from there, if you turn to page 5 of

          11       your report, have you noted that, on 25 February, he was

          12       admitted on an emergency basis with urinary symptoms and

          13       abdominal tenderness, but this was to the

          14       Royal Alexandra Hospital?

          15   A.  Yes, that's correct, yes.

          16   Q.  Also, have you pointed out, at (xviii) on page 5, that

          17       he was also tested positive for C. diff in the

          18       Royal Alexandra Hospital?

          19   A.  Yes, he was tested there and C. difficile was identified

          20       on 15 March.

          21   Q.  Just to conclude the chronology at the moment, if you

          22       turn to page 6 of your report, have you noted there at

          23       (xxvii), that, as we have seen, he died on 23 April 2008

          24       in the Royal Alexandra Hospital?

          25   A.  Yes, correct.
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           1   Q.  If you turn to page 7 of the report where you set out in

           2       a tabular form the history of his antibiotic treatment

           3       generally, can we see, just at a glance, that when he

           4       was in the Vale of Leven Hospital -- so that is,

           5       I think, the first three entries -- in particular, he

           6       received Augmentin and clarithromycin?  Is that correct?

           7   A.  Yes, that's correct.

           8   Q.  I think also metronidazole, but we will come to that.

           9       Again, we see that the remaining antibiotics are

          10       antibiotics that he was prescribed after his admission

          11       to the Royal Alexandra Hospital?

          12   A.  Yes.

          13   Q.  If we turn to page 10 of your report, where you carry

          14       out your review of his antibiotic treatment -- and, of

          15       course, we are focusing in particular on the antibiotics

          16       that he was given in the Vale of Leven -- you look,

          17       first of all, at the intravenous Augmentin that was

          18       started on 5 February after he had been initially

          19       started on oral Augmentin; is that right?

          20   A.  Yes, he was given Augmentin for the diagnosis of

          21       the pleural effusion, and then that was changed to oral

          22       Augmentin.  I think that was a reasonable choice.

          23   Q.  What about the clarithromycin that you say was added on

          24       the 5th?

          25   A.  That was probably unnecessary, because he had no
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           1       evidence of mycoplasma pneumonia, which is usually why

           2       that is used.  So that probably added to the destruction

           3       of his bowel flora.

           4   Q.  Then the metronidazole was started on 13 February, and

           5       was that in response to the diagnosis of C. diff?

           6   A.  You're talking about February now.  Yes.  Just let me

           7       check those.  He had had Clostridium difficile positive

           8       on 12 February, so the metronidazole was started

           9       apparently the day after that diagnosis.  So it was

          10       a day later than the result was available.

          11   Q.  Then I think your discussion focuses upon the

          12       antibiotics that he was given during the time that he

          13       spent in the Royal Alexandra Hospital, including the

          14       antibiotics he was given for his C. diff; is that right?

          15   A.  Yes, that's right.

          16   Q.  Then, if we turn to page 12 of your report, here you are

          17       looking at -- you put forward your review of

          18       the diagnosis and treatment for C. diff and, as you told

          19       us, Mr Macfarlane was admitted on 4 February and the

          20       Augmentin was probably appropriate.  He developed loose

          21       stools, you tell us, from 10 February; is that right?

          22   A.  Yes, that's right.

          23   Q.  You say that that should have triggered an antibiotic

          24       review?

          25   A.  Well, loose stools in a patient who is on antibiotics is
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           1       always an important clinical change which should trigger

           2       the need for a review as to whether the antibiotics (a)

           3       are correct and (b) are appropriate, both in terms of

           4       focus of infection and also length.

           5           It was noticed that one of the markers of

           6       inflammation, the CRP, was increasing in spite of

           7       the antibiotics, which suggested that something wasn't

           8       quite right.  I think this is really what I was getting

           9       at earlier on in terms of the ongoing consideration, and

          10       really the daily consideration, of how a patient is

          11       doing, are we still on the right track, do we need to be

          12       thinking about focusing the antibiotics, narrowing the

          13       spectrum, do we need antibiotics at all, and I think

          14       that this is something that needs constant input with,

          15       as opposed to just at the start, and then leaving things

          16       without review.

          17   Q.  I think what happened here was that, once C. diff was

          18       diagnosed, then the antibiotics were stopped?

          19   A.  Yes, that's right.

          20   Q.  That would be good practice, generally?

          21   A.  Absolutely.

          22   Q.  Are you suggesting that, if you had reviewed the patient

          23       on the 10th when they had developed diarrhoea, the

          24       antibiotics could have been reviewed then and the

          25       clinical decision might have been to stop them at that
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           1       point?

           2   A.  That's exactly what I'm suggesting, yes.

           3   Q.  Let's look at the report from the lab in this case, it's

           4       at GGC00380065.  Can we note, then, that the specimen

           5       was collected on 12 February, received by the lab on the

           6       same day, and this has proved to be a positive result?

           7   A.  Yes.

           8   Q.  So far as treatment then for the C. diff was concerned,

           9       I think the position was that metronidazole was

          10       prescribed; is that right?

          11   A.  That's right.  I'm just checking.  That was the 12th,

          12       and the metronidazole was started on 13 February and

          13       continued until 21 February.

          14   Q.  So that is a day after the receipt by the lab?

          15   A.  So it is a day after receipt by the laboratory, and

          16       I think it is something that -- you know, a sample had

          17       been taken, so consideration of that and, indeed, other

          18       diagnoses were considered, just on the basis of taking

          19       a sample and, therefore, it might have been reasonable

          20       to be thinking about stopping antibiotics and possibly

          21       starting treatment promptly.

          22   Q.  It seems, then, that the treatment, the metronidazole,

          23       was continued up until the date of his discharge, on

          24       21 February?

          25   A.  Yes.
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           1   Q.  In relation to classifying this episode of C. diff,

           2       I think you say here on page 12 that you consider that,

           3       on the balance of probabilities, he acquired the spores

           4       for C. diff in the Vale of Leven Hospital?

           5   A.  Yes, and I think my reason for saying that is

           6       strengthened by the fact that this patient was not

           7       isolated when he was known to be positive and,

           8       therefore, on the balance of probability, that was the

           9       case with others as well and, therefore, there were not

          10       systems in place to reduce the risk of acquisition of

          11       spores.

          12   Q.  What about the role played by the antibiotics that he

          13       received here, because, as we have noted, he was started

          14       on the Augmentin on 4 February, and the clarithromycin

          15       on 5 February.  By the 10th, he has loose stools, and

          16       that's diagnosed as positive on the 12th.  Do you see

          17       a link between that antibiotic treatment and his

          18       development of C. diff?

          19   A.  I would argue here that he needed antibiotics for good

          20       clinical reasons and, actually, it wasn't a very long

          21       period of time and I think it would have been reasonable

          22       to continue for that length of time without acquiring

          23       Clostridium difficile, but, clearly, there is a link,

          24       yes, in terms of the temporal relationship between

          25       starting the antibiotics and the onset of
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           1       Clostridium difficile.

           2   Q.  I think, just to be clear, on the antibiotic front,

           3       I think your position, as I understood it, was that the

           4       Augmentin was appropriate?

           5   A.  Yes.

           6   Q.  But you thought the clarithromycin may not have been

           7       necessary?

           8   A.  It may not have been necessary, but he was unwell, and

           9       even if it had been given, I would still say that he

          10       should not have had his care compromised by the

          11       acquisition of Clostridium difficile.

          12   Q.  That wasn't what I was seeking to suggest.  Was it these

          13       antibiotics, the Augmentin and the clarithromycin, that

          14       made him susceptible to contracting C. diff?

          15   A.  Yes, that is true.

          16   Q.  Thereafter, I think your discussion under this

          17       particular head focuses upon his management in the

          18       Vale of Leven, in the Royal Alexandra Hospital -- is

          19       that correct -- through to page 13 of the report?

          20   A.  Yes.

          21   Q.  The next case I want to look at with you is that of

          22       Evelyn Scott-Adamson.  We have your report at

          23       EXP01780001.  Can we see here that you have noted on the

          24       front page of your report that Ms Scott-Adamson was born

          25       on 6 December 1941 and died on 14 May 2008?

                                           128

           1   A.  Correct.

           2   Q.  If we look at the death certificate at INQ01720001, can

           3       we see that Ms Scott-Adamson was 66 when she died on

           4       14 May 2008 and that she died in the Royal Alexandra

           5       Hospital?

           6   A.  Yes.

           7   Q.  Can we also note that Clostridium difficile infection

           8       does appear on her death certificate, along with

           9       bronchopneumonia complicating a hip fracture following

          10       a fall?

          11   A.  Correct.

          12   Q.  If we then look at your report, and turn to page 4 of

          13       the report, do you begin by noting that Ms Scott-Adamson

          14       was admitted to the Royal Alexandra Hospital following

          15       a fall, and that was on 20 October 2007?

          16   A.  Yes, that's correct.  She presented to the

          17       Royal Alexandra Hospital with an injury to her spine

          18       following a fall.

          19   Q.  I think she had some treatment there, and was she then

          20       transferred to the Vale of Leven on 24 October 2007?

          21   A.  Correct.

          22   Q.  I think, after a spell in the Vale of Leven -- I don't

          23       think you have noted this, but I think you can take it

          24       that she was discharged from the Vale of Leven on

          25       2 November 2007, because I think we see that the next
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           1       note that you have on (iv) is a further admission to the

           2       Royal Alexandra Hospital on 12 December 2007; is that

           3       right?  Do we see that?

           4   A.  I have got an emergency admission on 12 December 2007,

           5       yes.

           6   Q.  I think what you have missed, if you just take it from

           7       me, is -- my note is she was discharged from the

           8       Vale of Leven on 2 November 2007?

           9   A.  Right.

          10   Q.  That would make sense, if, in fact, there's a subsequent

          11       admission to the Royal Alexandra Hospital.

          12   A.  Yes.

          13   Q.  What, then, was the basis for the admission to the

          14       Royal Alexandra on 12 December 2007?

          15   A.  On 12 December 2007, with this background of

          16       osteoporosis and kyphosis, she'd had a recent increase

          17       in falls over the previous couple of weeks, and nursing

          18       notes had recorded an increased incontinence of stools.

          19           Sorry, the answer to your question is a recent

          20       increase in falls over the previous couple of weeks.

          21   Q.  I think the position was, although I don't think you

          22       have noted this in your chronology, that she spent

          23       a day -- well, in fact, you do, because she is then

          24       transferred -- you note at (iv), in fact, that she's

          25       transferred to the Vale of Leven on 13 December 2007?
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           1   A.  Yes.

           2   Q.  Have you then noted that in the Vale of Leven she had

           3       a period of loose stools?

           4   A.  These were recorded in the nursing notes on

           5       24 December 2007.

           6   Q.  It may be that you didn't have this material, because it

           7       may not have been available to you, but I think there

           8       were stool specimens taken, and I will put this on the

           9       screen for you, if you look at GGC27970002.

          10           Can we see, if we look at the bottom report, that

          11       a specimen was collected from Ms Scott-Adamson on

          12       5 January 2008?  Do you see that?

          13   A.  Yes, I do.

          14   Q.  That wasn't noted as received by the lab until

          15       7 June 2008?

          16   A.  Yes.  Sorry, 7 January.

          17   Q.  I beg your pardon, 7 January 2008.  I don't think it was

          18       printed off until 2011.  Can you see that this is

          19       a negative result?

          20   A.  Yes, I can.

          21   Q.  Similarly, the one on the top, which bears to suggest

          22       that a specimen was collected on 8 January, received by

          23       the lab the same day, and, again, that bears to be

          24       a negative result?

          25   A.  That bears to be negative, yes.
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           1   Q.  If we turn over to page 5 of your report, have you noted

           2       in a number of entries you have set out on page 5 that

           3       Ms Scott-Adamson continued to have loose stools?

           4   A.  She continued to have loose stools, and I think this had

           5       been a problem for her for some time, and I think it was

           6       actually being investigated.  She carried on with that,

           7       indeed.

           8   Q.  I think she also had a number of falls; is that correct?

           9   A.  Yes.

          10   Q.  Indeed, did she have quite a serious fall on 7 January?

          11       You have noted this at (xx).  Did that result in

          12       a fractured neck of femur, which meant that she was

          13       transferred back to the Royal Alexandra Hospital?

          14   A.  Absolutely, yes.

          15   MR PEOPLES:  My Lord, I think the date is 7 February.

          16   A.  February.

          17   LORD MACLEAN:  It is.

          18   MR MACAULAY:  I'm sorry, quite right.  It is 7 February.

          19           She then, if we turn to page 6 of your report, has

          20       loose stools at the time -- early on in the

          21       Royal Alexandra Hospital and, as you point out on page 6

          22       of your report at (xxv), does she, in fact, test

          23       positive for C. diff?

          24   A.  Yes, at that time, on 12 February 2008, there is

          25       a positive Clostridium difficile result, and she starts
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           1       her treatment for metronidazole.

           2   Q.  I think the position is that she remained in the

           3       Royal Alexandra Hospital, and if you turn to page 7 of

           4       your report, it is the entry at (l), I think, for

           5       21 April.  Again, is she seen to be positive, noted to

           6       be CD positive?

           7   A.  Yes, that's correct.

           8   Q.  Does it seem to be the case that this patient continued

           9       to have a problem with diarrhoea really throughout her

          10       admission in the Royal Alexandra Hospital until she died

          11       there on 14 May 2008?

          12   A.  I think this patient was a patient who had an underlying

          13       bowel problem, and she was awaiting, I believe,

          14       a colonoscopy, a date for investigation of that, for

          15       much of that time.  She'd been on treatment for

          16       diarrhoea.  So there may have been other problems going

          17       on with this lady which probably made her more

          18       vulnerable to the whole problem of

          19       Clostridium difficile, and also more -- antibiotics were

          20       going to have a particular problem in relation to the

          21       bowel flora that were already disturbed by whatever else

          22       was going on.

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

          24       treatment generally and, if we turn to page 11 of your

          25       report, I think you note there that she was given
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           1       flucloxacillin in January; is that right?

           2   A.  Yes.  At that time, 14 January, she was noted to have --

           3       and beyond, she was noted to have these pustules, very

           4       suggestive of Staph aureus, which is a common type of

           5       bacteria, and flucloxacillin is specifically used for

           6       Staph aureus and, indeed, that was subsequently

           7       confirmed by microbiological isolation from several body

           8       sites.

           9   Q.  Was this an appropriate response to that condition?

          10   A.  Yes, it was, but in view of this particular patient, it

          11       was very important that Staph aureus was treated, not

          12       just with antibiotics, but with consideration of

          13       eradication by what's known as a decolonisation

          14       protocol.

          15           Staph aureus is a very common bacteria that

          16       colonises on the surfaces of humans and, when it becomes

          17       a problem like this, it is very important that we do

          18       address perhaps some of the underlying reasons why it's

          19       there and control it in other ways in addition to

          20       antibiotics by a decolonisation as well.

          21   Q.  Do you consider then that -- do you suggest here that it

          22       would have been helpful to have a consultant

          23       microbiologist's input here?

          24   A.  That's the sort of thing that a consultant

          25       microbiologist would have been able to help with and
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           1       appreciate that, because this lady already had this

           2       underlying bowel problem causing her diarrhoea, she

           3       would have been even more vulnerable to the effects of

           4       antibiotics and, therefore, to minimise their use -- to

           5       use them where appropriate, but to minimise their use

           6       would have been good clinical practice.

           7   Q.  What you tell us next is that, on 4 February, she was

           8       prescribed with oral penicillin and flucloxacillin for

           9       the abscess.  Again, was this an appropriate response?

          10   A.  Well, knowing that we already have Staph aureus, it is

          11       probably not necessary to use penicillin, to which

          12       Staph aureus is likely to be resistant.  Flucloxacillin

          13       may well have been appropriate for a short period of

          14       time, as I say, in association with other methods as

          15       well.  It may have been that the abscess needed

          16       draining.  I would have to look up the notes to check

          17       that.  But it's about looking at the context of what's

          18       actually going on and, as I say, using antibiotics for

          19       as short a time as possible.

          20   Q.  If we move on, then, to your review of diagnosis and

          21       treatment for C. difficile that you begin on page 12,

          22       and if we move on to page 13, I think, as we have noted,

          23       stool samples were examined for C. diff on 5 January and

          24       8 January and both were negative.  You postulate that it

          25       is possible these may have represented false negative
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           1       results; is that correct?

           2   A.  It is possible.  We have talked before about the

           3       limitations of microbiology testing notwithstanding the

           4       fact she is a patient that had underlying bowel

           5       problems, so, you know, it is impossible to say for

           6       sure, but it has to be considered as a possibility.

           7   Q.  You say that no further attempt to diagnose C. difficile

           8       at the Vale of Leven was made, and you make mention of

           9       the possibility of other cases.

          10           Do we also see that, after these negative results,

          11       Ms Scott-Adamson continued to have loose stools?

          12   A.  She did.  Yes, she did.  So I think, in the context of

          13       other cases around her, and the antibiotics, it would

          14       have been quite important to be sure that one wasn't

          15       dealing with Clostridium difficile at that time.

          16   Q.  In fact, as it turned out, Ms Scott-Adamson did not test

          17       positive until she was transferred to the

          18       Royal Alexandra Hospital on 12 February, and bearing in

          19       mind she was transferred on the 7th -- so a few days

          20       after transfer, she tests positive for C. diff.

          21           But looking to what you say on page 13 at (v),

          22       I think -- I will quote what you say:

          23           "On the balance of probability, Mrs Scott-Adamson

          24       acquired C. difficile following her admission to the

          25       Vale of Leven on 13 December 2007."
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           1           What is your basis for saying that?

           2   A.  I think, having had other patients around her,

           3       I believe, on the ward, who were known to be positive,

           4       and other patients with diarrhoea and not being isolated

           5       that we have already talked about, I think it was about

           6       having systems in place and control measures in that

           7       hospital at that time.

           8   Q.  If we look to your conclusion for this patient on

           9       page 15, I think we have effectively covered these

          10       points.  One point you make is that there was no stool

          11       chart in place in the Vale of Leven on 24 December?

          12   A.  Yes, that's correct.

          13   Q.  If I can then leave that patient aside, there is one

          14       further point I want to raise with you that I have been

          15       asked to raise with you at this point, and this might be

          16       a useful point to raise it, and that is the point that

          17       has already been referred to by my learned friend

          18       Dame Elish, in relation to whether oral vancomycin is

          19       a better choice of antibiotic than metronidazole, and

          20       the suggestion is that, for many years, metronidazole

          21       has been considered as effective as oral vancomycin in

          22       C. difficile infections.  Is that your experience?

          23   A.  I think, by 2006, there was good literature that one

          24       could make a clinical judgment about a particular case

          25       and have the option of using vancomycin with evidence in
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           1       the literature that in some series it was superior, and

           2       I think further studies more recently have supported

           3       that.

           4   Q.  So if the proposition be that, for many years,

           5       metronidazole has been considered as effective as oral

           6       vancomycin, do you agree with that as a proposition or

           7       not?

           8   A.  When you say "for many years", I think certainly, at the

           9       time of these cases, there was clear evidence that

          10       vancomycin was superior.

          11   LORD MACLEAN:  It was superior, you say, but if you look

          12       at -- is it the formulary?  The handbook?

          13   MR MACAULAY:  The prescription guidelines.

          14   LORD MACLEAN:  The prescription guide in the hospital?

          15   MR MACAULAY:  Yes.

          16   LORD MACLEAN:  Could we have that on the screen?  That sets

          17       out what --

          18   MR MACAULAY:  We have it at GGC21790156, if that is the one

          19       your Lordship had in mind.

          20   LORD MACLEAN:  Yes.  The recommended treatment for C. diff

          21       is metronidazole orally --

          22   A.  For ten days.

          23   LORD MACLEAN:  -- I'm coming to the question, don't you

          24       worry -- for ten days, minimum, and then alternative

          25       vancomycin, minimum orally for ten days.  But you have
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           1       pointed out to us, I think, that of course there are

           2       degrees of severity of the illness, of the disease.

           3   A.  Yes.

           4   LORD MACLEAN:  I take it that any clinician would take that

           5       into account in deciding which to use.

           6   A.  I think this is exactly the point I'm trying to make and

           7       the formulary talks about metronidazole.  Frankly, it is

           8       a cheaper option than vancomycin, and I think that that

           9       may be one of the reasons it is first line.  But,

          10       ultimately, it is up to the clinical judgment of

          11       the clinician looking after the patient as to which

          12       would be appropriate at the time.

          13   LORD MACLEAN:  Having regard to the clinical symptoms and

          14       signs; yes?

          15   A.  Yes, absolutely.

          16   LORD MACLEAN:  So that what is suggested here, of course, is

          17       the recommended initial treatment, depending on the

          18       clinical signs; is that right?

          19   A.  That's absolutely right.  But I think a microbiologist,

          20       in particular, would have the knowledge that there may

          21       be -- depending on the severity, as you indicate,

          22       vancomycin may be a preferable first choice in some

          23       cases.  But for a junior doctor on the wards with a case

          24       that is not particularly severe, metronidazole is likely

          25       to be appropriate.
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           1   LORD MACLEAN:  Thank you.

           2   MR MACAULAY:  My Lord, I do have, I think, two more cases

           3       and an overview for Dr Teare.  I would imagine, since

           4       she's probably had quite a long day, this might be an

           5       appropriate point to break.

           6   LORD MACLEAN:  I think that's right.  In any event, we face

           7       an uncertain tomorrow, and I think, if we got through

           8       the doctor's evidence tomorrow -- there is no witness

           9       following her tomorrow -- that would be convenient.

          10   MR MACAULAY:  I think, on the assumption we start at

          11       10 o'clock, we should finish before lunch.

          12   LORD MACLEAN:  Which means we will finish comfortably in the

          13       morning, hopefully, and you can all get away, because

          14       I imagine transport will be difficult tomorrow.  At

          15       least, let's hope you can get here for 10 o'clock.  But

          16       I should think you will all get back in good time if we

          17       finish sharpish in the morning.

          18           Tomorrow morning, 10 o'clock.

          19   (4.13 pm)

          20                 (The hearing was adjourned until

          21            Wednesday, 30 November 2011 at 10.00 am)

          22

          23

          24

          25
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