           1                                    Wednesday, 23 November 2011

           2   (10.00 am)

           3   MR MACAULAY:  Good morning, my Lord.  I would like to recall

           4       Dr Connor.

           5                   DR MARTIN CONNOR (continued)

           6   LORD MACLEAN:  Good morning, Dr Connor.  Do sit down.

           7       I need to remind you you're still on oath.

           8   A.  Okay.

           9              Examination by MR MACAULAY (continued)

          10   MR MACAULAY:  Good morning, Dr Connor.  The first case

          11       I want to look at with you is that of Alister Johnston.

          12       Your report is EXP01460001.  I think we see from the

          13       first page of the report that Mr Johnston was born on

          14       16 April 1941, and he died on 9 March 2008; that is what

          15       you have noted.

          16   A.  Yes, that's correct.

          17   Q.  If we look at the death certificate at SPF00210001, can

          18       we see here that Mr Johnston was 66 when he died on

          19       9 March 2008, and he died in the Vale of Leven Hospital?

          20   A.  Yes.

          21   Q.  Do we see in the section dealing with cause of death

          22       that Clostridium difficile infection does appear at

          23       part I at (c)?

          24   A.  Yes.

          25   Q.  If we look at your report for Mr Johnston and turn to
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           1       page 4, are we essentially looking at two admissions,

           2       the first admission to the Vale of Leven being on

           3       22 December 2007?

           4   A.  Yes, that's correct.

           5   Q.  What was the reason for that admission?

           6   A.  He came in on that date suffering from respiratory

           7       failure at that point, and an underlying squamous cell

           8       carcinoma.

           9   Q.  In the course of that admission, did he contract

          10       C. diff?

          11   A.  He did, yes.  He suffered from a chest infection at that

          12       point, was given antibiotics, and then contracted

          13       C. diff infection.

          14   Q.  But eventually, having spent about a month in hospital,

          15       I think he was discharged home, on 25 January 2008; is

          16       that right?

          17   A.  That's correct, yes.

          18   Q.  Was he readmitted on 6 March 2008 and, at that time, was

          19       he suffering from diarrhoea?

          20   A.  He was, yes.

          21   Q.  I think, as we have noted already, he died shortly after

          22       that, on 9 March?

          23   A.  That's correct.

          24   Q.  If we just focus on when he contracted C. diff during

          25       the first admission, and perhaps do this under reference
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           1       to the report from the microbiology department -- that

           2       is at GGC00300099 -- can we see from this that the

           3       specimen was collected on 21 January 2008, received by

           4       the lab on the same date, 21 January, and this was

           5       a positive result?

           6   A.  That's correct.

           7   Q.  I think it is the case that the ward was made aware of

           8       the positive result on 22 January 2008?

           9   A.  Yes.

          10   Q.  I think, as we noted earlier, a few days later, on

          11       25 January, Mr Johnston was discharged?

          12   A.  Yes.

          13   Q.  Can we just look at the position in relation to his

          14       antibiotic treatment?  If we turn to page 5 of your

          15       report, in that section I think you review generally his

          16       antibiotic treatment.  If we just focus upon that first

          17       admission, what antibiotic treatment did he receive?

          18   A.  Well, he was given co-amoxiclav, an oral antibiotic,

          19       22 December to 4 January, for a presumed chest infection

          20       at that point.

          21   Q.  Can you say if that was an appropriate response to the

          22       presumed chest infection?

          23   A.  Yes, that would have been a reasonable antibiotic of

          24       choice.

          25   Q.  I think, if you turn to page 6 of your report, do you
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           1       also indicate that he was also prescribed with

           2       clarithromycin?

           3   A.  Clarithromycin, yes.

           4   Q.  What was the reason behind that?

           5   A.  Clarithromycin is an additional antibiotic often added

           6       to cover atypical chest infections, so if they were

           7       unaware of the actual organism which was causing the

           8       chest infection, then the addition of clarithromycin is

           9       a safeguard to cover atypicals, such as legionella or

          10       mycoplasma infection.

          11   Q.  Were you able to ascertain, then, from the medical

          12       records that that was the thinking behind this

          13       particular prescription?

          14   A.  There was no information within the medical notes as to

          15       why it was added.  The standard reason why someone would

          16       add clarithromycin would be for those reasons, but that

          17       wasn't mentioned within the medical documents.

          18   Q.  The next antibiotic you mention is levofloxacin, and you

          19       indicate that that was also prescribed from 4 January to

          20       16 January 2008; is that right?

          21   A.  That's correct.

          22   Q.  What was the thinking behind that?

          23   A.  Levofloxacin is a quinolone antibiotic, which is often

          24       used as a second-line therapy.  If the previous

          25       antibiotics have failed to have a clinical response,
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           1       then levofloxacin would be used to treat a chest

           2       infection.

           3   Q.  Were you able to ascertain from the medical records what

           4       the thinking was, then, here?

           5   A.  Well, the indications weren't clear from the medical

           6       notes, but the patient was clinically unresponsive, so

           7       the logical inference was that's why they changed to

           8       levofloxacin, but it wasn't clear in the notes.

           9   Q.  I think the final antibiotic you mention here is

          10       co-amoxiclav.  Looking to the dates, this was prescribed

          11       during the course of the second admission; is that

          12       right?

          13   A.  That's correct.

          14   Q.  The reason for that?

          15   A.  On that occasion, I'm presuming it was for a chest

          16       infection on the second admission, although I'm not

          17       quite sure.  I'd have to have a look at that again.  It

          18       was unclear on 6 March why the co-amoxiclav was started,

          19       from the medical notes.

          20   Q.  I think that is what you say on page 6 of your report?

          21   A.  That's right, yes.

          22   Q.  At this time, when Mr Johnston was readmitted, I think

          23       we have seen from looking at the history that he had had

          24       C. diff in January and had been admitted with diarrhoea;

          25       is that right?

                                             5

           1   A.  That's correct, yes.

           2   Q.  If we look at page 7 of your report, you make a point

           3       there about, I think, six or seven lines from the top of

           4       the page:

           5           "It is unclear for what clinical condition oral

           6       co-amoxiclav was started for on 6 March 2008, as medical

           7       notes would indicate that a recurrence of C. difficile

           8       infection was thought most likely and, therefore,

           9       co-amoxiclav would be likely to be unhelpful."

          10           What do you mean by that?

          11   A.  The medical notes stated that they thought this was

          12       a likely recurrence of C. difficile infection, but for

          13       some reason the patient was treated with co-amoxiclav,

          14       and it wasn't clear from the medical notes why they

          15       would query C. difficile infection and then use an

          16       antibiotic such as co-amoxiclav.

          17   Q.  You, I think, tell us also that, on the second

          18       admission -- this is on page 7 -- at that time,

          19       Mr Johnston was being prescribed with loperamide and

          20       codeine phosphate.  What was that for?

          21   A.  The loperamide and codeine phosphate were to prevent

          22       diarrhoea symptoms.

          23   Q.  These had been prescribed by the GP?

          24   A.  They had been prescribed by the GP and then continued by

          25       hospital staff on admission.  The worry there is, if you
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           1       are querying C. diff infection, and you give an agent

           2       that prevents diarrhoea, then the toxin is not excreted

           3       with the diarrhoea, it is left to build up within the

           4       bowel.

           5   Q.  I think you say that sort of treatment is

           6       contraindicated?

           7   A.  Yes, it is a specific contraindication to the use of

           8       those agents.

           9   Q.  Then, if we look at the position in relation to the

          10       C. difficile infection itself, and turn to page 8 of

          11       your report, you tell us that there had been, before the

          12       positive result, a negative result; is that correct?

          13   A.  That's correct, yes.

          14   Q.  Perhaps we can put that on the screen, just to focus on

          15       the dates.  It's at GGC0030045.  I think, in fact, what

          16       we have here is the nursing notes that suggest that

          17       there was a negative stool sample on 20 January.  Sorry,

          18       the clinical notes.  Is this what you refer to in your

          19       report?

          20   A.  Down in the bottom right-hand corner:

          21           "Had loose stools for 2 days - stool sample

          22       negative."

          23   Q.  This was on the 20th, but certainly, as at 21 January,

          24       the specimen taken on 21 January was positive?

          25   A.  That's correct, yes.
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           1   Q.  I think, as we noted, the ward was aware of that as at

           2       22 January, the following day?

           3   A.  That's right.

           4   Q.  What treatment, then, did Mr Johnston receive for

           5       C. diff?

           6   A.  He received metronidazole treatment from

           7       22 to 31 January.

           8   Q.  Was that an appropriate response?

           9   A.  That would be an appropriate response, yes.

          10   Q.  If we look, then, at page 9 of your report, you say at

          11       the top of the page:

          12           "It is likely that Mr Johnston acquired C. difficile

          13       infection following his admission to the Vale of Leven

          14       on 22 December 2007, and that this was precipitated by

          15       broad-spectrum antibiotics given for his chest

          16       infection."

          17   A.  That's correct.

          18   Q.  Do I take it from that that the co-amoxiclav that he was

          19       given in the second admission didn't play a part in

          20       making him susceptible to the infection?

          21   A.  No, he was already suffering symptoms on the second

          22       admission.

          23   Q.  If you do suspect that somebody does have C. diff, would

          24       it be appropriate to give a drug like co-amoxiclav?

          25   A.  Only if you were trying to treat a concurrent infection
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           1       or sepsis due to another cause.

           2   Q.  Were you able to ascertain here --

           3   A.  No, there was no evidence that he was suffering from

           4       another infection, that I could find from the medical

           5       notes.

           6   Q.  If we look at what you say on page 9, it is the main

           7       paragraph on page 9, where you -- as I think you have

           8       already indicated, when Mr Johnston was admitted, it was

           9       clear you thought, or at least there was a suspicion

          10       from the medical staff's perspective, that he had

          11       C. diff; is that right?

          12   A.  That's correct.

          13   Q.  What's the point you are making in relation to when he

          14       was treated for the C. diff?

          15   A.  I'm sorry, could you explain the question?

          16   Q.  Yes.  I'm just looking at what you say.  It is about

          17       halfway down that paragraph, where you have taken, for

          18       example:

          19           "On 7 March 2008, medical notes detail 'a likely

          20       recurrent C. diff'.  Despite the clinical indication of

          21       severe C. difficile infection, Mr Johnston received no

          22       metronidazole or vancomycin therapy to treat this ..."

          23   A.  The clinical staff appeared to appreciate that

          24       Mr Johnston was likely suffering from C. diff infection,

          25       suffering from a recurrence of his previous C. difficile
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           1       infection, but he didn't receive any specific

           2       antimicrobial therapy for that, which I thought was

           3       a bit unusual, if you clinically suspect something, not

           4       to go ahead and treat it as such.

           5   Q.  If we look at the report that deals with the sample, and

           6       that is at GGC00300004, we can see here -- this is in

           7       a different form to what we are used to, but we can see,

           8       if we look at the bottom left, that the sample was

           9       collected on 6 March, and that is the date of the second

          10       admission.  It was received, according to this, on

          11       7 March.  I don't think -- we have a processed date, but

          12       no other date.  Can we see from this that this was

          13       a negative result?

          14   A.  That's correct, yes.

          15   Q.  How does this fit into the picture, then, if he attends

          16       with -- he's admitted with diarrhoea, they take the

          17       sample and, although they suspect there is C. diff, in

          18       fact it is negative?

          19   A.  Okay.  Well, it looks like the sample was taken at 8.30

          20       in the evening of 6 March.  It didn't appear to arrive

          21       into the laboratory until 4.50 the following day.  It

          22       possibly wasn't tested until the day after that.  So

          23       certainly it's a delay in the sample getting to the

          24       laboratory, which may have had an effect on the C. diff

          25       test itself.
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           1   MR KINROY:  My learned friend may be going to clarify this,

           2       but can we just know why, possibly, the sample was not

           3       tested until the 8th?

           4   A.  Because the laboratory's normal time was a 5 o'clock

           5       finishing, I believe, so -- or something, yes.

           6   MR KINROY:  Thank you.

           7   LORD MACLEAN:  If I follow this, it wasn't only a question

           8       of it being tested the next day; it was actually delayed

           9       yet further, wasn't it?

          10   A.  Yes, there was a 20-hour delay in it getting to the

          11       laboratory, and just -- certainly, I'm not sure at what

          12       point -- I'd have to look at the record again -- that

          13       was actually phoned through to the laboratory.

          14   MR MACAULAY:  I will come to that now, if we look at the

          15       medical records at page 160.

          16   A.  Okay.

          17   Q.  We have an entry here in the nursing notes for 8 March.

          18       Can we see that, at 1530, it says:

          19           "Loose stools x4 today.  C. diff toxin negative."

          20           That is on 8 March at that time?

          21   A.  Yes.

          22   Q.  If we are looking to the position of Mr Johnston, who

          23       was admitted on the 6th, then it would appear, two days

          24       later, the ward have been told about the negative

          25       result?
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           1   A.  Yes, they have been told in the afternoon, so the test

           2       has presumably been performed in the morning.

           3   Q.  If we look at the infection control card, SPF00580001,

           4       can we see here that, first of all, the reference to the

           5       date of the discharge is 25 January, and then readmitted

           6       on 6 March, "Patient symptomatic" is what has been

           7       noted, "Spec sent to lab on the 7th", and I think we

           8       have seen some reference to the fact it was sent on the

           9       6th.  The only other entry is, "Died on 9 March"?

          10   A.  Yes.

          11   Q.  But does it appear, then, if we go back to the specimen

          12       at page 4 of the records, just to remind ourselves, the

          13       sample then, as we see, was collected on the 6th,

          14       received by the lab on the 7th, the infection control,

          15       on the face of it, do not appear to have had note of

          16       the result, but the ward did know on the 8th, the

          17       afternoon of the 8th, that there was a negative result?

          18   A.  That's correct, yes.

          19   Q.  What do you say in relation to what the treatment should

          20       have been over this period prior to the negative result

          21       at least being made available?

          22   A.  I would have thought that a patient coming in with

          23       a previous history of severe C. diff infection with

          24       similar symptoms, where the clinicians are actually

          25       including that in the diagnosis on admission, would have
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           1       been enough of an indication for them to have started

           2       metronidazole or even vancomycin, if it was severe

           3       enough, at that point.

           4   Q.  In fact, in relation to Mr Johnston, did he receive any

           5       treatment at all for the suspected C. diff?

           6   A.  At that point, he did -- no, not on the second

           7       admission, he didn't, no.

           8   Q.  We know this is a case where there was a post-mortem

           9       carried out, and you touch upon that on page 10 of your

          10       report; is that right?

          11   A.  That's correct.

          12   Q.  We can look at that.  The relevant part is on page 14 of

          13       the records.

          14   A.  The post-mortem confirmed the presence of

          15       pseudomembranous colitis.  Specimens were taken which

          16       were subsequently cultured and an organism which was

          17       identified as C. difficile ribotype 027.

          18   Q.  What does that tell us about the negative result?

          19   A.  It tells us that the negative result at the time of that

          20       second admission was false, a false negative.

          21   LORD MACLEAN:  I suppose that's the reason why the death

          22       certificate has C. difficile as a cause of death?

          23   A.  Yes, I think the death certificate was altered after the

          24       post-mortem.

          25   MR MACAULAY:  If we then look at your conclusion for
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           1       Mr Johnston on page 11, in the first paragraph you

           2       narrate the history of the first admission, in

           3       particular the treatment with broad-spectrum

           4       antibiotics, and I think your position is that the

           5       antibiotic treatment was reasonable in the

           6       circumstances, on the assumptions that you have made?

           7   A.  Yes, I think on the first admission they thought he had

           8       a chest infection, and co-amoxiclav was a reasonable

           9       antibiotic to use on that occasion.

          10   Q.  If we then look at the second paragraph, I think the

          11       main focus of that, first of all, is in relation to the

          12       fact that he was not prescribed any treatment for the

          13       suspected C. diff on the second admission.

          14   A.  That's correct.

          15   Q.  You consider he should have been?

          16   A.  Yes, I think if they had -- because they clinically

          17       suspected he had C. diff, or a relapse of his C. diff,

          18       at that point, they should have started treatment.

          19   Q.  What about the anti-motility agents that he was in

          20       receipt of?  What's your conclusion on that?

          21   A.  The anti-motility agents would have exacerbated his

          22       condition and made his illness more severe, because of

          23       the accumulation of toxin within the gut, rather than

          24       expelling the toxin with the diarrhoea, which would have

          25       happened.
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           1   Q.  Do you consider that these agents should not have been

           2       prescribed in the hospital?

           3   A.  Those agents should not have been prescribed and should

           4       have been stopped on admission.

           5   Q.  Do you consider that that played any role in

           6       Mr Johnston's death?

           7   A.  Potentially, it could have had a very serious effect on

           8       his outcome, yes.  It is a serious complication, if you

           9       are not able to excrete the toxin.

          10   Q.  The next case I want to look at, then, with you,

          11       Dr Connor, is that of Mary Hamilton.  The report for

          12       Mrs Hamilton is at EXP01590001.

          13           Can we see from the front page of your report that

          14       Mrs Hamilton was born on 20 March 1926?

          15   A.  That's correct.

          16   Q.  Then, if we move on and look at the body of the report

          17       itself, do you tell us on page 3 that Mrs Hamilton was

          18       admitted to the Vale of Leven Hospital on

          19       27 December 2007?

          20   A.  That's correct.

          21   Q.  Moving on from there to page 4, what was the reason

          22       behind her admission?

          23   A.  Well, she was admitted with a history of chronic

          24       obstructive pulmonary disease; possibility of a urinary

          25       tract infection; and increasing renal failure.
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           1   Q.  If we turn to page 4, I think she spends quite some time

           2       in hospital, but she's ultimately discharged to

           3       a nursing home on 16 April 2008?

           4   A.  That's correct, yes.

           5   Q.  Have you set out on page 4, in fact, the occasions that

           6       she did test positive for C. diff during this admission?

           7   A.  Yes.

           8   Q.  If we look at the first of these and have the report on

           9       the screen, it is GGC00260020.  Can we see here that

          10       Mrs Hamilton -- there was a specimen taken from

          11       Mrs Hamilton on 21 January and received by the lab the

          12       same day, and that was a positive result?

          13   A.  That's correct.

          14   Q.  Again, if we just look at the next occasion, it is

          15       GGC27230014.  I think it is in a different form, but can

          16       we see here that the specimen was collected on

          17       10 February.  That is towards the top left of

          18       the document?

          19   A.  That's correct.

          20   Q.  It was received, if we look to the right of

          21       the document, on 11 February, the following day, and the

          22       report date is given as 13 February.  Do you see that?

          23   A.  I do, yes.

          24   Q.  Can we look at your comments in relation to the

          25       antibiotic treatment that Mrs Hamilton received,
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           1       looking, first of all, to the time of her admission, and

           2       here we are looking at page 4 of your report, towards

           3       the bottom.  I think you indicate that she was

           4       prescribed trimethoprim for a urinary tract infection on

           5       28 December; is that right?

           6   A.  Yes, that's correct.

           7   Q.  Was that an appropriate course of action at that time?

           8   A.  Yes.  She had a laboratory urine isolate with a lactose

           9       fermenting coliform isolate, so trimethoprim would have

          10       been an appropriate antibiotic at that point.

          11   Q.  Turning to page 5 of the report, I think you tell us

          12       that she had a five-day course of this antibiotic?

          13   A.  Yes, that's correct.

          14   Q.  What do the prescribing guidelines give in relation to

          15       the normal duration?

          16   A.  The normal duration for a simple urinary tract infection

          17       in a woman would be a three-day course.

          18   Q.  Were you able to ascertain why the course was for five

          19       days?

          20   A.  No.

          21   Q.  I think she was given further antibiotics; is that

          22       right?  You discuss that in the next paragraph.  What

          23       was the position here?

          24   A.  She had a further urine sample taken on 6 January, and

          25       that cultured an enterococcus species, and the patient

                                            17

           1       was then treated with the ciprofloxacin, from 9 to

           2       13 January.

           3   Q.  I think you say that, according to the result of

           4       the specimen, the bacteria was resistant to

           5       ciprofloxacin?

           6   A.  That's right, it was an enterococcus species, and you

           7       wouldn't normally recommend the use of ciprofloxacin for

           8       the treatment of that type of organism.

           9   Q.  If we look at the results of the sample on page 21 of

          10       the records, GGC00260021, can we see that the sample was

          11       collected on the 6th, received on the 7th and, if we

          12       look at the layout, it is resistant to trimethoprim and,

          13       in the second column, also to ciprofloxacin; do we see

          14       that?

          15   A.  That's correct, yes.

          16   Q.  Do I understand that the ciprofloxacin was prescribed

          17       before the result had actually come through?

          18   A.  That's correct, yes.

          19   Q.  Should it have been prescribed in the first instance?

          20   A.  No, it shouldn't have been.  It should only have been

          21       prescribed for a more complicated urinary tract

          22       infection.

          23   Q.  But, in any event, once the result was through, should

          24       the prescription have continued?

          25   A.  No, it should have been -- if the patient was still
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           1       thought to be symptomatic, it should have been changed

           2       to an antibiotic which was at least sensitive to the

           3       organism.

           4   Q.  You also indicate that there was evidence in the records

           5       that this patient received intravenous vancomycin.  What

           6       was the reason behind that?

           7   A.  I couldn't work out exactly why the vancomycin was

           8       started.  Presumably, it was because there was

           9       a possible history that she was allergic to penicillin,

          10       and they were still trying to treat the enterococcus

          11       species, and vancomycin would really have been the only

          12       alternative in that situation.  They could have used

          13       nitrofurantoin for a simple UTI.  If they thought it was

          14       a more invasive infection and more complicated, then

          15       vancomycin would have been the appropriate therapy then.

          16       I couldn't, from the notes, deduce whether it was

          17       a serious infection at that point or not.

          18   Q.  So depending on that, then, vancomycin may have been the

          19       appropriate treatment?

          20   A.  It may have been, yes.

          21   DAME ELISH:  My Lord, simply on that point, I wonder if

          22       Mr MacAulay could clarify with Dr Connor what he said at

          23       page 5, which confirms that in his report he says that

          24       perhaps:

          25           "... it is also noted that the patient had mild
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           1       renal impairment and that may have contraindicated the

           2       use of nitrofurantoin in this case."

           3           I just remind him of what he said.

           4   A.  That's true, yes.  The renal impairment may well have

           5       contraindicated the use of nitrofurantoin.  Although

           6       renal impairment would also have issues with vancomycin

           7       as well.

           8   MR MACAULAY:  Standing that, that might, again, be another

           9       reason why vancomycin might be the choice?

          10   A.  Another reason for using the vancomycin, yes.

          11   Q.  I think the point you are also making there, if we turn

          12       to page 10 of the clinical notes, the doctor has written

          13       in the results from the specimen, including the fact

          14       that it was resistant to the ciprofloxacin, as actually

          15       we have seen when we looked at the document itself; is

          16       that right?

          17   A.  That's correct, yes.

          18   Q.  Is that the main point we take from this discussion,

          19       then?  Indeed, you pose the question towards the bottom

          20       of page 5:

          21           "Why Mary Hamilton was prescribed a '3-day course of

          22       ciprofloxacin', given that the organism was already

          23       known to be resistant to ciprofloxacin, is not clear?"

          24   A.  Yes, it still stands.  I'm not sure why the

          25       ciprofloxacin was prescribed or, you know, not changed.

                                            20

           1   LORD MACLEAN:  Could I ask you, going back to an answer you

           2       gave, and following Dame Elish's intervention, the

           3       reason for the vancomycin you can't ascertain; is that

           4       right?

           5   A.  Sorry, the reason wasn't clearly stated within the notes

           6       for the vancomycin.  Surmising that the vancomycin was

           7       probably given because of the enterococcus species and

           8       because of the contraindication to nitrofurantoin

           9       because of the renal issues and also the suspicion that

          10       the patient was penicillin allergic would therefore make

          11       you think that vancomycin would be the only alternative.

          12   LORD MACLEAN:  It would have been an alternative?

          13   A.  It would have been an alternative, yes.

          14   LORD MACLEAN:  Which wasn't affected by the renal

          15       impairment?

          16   A.  You would have to be very careful with vancomycin with

          17       renal impairment, but you can monitor serum levels of

          18       vancomycin and titrate the serum level carefully to

          19       monitor against the renal function, which you can't do

          20       with nitrofurantoin.

          21   LORD MACLEAN:  Which you can't do ...?

          22   A.  Cannot do with nitrofurantoin.  So there are clinical

          23       reasons for using the vancomycin.

          24   MR PEOPLES:  My Lord, I wonder, on the same point, I think

          25       on page 10 there is an entry about a possible allergy to
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           1       co-amoxiclav, and I think in the note halfway down.

           2       Would that explain, or possibly explain, the vancomycin

           3       choice?

           4   A.  It explains why they are not using a penicillin-based

           5       antibiotic, either amoxicillin or co-amoxiclav, yes.

           6   LORD MACLEAN:  Thank you.

           7   MR MACAULAY:  Can we then look at your review of

           8       the diagnosis and treatment for C. diff, on page 6 of

           9       your report.  In the second paragraph, I think, you

          10       focus on the lead-up to the positive result of

          11       21 January, where you say there were diarrhoeal symptoms

          12       that had recurred on 16 January, and I think again on

          13       20 January, and a specimen was taken on the 21st, and

          14       you look at the history of the receipt of that in the

          15       lab.  This was the positive result we looked at earlier.

          16       What about the treatment for that?  Was that

          17       appropriately treated at that time?

          18   A.  The patient was started on oral metronidazole, which

          19       would have been an appropriate therapy.

          20   Q.  If we look at page 7 of your report, I think you tell us

          21       that you she appeared to respond to that therapy; is

          22       that right, at the top?

          23   A.  That's right, yes.

          24   Q.  Then we have the other episode where she is diagnosed

          25       following upon a stool sample of 10 February.  What
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           1       about how that was managed?  What was the treatment

           2       there?

           3   A.  The treatment on 10 February was, again, metronidazole,

           4       but that wasn't started until 14 February, so there was

           5       a four-day delay on her starting treatment.

           6   Q.  Did you see why that would be?

           7   A.  No, I wouldn't work out why there seemed to be a delay

           8       in treatment being started.

           9   Q.  I think we saw that the specimen was collected on the

          10       10th and received by the lab on 11 February.  If we look

          11       at the nursing notes, and this is at GGC00260051, and if

          12       we just expand that a little bit, can we see, on

          13       12 February, there is a note towards the end of that

          14       entry at 1900 that they were awaiting the result from

          15       the repeat stool specimen of the 11th.  That's what it

          16       says.  Do you see that?

          17   A.  No, I can't.

          18   Q.  It is three or four lines from the bottom of the entry

          19       for 1900 on the 12th.  It says "Awaiting result"?

          20   A.  Oh, yes, "Awaiting result from repeat stool specimen".

          21   Q.  If we look at the other side, for the 13th, at 1630,

          22       about five or six lines into the entry, can we read:

          23           "Stool sample shows C. diff positive."

          24   A.  Right.

          25   Q.  So does it seem that the ward were aware, certainly by
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           1       the 13th --

           2   A.  That's correct, yes.

           3   Q.  If we look at the infection control card at SPF00560001,

           4       if we look for this particular period, and this is

           5       10 February, there is no entry in the infection control

           6       card to relate to this particular positive finding; is

           7       that right?

           8   A.  No, there is no entry covering that date.

           9   Q.  Do you consider there was a delay here in starting the

          10       treatment?

          11   A.  There seems to be a delay in the ward being notified of

          12       the C. diff positive result.

          13   Q.  What about the first occasion, then, when Mrs Hamilton

          14       tested positive and the response in treatment with the

          15       metronidazole?  Was that prompt, can you tell me?

          16   A.  On the first occasion, she had symptoms on 20 January,

          17       was found positive on the 21st and metronidazole was

          18       started on the 23rd.  So there certainly seemed to be

          19       a two-day delay there as well.

          20   Q.  If we look at the nursing records on page 55, the very

          21       top entry, it looks like the 22nd.  There is a reference

          22       there:

          23           "Has passed a form stool today, although is now

          24       C. diff positive."

          25           Does it appear that the ward seem to have been
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           1       aware, certainly at the 22nd --

           2   A.  At the 22nd, yes.

           3   Q.  I think we looked a moment ago at the infection control

           4       card.  If we turn to SPF00560001, can we see that on the

           5       22nd there is an entry:

           6           "Patient had one episode of diarrhoea.  Has been on

           7       oral intravenous antibiotics.  To commence oral

           8       metronidazole."

           9   A.  That's correct.

          10   Q.  I think you have taken from what you have seen in the

          11       records that that didn't, in fact, happen until the

          12       following day?

          13   A.  Until the following day, yes.

          14   Q.  Do you see a justification for such a delay?

          15   A.  No.  If the ward staff are aware of a C. diff positive

          16       result, the patient should be started on appropriate

          17       therapy straight away.

          18   Q.  If we then look at your conclusion for Mrs Hamilton on

          19       page 8, you indicate, as we have seen, that Mrs Hamilton

          20       developed symptoms of C. diff infection on 16 January,

          21       and you go on to say it is most likely that she acquired

          22       C. diff following her admission to the Vale of Leven and

          23       that this infection was triggered by the inappropriate

          24       use of ciprofloxacin.  Is that your view?

          25   A.  That's correct.
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           1   Q.  The next case I want to look at with you, then, is that

           2       of Alister Brand.  The report for Mr Brand is at

           3       EXP01450001.  We are looking at the first page of your

           4       report on the screen, Dr Connor.  Can we see that

           5       Mr Brand was born on 19 June 1951?

           6   A.  That's correct.

           7   Q.  Then, if we look at the medical history that you start

           8       looking at on page 3 of your report, have you noted

           9       there that Mr Brand was admitted, first of all, to the

          10       Royal Alexandra Hospital on 14 December 2007?

          11   A.  That's correct.

          12   Q.  What was the reason behind that?

          13   A.  He had a fall and suffered a fractured neck of femur.

          14   Q.  Was he subsequently transferred to the Vale of Leven for

          15       rehabilitation a few days later?

          16   A.  Yes.

          17   Q.  18 December?

          18   A.  18 December, yes.

          19   Q.  Apart from the fracture of his femur, did he develop

          20       other problems when he was in the Vale of Leven?

          21   A.  He subsequently developed a hospital-acquired pneumonia

          22       and treated with antibiotics and developed the C. diff

          23       infection after that.

          24   Q.  Was he well enough to be discharged home quite some time

          25       later?
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           1   A.  He was discharged, yes, on 1 May 2008.

           2   Q.  In relation to the C. diff infection, if we turn to

           3       page 4 of your report, do you set out there that he

           4       tested positive for C. diff on three separate occasions?

           5   A.  That's correct, yes.

           6   Q.  21 January, 7 February and 22 February?

           7   A.  That's correct.

           8   Q.  Can we just look at your review of his antibiotic

           9       treatment generally.  Can you just take us through that?

          10       I think you indicated a moment ago that he did -- that

          11       in the operation -- would there probably have been some

          12       antibiotic given to him?

          13   A.  It would have been standard practice to have given

          14       prophylactic -- probably cefuroxime I believe Glasgow

          15       were using at that point, during that procedure.  That

          16       would have been one or two doses.

          17   Q.  I think we have seen that in other cases for the

          18       Royal Alexandra Hospital, but you weren't, in fact, able

          19       to find a chart for that?

          20   A.  I couldn't find any record of it.

          21   Q.  Following his transfer to the Vale of Leven -- and

          22       I think you look at this on page 5 of your report --

          23       what, then, was the position, particularly in regard to

          24       his treatment with antibiotics?

          25   A.  He developed a chest infection when he was at
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           1       Vale of Leven, and was prescribed co-amoxiclav and

           2       clarithromycin orally from 15 to 22 January.

           3   Q.  I think you thought then, first of all, that there was

           4       clinical evidence of a chest infection?

           5   A.  Yes, he had a chest X-ray, evidence of left lobar

           6       consolidation, and inflammatory markers such as his

           7       white cell count and C-reactive protein were increasing.

           8   Q.  This is something I think we touched upon yesterday.

           9       I think you came to the view here that this would have

          10       been a hospital-acquired infection rather than

          11       a community-acquired?

          12   A.  Yes, that's correct.

          13   Q.  What about the treatment, then, the combination of

          14       antibiotics that he was given?  Was that appropriate for

          15       a hospital-acquired infection?

          16   A.  The co-amoxiclav and the clarithromycin --

          17       co-amoxiclav -- well, for a severe hospital-acquired

          18       infection, you certainly wouldn't be using oral

          19       antibiotics initially.  The choice of the agent, the

          20       co-amoxiclav, I believe -- I would have to double-check

          21       the guidelines, but I don't think that is what was

          22       recommended for hospital-acquired pneumonia in the

          23       guideline at that point, although it would have been

          24       a reasonable choice.

          25   Q.  I think you do mention in your report it probably may
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           1       not have been covered by the guidelines, but you

           2       considerable it to be reasonable, in any event?

           3   A.  Yes, that's correct.

           4   Q.  And the clarithromycin?

           5   A.  Likewise, it would be there to cover atypical organisms,

           6       such as legionella or mycoplasma.  They are known,

           7       although rarely, to occur within hospitals.

           8   Q.  I think, just looking at your report here, you indicate

           9       that the records indicate that the chest infection was

          10       diagnosed on 11 January; is that right?

          11   A.  That's correct.

          12   Q.  Can we see from what you say in the report that the

          13       combination of antibiotics you have mentioned was not

          14       administered until 15 January?  So, on the face of it,

          15       there appears to be a delay?

          16   A.  Yes, there does appear to be a delay in treatment.

          17   Q.  Are you able to help on that, as to why that delay

          18       occurred?

          19   A.  I couldn't determine from the notes why.  It doesn't

          20       make clinical sense.  If you clinically suspect someone

          21       has a chest infection, then you would treat.  I don't

          22       know why they would wait several days to start an

          23       antibiotic.

          24   Q.  You go on to say that, as far as the guidelines are

          25       concerned, the combination might have included
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           1       amoxicillin and also ciprofloxacin; is that right, for

           2       a hospital-acquired infection?

           3   A.  That's correct, yes.

           4   Q.  Moving on to your review of Mr Brand's diagnosis and

           5       treatment for C. diff -- and you look at this on page 6

           6       of the report -- I think you note that Mr Brand first

           7       reported symptoms of diarrhoea on 6 January 2008; is

           8       that right?

           9   A.  Yes, that's correct.

          10   Q.  Then there is a gap, I think, until 17 January, when

          11       there is some further evidence of diarrhoea; is that

          12       right?

          13   A.  That's correct, yes.

          14   Q.  But a specimen was taken, and that did test positive, as

          15       I think we saw earlier in your report?

          16   A.  Yes.

          17   Q.  If we look at the report from microbiology at

          18       GGC21070100, can we see that this specimen was collected

          19       on 21 January, received by the lab on the 22nd and it is

          20       a positive result; is that right?

          21   A.  That's correct, yes.

          22   Q.  I think you mention this in your report, there was an

          23       original report which required to be amended and, in

          24       fact, I think we see that from this.

          25   A.  Yes, that's right.
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           1   Q.  What about the treatment, then, for this episode of

           2       C. diff?  Do you have any comments to make on that?

           3   A.  The episode later on, he was treated with oral

           4       vancomycin at that point, and was treated from -- with

           5       vancomycin from the 7th --

           6   Q.  That's the second episode.

           7   A.  Oh, sorry.

           8   Q.  If we look at this first episode for the 21st --

           9   A.  Oh, he was treated with metronidazole at that point.

          10   Q.  That would be appropriate?

          11   A.  That would have been, yes.

          12   Q.  You tell us towards the bottom of that page -- if you

          13       look at the paragraph, there had been a report which

          14       suggested that there was no C. diff, but that was

          15       a printing error, but the error would not have affected

          16       the management of Alister Brand, as the result had been

          17       communicated to the ward on 22 January?

          18   A.  That's correct, yes.

          19   Q.  Was it then that metronidazole was started, on the 22nd?

          20   A.  That's correct, yes.

          21   Q.  If we then look at the second occasion, if you turn to

          22       page 7 of your report, and we put on the screen page 96

          23       of the records, here we have a report that is dealing

          24       with a sample that was collected on the 7th, received on

          25       the 7th, and this, again, is a positive result; is that
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           1       right?

           2   A.  That's correct, yes.

           3   Q.  What was then the response to this particular episode?

           4   A.  The patient was started on oral vancomycin at that

           5       point.

           6   Q.  Was that appropriate treatment?

           7   A.  Yes, that would have been an appropriate response.

           8   Q.  The point you make towards the bottom of page 7, where

           9       you say that the medical staff were still unaware of

          10       the C. difficile detected result on 12 February from

          11       a sample collected on the 7th, are you looking there at

          12       the notes, to see what is in the notes?

          13   A.  That's right.  Going through the notes, the sample was

          14       collected on the 7th, but medical notes on the 12th

          15       actually still kind of stated that they were waiting for

          16       the result of the C. diff test at that point.

          17   Q.  If we look at what is in the notes, it is at page 21 of

          18       the clinical notes, so there is an entry for 7 January,

          19       and we can see:

          20           "Nursing staff report patient has had several bouts

          21       of diarrhoea - foul smelling - ?C. diff - stool sample

          22       sent."

          23           They are aware the stool sample has been sent?

          24   A.  That's correct, yes.

          25   Q.  Then the plan is to await the stool sample result, IV
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           1       fluids discussed with Dr Khan, advised 125mg QDS

           2       vancomycin.  Then there is the gap you mention until

           3       12 February.  Is that the point you are making?

           4   A.  Yes, that's right.

           5   Q.  The entry on the 7th is before the positive result is

           6       confirmed?

           7   A.  Yes, they haven't received the result back on the 7th,

           8       and then there is no indication within the medical notes

           9       that they have received the result until the 12th.

          10   Q.  But does this suggest that the treatment with the

          11       vancomycin has been started?

          12   A.  Yes.  He's already been started on his vancomycin at

          13       that point.  I think the point I was trying to make

          14       there is that you would have expected, if the

          15       C. difficile infection was confirmed by the laboratory

          16       and it had been phoned through, that they would have at

          17       least documented that in the medical notes, and then

          18       possibly reassessed the patient on the basis of

          19       the confirmation.

          20   Q.  If we turn to page 8 of your report, this is what

          21       I think you say towards the top, the third line down:

          22           "There is no record in either medical or nursing

          23       records, at this time, that ward staff were aware of

          24       the C. difficile 'detected' result; however, the patient

          25       was already on oral vancomycin therapy based on clinical
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           1       rather than laboratory diagnosis, and this confusion did

           2       not adversely affect management of the patient."

           3           So the treatment had been started, although they did

           4       not apparently see him, on the face of it, after the

           5       diagnosis?

           6   A.  That's correct, yes.

           7   Q.  What about the duration of the course of vancomycin?

           8       You make some mention of that towards the end of that

           9       paragraph.

          10   A.  He received only eight days of a ten-day course of

          11       vancomycin, which would be inadequate.  It is normally

          12       at least ten days of oral vancomycin.

          13   Q.  Were you able to see why the duration was only eight

          14       days, and not ten or more?

          15   A.  No, I couldn't determine why they decided to stop at

          16       eight.

          17   MR KINROY:  My Lord, I may be wrong, but this may be a case

          18       where the patient had an alcohol problem and was at

          19       times uncooperative with medical treatment.  I wonder if

          20       my learned friend can recall better than I can whether

          21       that might explain receiving only eight days of ten of

          22       the vancomycin?

          23   MR MACAULAY:  Would the drug charts help in relation to

          24       whether the patient refused medication?

          25   A.  Yes, they should have marked on the drug chart "Patient

                                            34

           1       refused to take medication".

           2   Q.  If we perhaps look to see if we can get assistance from

           3       that.  I suppose, also, you would expect to see entries

           4       in the nursing notes to indicate if a patient was

           5       refusing medication; would that be fair to say?

           6   A.  Yes.

           7   Q.  If you look at the drug Kardex, at 201, we see the

           8       entries for vancomycin.

           9   A.  Yes.  On the 16th, they have put "14" in which is a code

          10       which is, I believe, a "cannot take oral medications"

          11       code, I think.

          12   Q.  Can we see from this when the vancomycin was prescribed?

          13       7 February; is that right?  We see that, I think.  We

          14       are looking at the top entry?

          15   A.  That's correct, yes.

          16   Q.  When is the first dose actually given?

          17   A.  Must be on a previous Kardex.

          18   Q.  On this Kardex, the suggestion is the first dose is on

          19       11 February?

          20   A.  Although it is dated on the 7th.  It also says stopped

          21       on the 20th, doesn't it?  So -- which doesn't make sense

          22       either.

          23   Q.  If we just focus on the 14s, then, which is, I think,

          24       from the 16th, you say, according to the code, that is

          25       an indication that the patient could not take the
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           1       medicine.  If you look at page 209 of the records, we

           2       see the code at the bottom of the section, and "14" is

           3       "Other - record in nursing notes".  So we would expect

           4       to find a record in the nursing notes to tell us why the

           5       medication wasn't being taken.  So if we were to look

           6       for that on 16 February, then we might get some reason

           7       for that.

           8           What about for the 17th?  We see there are crosses,

           9       and nothing happens after that.  If the medication

          10       started on 7 February, as you postulate, then you say

          11       you would expect that to go up to about the 17th?

          12   A.  That's correct, yes.

          13   Q.  So the two doses you say that were not given are the

          14       ones for the 16th, where we have number "14" entered and

          15       also for the 17th, where we have the crosses?

          16   A.  That's correct.

          17   Q.  If we look at the nursing notes, then, on page 131, for

          18       16 February, on the right-hand side, we have an entry

          19       "Slept well", and a few lines down, "Very cooperative.

          20       No confusion noted".  In the afternoon, "Settled day"

          21       and "No complaints" is the last entry.  So there is no

          22       indication there as to why the "14" was--

          23   A.  No, none at all.

          24   MR MACAULAY:  I don't know whether that helps my learned

          25       friend on that.
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           1   MR KINROY:  Well, it does and it doesn't.

           2   DAME ELISH:  My Lord, I wonder if Mr MacAulay -- if I could

           3       draw counsel's attention to page 189 of the drug

           4       prescription Kardex, which apparently has the

           5       prescription of vancomycin from 7 February, noted from

           6       the 7th to the 10th, which does suggest this was

           7       a previous Kardex to the prescription which we have been

           8       looking at.

           9   MR MACAULAY:  I'm grateful to my learned friend.  I think we

          10       see that now, Doctor.

          11   A.  Yes.

          12   Q.  That is the beginning of the prescriptive period, the

          13       period of the prescription?

          14   LORD MACLEAN:  Thank you.

          15   MR MACAULAY:  I think we saw, did we, that the plan was --

          16       would this be normal -- to prescribe the vancomycin,

          17       what, four times a day?

          18   A.  Four times per day, yes.

          19   Q.  Do we see that consistently throughout the periods we

          20       have been looking at?  Did that happen?  If we look at

          21       page 189, we have a code for "3" on a number of

          22       occasions, which indicates "Patient refused", so that

          23       would be a reason why it would not have been given then,

          24       and then, if we turn to page 201, which we looked at

          25       earlier, for the vancomycin, there do appear to be gaps
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           1       there?

           2   A.  There does, yes.

           3   Q.  And no explanation given for why the gaps are there?

           4   A.  No, none.

           5   Q.  If a patient does refuse medication, as indeed we have

           6       seen, then that should be recorded in the Kardex?

           7   A.  It should be, yes.

           8   Q.  As you go on to tell us on page 9 of your report,

           9       Mr Brand was again positive on 22 February, and the

          10       report for that is at page 94 of the records.  Here we

          11       see that the specimen was collected on 22 February and

          12       also received on the same date, and it was a positive

          13       result.

          14   A.  That's correct.

          15   Q.  If we look then to the manner in which that was managed,

          16       and we turn to page 9 of your report, the second

          17       paragraph, how do we deal with that?

          18   A.  Okay.  The patient -- that was on the third occasion, he

          19       had a positive C. diff result and he was treated with

          20       oral vancomycin, this time at 250mg orally four times

          21       per day, from 22 February to 5 March 2008.

          22   Q.  Was that an appropriate response to this third episode

          23       of C. diff?

          24   A.  Yes, that was an appropriate response, yes.

          25   Q.  I think you go on to tell us in the next paragraph that
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           1       Mr Brand's clinical symptoms of the C. diff infection

           2       responded, slowly responded, to the increased dose of

           3       oral vancomycin?

           4   A.  Yes, they did.

           5   Q.  If we look to your conclusion, then, as far as Mr Brand

           6       is concerned, on page 10, you look at the background,

           7       and in the fourth line you say that the antibiotics that

           8       he was given for the chest infection were not

           9       recommended within the guidelines for hospital-acquired

          10       pneumonia, although I think I took from your evidence

          11       earlier on that you are not really critical of

          12       the combination of antibiotics that were given.

          13   A.  No.  It wasn't within the guideline, but it wasn't

          14       necessarily a bad choice of antibiotic.

          15   Q.  You look at the first --

          16   MR KINROY:  My Lord, I wonder if it might be an appropriate

          17       moment to suggest that the prescribing guidance might be

          18       formulated, not just with regard to clinical efficacy,

          19       but also with regard to cost.  So some of the guidance

          20       might be -- that might explain why the guidance proposed

          21       one antibiotic, but yet, the witness is able to say that

          22       the antibiotic was not necessarily a bad choice of

          23       antibiotic if judged on purely medical grounds.

          24       I wonder if it might be worth exploring that issue in

          25       prescribing guidance with the witness: to what extent is
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           1       the guidance reckoning looking to economics as well as

           2       medical efficacy?

           3   LORD MACLEAN:  I don't think we need to go there, you know.

           4       The real question is whether the treatment is

           5       appropriate, even if the guidelines suggest something

           6       else.

           7   MR KINROY:  Yes, I see that, my Lord.

           8   LORD MACLEAN:  That is really what matters.  Thank you.

           9   MR MACAULAY:  Then, moving on in your conclusion, you

          10       mention that he developed diarrhoea on 17 January.  That

          11       was the first occasion, I think, that he ultimately

          12       tested positive, and you say he was appropriately

          13       treated for that part of the infection.

          14   A.  That's correct.

          15   Q.  You do raise the point as to why it took five days

          16       between onset of symptoms, collecting a stool specimen

          17       for analysis and starting the treatment?

          18   A.  Yes, there was no clear reason why there was a delay of

          19       five days between, you know, suspecting C. difficile

          20       infection and starting appropriate treatment.

          21   MR MACAULAY:  My Lord, I am moving on to another patient,

          22       and that is Margaret Gaughan, but perhaps this would be

          23       an appropriate point to have a break.

          24   (11.15 am)

          25                         (A short break)
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           1   (11.40 am)

           2   MR MACAULAY:  The next case then is that of

           3       Margaret Gaughan, Dr Connor.  Your report is at

           4       EXP01570001.  I think we can see from the first page of

           5       your report that Mrs Gaughan was born on

           6       31 October 1920, and she died, you have noted, on

           7       3 March 2008.

           8   A.  That's correct.

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

          10       is at SPF00150001.  Can we note that Mrs Gaughan was

          11       87 years of age when she died on 3 March 2008?

          12   A.  That's correct.

          13   Q.  She died in the Vale of Leven Hospital and

          14       Clostridium difficile enteritis does appear on part II

          15       of the death certificate?

          16   A.  That's correct.

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

          18       page 4, where you summarise the medical history, do you

          19       note, first of all, that Mrs Gaughan was admitted to the

          20       Vale of Leven Hospital on 31 December 2007?

          21   A.  That's correct.

          22   Q.  What was the reason behind that admission?

          23   A.  She was admitted with a community-acquired chest

          24       infection and had been treated with amoxicillin by her

          25       GP five days prior to that particular admission.
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           1   Q.  In the Vale of Leven, did she deteriorate and was she

           2       ultimately transferred to the Royal Alexandra Hospital

           3       on 7 January 2008?

           4   A.  Yes.  She deteriorated clinically and required

           5       high-dependency care and was transferred to the RAH on

           6       7 January.

           7   Q.  But was she transferred back to the Vale of Leven on

           8       10 January?

           9   A.  On the 10th, yes.

          10   Q.  Leaving aside her antibiotic treatment for her other

          11       conditions, did she also develop diarrhoea and was

          12       C. diff diagnosed?

          13   A.  Yes.

          14   Q.  If we look at the result of the first specimen, it is at

          15       GGC00220120, can we note that the specimen was collected

          16       on 31 January, received by the lab on the same day, and

          17       this is positive?

          18   A.  That's correct.

          19   Q.  Did she test positive again subsequently, and if we put

          20       page 111 on the screen, do we see that this relates to

          21       a specimen collected on 14 February, received by the lab

          22       on the 15th and, again, it is a positive result?

          23   A.  That's correct.

          24   Q.  I think we noted that a few weeks after this, on

          25       3 March, Mrs Gaughan died?
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           1   A.  That's correct.

           2   Q.  Can I look at that section of your report where you are

           3       reviewing the antibiotic treatment generally that

           4       Mrs Gaughan received in the Vale of Leven Hospital, and

           5       if we turn to page 6 of your report, you begin by

           6       reminding us, as you indicated earlier, that Mrs Gaughan

           7       had been prescribed amoxicillin by her GP prior to her

           8       admission; is that right?

           9   A.  That's correct.

          10   Q.  What was the position when she was admitted to the

          11       Vale of Leven?

          12   A.  She was thought to have a most severe chest infection

          13       and was admitted and was then started on oral

          14       co-amoxiclav and oral clarithromycin.

          15   Q.  Was that combination of antibiotic treatment then

          16       appropriate for a community-acquired infection?

          17   A.  Yes, that would have been appropriate.

          18   Q.  If we move on to the second paragraph, you tell us that

          19       on 4 January -- I think this is still before her

          20       transfer to the Royal Alexandra Hospital -- the

          21       co-amoxiclav was stopped and oral ciprofloxacin was

          22       substituted?

          23   A.  That's correct.

          24   Q.  What was the thinking behind that?

          25   A.  Her chest infection was getting worse, and she wasn't
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           1       responding to the co-amoxiclav.  They were trying to --

           2       attempting to cover more resistant organisms, so had

           3       added in the oral ciprofloxacin, that that was

           4       substituted at that point.

           5   Q.  What about the use of ciprofloxacin for this type of

           6       infection?

           7   A.  Yes, the ciprofloxacin is an antibiotic which has quite

           8       an extensive coverage for gram-negative organisms and

           9       has -- well, gram-negative organisms are -- am I losing

          10       people here?  I'm not sure.

          11   Q.  Perhaps you can just explain, in case you are.

          12   A.  Bacteria fundamentally are divided into two types:

          13       gram-negative or gram-positive, depending on the

          14       staining technique that is used before they are looked

          15       at down the microscope.

          16           Ciprofloxacin is known to have a limited activity

          17       against a number of gram-positive organisms, including

          18       one called Streptococcus pneumoniae, which is the

          19       commonest cause of community-acquired chest infection,

          20       so you shouldn't really be using cipro if you suspect

          21       there is a Streptococcus pneumoniae involved.

          22   Q.  In relation, then, to the use of the ciprofloxacin in

          23       this case, do you consider whether or not it was -- do

          24       you consider whether it was appropriate or not?

          25   A.  I would have said it was not appropriate at that point.
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           1   Q.  What would you have done?  Would you have continued with

           2       the co-amoxiclav?

           3   A.  If the patient was deteriorating, you would have

           4       possibly, at that point, went for an intravenous

           5       co-amoxiclav or possibly even have went, going by their

           6       own guidelines, to use an intravenous cephalosporin at

           7       that point.

           8   Q.  You tell us that there was some discussion with the

           9       oncall microbiologist on 5 January and the ciprofloxacin

          10       was changed to another quinolone antibiotic, and that's

          11       the moxifloxacin.  What about that?

          12   A.  Moxifloxacin is another quinolone antibiotic similar to

          13       ciprofloxacin, but actually has more gram-positive

          14       cover, so that will cover Streptococcus pneumoniae.  So

          15       I can see the logic in changing the cipro to the

          16       moxifloxacin at that point.

          17   Q.  If I read on, my impression from reading your report is

          18       that you might have some reservations about it?

          19   A.  Yes.  I mean, moxifloxacin is not actually within the

          20       antibiotic guideline, and there is a lot of concern

          21       about a marked relationship between moxifloxacin and

          22       C. difficile infection.  Certainly, you wouldn't want to

          23       be using moxifloxacin in any sort of environment where

          24       you were worried about your rate of C. difficile

          25       infection.
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           1   DAME ELISH:  My Lord, I wonder if Mr MacAulay, on that

           2       point, could establish, where Dr Connor says there is

           3       a concern, was that also the position in 2007?

           4   A.  There was the Stoke Mandeville outbreak of C. diff

           5       2004/2005, which would have been an association with

           6       moxifloxacin at that point.  Subsequently, there was

           7       a number of reviews and articles published in 2005

           8       highlighting the relationship between C. difficile

           9       infection and moxifloxacin.

          10   MR MACAULAY:  It would appear here the trigger for the

          11       prescription of the moxifloxacin may have been

          12       a microbiologist, if your understanding of the records

          13       is correct.

          14   A.  That's correct, yes.

          15   Q.  Whatever the clinician on the ground might have known,

          16       would you expect a microbiologist to know of

          17       the association?

          18   A.  You would expect a microbiologist to know that there is

          19       a relationship between moxifloxacin and C. diff

          20       infection.

          21   Q.  I suppose, as indeed you indicated yourself -- this may

          22       be reading between the lines, but the microbiologist may

          23       have realised that ciprofloxacin was not particularly

          24       useful and, therefore, advised the change?

          25   A.  Yes, that's correct.
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           1   Q.  That being so, can you see a basis why --

           2   A.  If you are dealing with a persistent chest infection in

           3       a patient who you, for some reason, don't want to give

           4       an intravenous antibiotic to, then moxifloxacin does

           5       have a role in that sort of scenario, with

           6       a persistent-type chest infection.

           7           Often, it may be used in the community for

           8       chronic-obstructive-pulmonary-disease-associated chest

           9       infections, but it shouldn't really be used within

          10       a hospital environment.

          11   Q.  If we then move on to page 7 of your report, in the

          12       first main paragraph you are looking at the position in

          13       the Royal Alexandra Hospital --

          14   MR KINROY:  Sorry, my Lord, I was a bit slow there.

          15       Apologies to my learned friend.  Is the evidence of

          16       the witness that, purely and simply, in 2007/2008,

          17       moxifloxacin should not be used in a hospital

          18       environment at all?  That appears to be his evidence?

          19   A.  No.  No, I'm not saying that.  Moxifloxacin shouldn't be

          20       used if you are in the middle of a C. difficile problem.

          21       Moxifloxacin does have a role, a particular niche role,

          22       and can be used in certain situations, but there are

          23       a number of other antibiotics which one would want to

          24       use in preference to that antibiotic.

          25   MR MACAULAY:  Just to follow that line of thought through,
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           1       then, if the microbiologist who gave the advice did not

           2       know that there was C. diff in the Vale of Leven, then

           3       might the advice be seen to be justified?

           4   A.  Yes.

           5   Q.  I was moving on to look at page 7 of your report, the

           6       first main paragraph.  You are focusing on the treatment

           7       in the Royal Alexandra Hospital, and in particular you

           8       indicate that ceftriaxone was given and that was an

           9       appropriate choice of antibiotic at that time?

          10   A.  Yes, that's correct.

          11   Q.  If, perhaps, we move back, then, to the Vale of Leven,

          12       after Mrs Gaughan's transfer back there on 10 January,

          13       what happened then in relation to her readmission to the

          14       Vale of Leven?  If we look towards the bottom of page 7,

          15       if you have that --

          16   A.  She was actually prescribed oral moxifloxacin and oral

          17       cefaclor concurrently for a five-day period, 10 to

          18       15 January, and there was not much in the way of

          19       documentation in either the medical or nursing notes

          20       regarding why this combination was started.  It is an

          21       unusual combination and not something that is

          22       recommended routinely.

          23   Q.  Is this still within the context of a chest infection?

          24   A.  Yes, attempting to treat the chest.

          25   Q.  What you tell us towards the bottom of page 7 is:
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           1           "There are no written indications recorded in either

           2       medical or nursing notes regarding this oral combination

           3       [I'm reading on to page 8] of antibiotics, and this is

           4       not a treatment regimen recognised in microbiological

           5       clinical practice."

           6           Do you mean by that ever?

           7   A.  It is not a combination -- there is no microbiological

           8       logic to using moxifloxacin and cefaclor in combination.

           9       You use one or either, but not both at the same time.

          10   Q.  I think you said there would be no clinical advantage to

          11       using both simultaneously?

          12   A.  No.

          13   Q.  Why not?  Can you just explain that?

          14   A.  They are both broad-spectrum antimicrobial agents and,

          15       if you are treating a chest infection, then you should

          16       be covering the known pathogens, bacterial pathogens,

          17       with either moxifloxacin or cefaclor, but to use both is

          18       just excessive.

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

          20       and the rest of the treatment that Mrs Gaughan got, her

          21       antibiotic treatment for conditions other than C. diff,

          22       do you take any issue with the remainder of her

          23       antibiotic treatment, as you discuss on pages 8 through

          24       to 9 of your report?

          25   A.  She was on quite a few courses of antibiotics at that
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           1       point.  She seemed still to have a persistent

           2       hospital-acquired pneumonia and went back onto

           3       intravenous co-amoxiclav towards the end of January and

           4       then went on to yet another quinolone, levofloxacin, and

           5       intravenous vancomycin.  I think, as a condition, her

           6       pulmonary condition was deteriorating and they were

           7       using more and more extensive types of antibiotics, and

           8       that is probably a reasonable response at that point.

           9   Q.  If we move on to look at your review of the diagnosis

          10       and treatment for C. diff, you start that on page 9 of

          11       your report.  Towards the end of the first paragraph,

          12       what you say is it is highly likely that Mrs Gaughan

          13       contracted C. difficile at some stage following her

          14       admission to the Vale of Leven on 1 January?

          15   A.  That's correct.

          16   Q.  Can you see a connection between the antibiotic

          17       treatment that she received and the C. diff?

          18   A.  That's correct, yes.

          19   Q.  I think the first time that Mrs Gaughan was positive for

          20       C. diff was on 31 January.  What antibiotics do you see

          21       implicated?

          22   A.  Well, she'd been on combinations of both a cephalosporin

          23       and moxifloxacin from 5 to 24 January, various types of,

          24       I think, ceftriaxone and cefaclor over that period, so

          25       there's a three-week period before -- in the month
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           1       before she was diagnosed with C. diff, where she was on

           2       both -- or two types of antibiotics, sometimes

           3       concurrently, both associated with causing C. diff.

           4   Q.  If we look, then, at testing for C. diff, do you note,

           5       first of all, at the bottom of page 9 and into page 10

           6       that there was a negative result in respect of

           7       a specimen that was collected on 11 January 2008?

           8   A.  That's right, yes.

           9   Q.  Perhaps we should look at the microbiology report on

          10       page 121 of the records.  Can we see that the specimen

          11       was collected on 11 January and not received, according

          12       to what we see here, until 15 January?  So that is

          13       about, what, three or four days later?  We can read it

          14       is not a positive result, although the specimen content

          15       was said to be liquid.

          16           You make a point about this towards the bottom of

          17       the first paragraph on page 10 of your report.  In

          18       particular, you say it is not clear why it would take

          19       four days for a stool sample to get to the laboratory?

          20   A.  I can't understand that at all.  Certainly, you're

          21       running the risk there of there possibly being a false

          22       negative result, if it's not been stored appropriately

          23       during the transit.

          24   Q.  If it has been stored appropriately, according to the

          25       guidelines, then is that risk --
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           1   A.  If it has been stored appropriately, then I believe it

           2       is up to 72 hours you're allowed, and I think that

           3       sounds as if it is over that as well.

           4   Q.  Okay.  If we move to the first positive result on

           5       31 January, and looking to the treatment that was

           6       provided in connection with that, which I think was

           7       ultimately the oral metronidazole, was that appropriate?

           8   A.  Yes, that was appropriate.

           9   Q.  You draw attention, I think, to some of the entries in

          10       the infection control card in the last paragraph on

          11       page 10; is that right?

          12   A.  That's correct.

          13   Q.  What did you take from the infection control card as at

          14       this time?

          15   A.  That they had problems in isolating the patient at that

          16       point.

          17   Q.  If we look at the card itself, SPF00530001, can we see

          18       here that the infection control nurse is aware on the

          19       31st, which is the same date as the specimen was taken,

          20       that Mrs Gaughan is -- well, I think, in fact, the

          21       sample has been sent.  Then:

          22           "Unable to isolate in a single room."

          23           Can we read also:

          24           "Nurse in shared bay as other patients also have

          25       loose stools."

                                            52

           1           Then some advice is given about hand washing.

           2       I think that is what you focus on in that particular

           3       paragraph; is that right?

           4   A.  Yes, that's right.  I mean, the infection control nurse

           5       has recognised that there's obviously a problem on that

           6       ward.  They have got a number of patients with loose

           7       stools, and one is confirmed as having C. diff.  That

           8       really should have prompted a more active response.

           9   Q.  I think we see that the next entry is on 1 February.  It

          10       would appear a single room has become available and the

          11       patient was isolated at that time; is that right?

          12   A.  That's correct.

          13   Q.  If we then go back to your report on page 11, I think

          14       you tell us that, notwithstanding the metronidazole, the

          15       patient's diarrhoea symptoms persisted, and that

          16       I think --

          17   MR KINROY:  I do apologise, my Lord.  I wonder whether it is

          18       worth trying to clarify if the entry "Nurse in shared

          19       bay, as other patients also have loose stools" might be

          20       considered as a reference to cohort nursing?

          21   LORD MACLEAN:  Could we see that?

          22   MR MACAULAY:  Yes, if we go back to SPF00530001.

          23   LORD MACLEAN:  Do you see that, Doctor?

          24   A.  Yes.  It could be an attempt to try to cohort nurse in

          25       a side room, if they believe the other patients also
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           1       have C. difficile infection at the same time.  You would

           2       expect, though, something like cohort nursing to be

           3       documented and, you know, some sort of risk assessment

           4       to have been done with the infection control team before

           5       you go ahead and, you know, kind of undertake quite an

           6       extensive infection control intervention, such as cohort

           7       nursing.  You would certainly want that documented.

           8   MR MACAULAY:  If we then move on to the second positive

           9       result, on 14 February, and we can put the report back

          10       on the screen, GGC00220111, we see here the sample is

          11       collected on 14 February and received on the 15th.

          12       I think you discuss that towards the bottom of page 11;

          13       is that right?

          14   A.  That's correct, yes.

          15   Q.  You make a point there that there is no record in the

          16       medical records until 22 February.  Do you mean by that

          17       the clinical notes?

          18   A.  There was nothing written until 21 February about this

          19       C. difficile result.

          20   Q.  Why do you draw attention to that?

          21   A.  I think it is just an indication of how active they were

          22       monitoring the situation and, really, if they do have

          23       a positive result, then that should be remarked on

          24       within the medical notes, particularly if it has an

          25       effect on treatment.
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           1   Q.  So far as the nursing notes are concerned, I think you

           2       indicate that the nursing records indicate that the

           3       staff were aware on 18 February -- that's some four days

           4       after the specimen was taken --

           5   A.  That's right, yes.

           6   Q.  If we turn to page 150 of the records, we have that on

           7       the screen.  If we are looking at the 18th, which is

           8       just about halfway down, and it is the third line:

           9           "PM.  Result shows C. diff toxin AB.  Awaiting

          10       doctor's treatment."

          11           I think that is what we see.

          12   A.  That's right, yes.

          13   Q.  If we go back to the infection control card itself, at

          14       SPF00530001, I don't think we see any reference to this

          15       particular positive result actually recorded in the

          16       card.

          17   A.  No.

          18   Q.  What, then, was the treatment for this episode of

          19       C. diff?

          20   A.  The patient was prescribed oral metronidazole on

          21       21 February.

          22   Q.  That is, what, almost a week after the specimen -- that

          23       is a week after the specimen has been taken?

          24   A.  Yes, and three days after the nursing staff were aware

          25       of the result.
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           1   Q.  Do you consider that there has been an inappropriate

           2       delay there?

           3   A.  There has been delay for some reason which wasn't clear,

           4       which was my point about the medical notes, with no

           5       documentation at that point.

           6   Q.  If we look at your report on page 12, it is the first

           7       main paragraph, you say:

           8           "The use of metronidazole for a relapse of

           9       C. difficile infection would have been acceptable

          10       practice ..."

          11           Although you suggest that it would also have been

          12       feasible to have started oral vancomycin; is that right?

          13   A.  Yes.  She hadn't responded well to the previous

          14       metronidazole.

          15   Q.  But you focus on the delay until 21 February and that

          16       the nursing staff, as we have seen, were aware on the

          17       18th about the positive result; that is right?

          18   A.  That's correct, yes.

          19   Q.  You do tell us, though, that Mrs Gaughan's treatment was

          20       changed to vancomycin on 25 February?

          21   A.  Yes, that's correct.

          22   Q.  In relation to her treatment with vancomycin, was that

          23       an appropriate change of tack?

          24   A.  Yes, she appeared not to be responding to the oral

          25       metronidazole, so changing to oral vancomycin would have
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           1       been an appropriate measure.

           2   Q.  You tell us that the vancomycin chart only covers

           3       a particular period.  Perhaps we can look at the chart,

           4       page 173 of the records.  We are looking at, I think,

           5       the bottom box.  The vancomycin we can see was

           6       prescribed on 25 February.  It was a ten-day

           7       prescription.  Would that be the normal course?

           8   A.  That would be the normal course, yes.

           9   Q.  What do we take then from what we see in the drug

          10       Kardex?

          11   A.  It's not that clear, but it looks as if she may well

          12       only have had one dose, on the 25th, and I think there

          13       is a numerical insert again on the 26th and 27th

          14       indicating that she didn't get the medication.

          15   Q.  You have noted in your report that it has been noted in

          16       the records that the patient was refusing oral

          17       medication, including vancomycin, and her prognosis was

          18       notably poor?

          19   A.  That's correct, yes.

          20   Q.  Might that, then, explain why there was no further --

          21   A.  Yes, if she was refusing to take oral medications, that

          22       would explain why.

          23   Q.  Should that be reported in the Kardex?

          24   A.  It should be, yes.

          25   Q.  Looking to the situation here, then, do we take it that
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           1       Mrs Gaughan was not -- you say this in your report --

           2       really being treated for her C. diff?

           3   A.  No, she wasn't.

           4   Q.  After 27 February?

           5   A.  No, that's correct, yes.

           6   Q.  I think you noted that she did die on 3 March 2008, so

           7       that is, what, about a week later?

           8   A.  Yes.

           9   Q.  Could it be said that, in the circumstances of a patient

          10       whose prognosis is poor, there was no pressing need to

          11       treat her C. diff infection?

          12   A.  C. difficile is a treatable condition.  Her underlying

          13       condition may well have been poor, but you would

          14       certainly want to treat C. difficile if it is treatable.

          15   MR KINROY:  My Lord, I wonder if my learned friend is

          16       planning to put, perhaps not to this witness, the

          17       evidence of Dr Woodford yesterday, to the effect that it

          18       may be an acceptable step to refrain from treating

          19       C. diff in the last days of a patient's life?

          20   MR MACAULAY:  I'm quite happy to do that.

          21           Could it be argued that, if you are giving a patient

          22       palliative care, and just taking that hypothesis --

          23   A.  It would ultimately be a clinical decision for that

          24       patient's consultant at the time, if you decided you did

          25       not want to give -- or treat a particular infection.
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           1           In saying that, though, it has to be borne in mind

           2       that C. difficile is an aggressive infection.  It can

           3       result in toxic megacolon and ruptured bowel and massive

           4       sepsis.  You would have to bear that in mind if you were

           5       trying to make the last few days for a patient

           6       comfortable, that this is not, maybe, the sort of

           7       infection that would allow the patient to have

           8       a comfortable death.

           9   Q.  If the patient is refusing oral medication, which

          10       appears to be the position here, then are there

          11       alternative approaches that would not be too invasive?

          12   A.  I think, in that situation, intravenous metronidazole.

          13       Presumably, the patient was also getting intravenous

          14       fluids in her last few days, so the addition of

          15       intravenous metronidazole would not have been

          16       particularly invasive.

          17   DAME ELISH:  Sorry, my Lord, I wonder if Mr MacAulay, on

          18       that point, could confirm with Dr Connor, did he say,

          19       however, that the metronidazole previously had been

          20       ineffective and, therefore, that was a justification for

          21       moving to vancomycin?

          22   LORD MACLEAN:  He said that, didn't he?

          23   DAME ELISH:  I thought Dr Connor suggested that she could

          24       have been put on intravenous metronidazole in her last

          25       days to attend to the symptoms of the C. diff, but, had
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           1       that previously been ineffective, would there have been

           2       a logic in going that route?

           3   A.  Right, okay.  The patient didn't respond well to the

           4       oral metronidazole previously, and then the indication

           5       is she moved to oral vancomycin.  If you can't give oral

           6       vancomycin, unfortunately you can't give intravenous

           7       vancomycin, because it is not -- it doesn't transfer

           8       over into the lumen of the gut.

           9           So, in that situation, you would still need to go

          10       back and give intravenous metronidazole, knowing that it

          11       is possibly not the best medication and there may well

          12       be issues of obtaining appropriate bowel concentrations

          13       of the metronidazole, but I think it is better than

          14       doing nothing.

          15   DAME ELISH:  My Lord, on that particular point, with respect

          16       to doing nothing, would the move to a prescription of

          17       diamorphine only, with an increased dose, suggest that

          18       this was then a palliative stage and that the

          19       diamorphine was being used to deal with the pain that

          20       may come from the C. diff?

          21   MR MACAULAY:  Can you answer that?

          22   A.  Sorry, we are entering into palliative care here.

          23   Q.  Which is not your field?

          24   A.  No.

          25   Q.  As you have indicated, ultimately, it is for the
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           1       clinician to decide?

           2   A.  That's correct.

           3   Q.  With your microbiologist hat on, if you were consulted

           4       in this sort of situation, so far as you understand it,

           5       what would your advice be?

           6   A.  The advice in that situation, I think, would be to

           7       discuss with the consultant involved the various

           8       options.  I would have went for the intravenous

           9       metronidazole in that sort of situation.

          10           There are more invasive things you can do:

          11       administering vancomycin or suchlike, but in that sort

          12       of scenario, I think the intravenous metronidazole would

          13       have -- if not totally curative, may have alleviated the

          14       symptoms somewhat.

          15   Q.  Can we then, finally, turn to your conclusion for

          16       Mrs Gaughan?  We have already discussed, I think, the

          17       use of the moxifloxacin and the combination of the oral

          18       cefaclor and oral moxifloxacin, and you considered that

          19       these were inappropriate; is that my understanding?

          20   A.  That's correct.

          21   Q.  As you point out, there is a stronger connection with

          22       C. difficile infection with these antibiotics?

          23   A.  That's correct.

          24   Q.  You then talk about the delay, which I think we have

          25       talked about, and, furthermore, also the lack of
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           1       isolation.  If a patient is not isolated, even if

           2       a patient is put in with other patients, is there a risk

           3       of cross-contamination?

           4   A.  Yes, if someone is symptomatic with C. difficile, then

           5       you have to assume that the environment around about

           6       that patient is subsequently contaminated with

           7       C. difficile spores.

           8   Q.  The next patient I want to look at is Isabella Lettis.

           9       Your report for Mrs Lettis is at EXP01530001.  Can we

          10       see that Mrs Lettis was born on 4 February 1924?

          11   A.  That's correct.

          12   Q.  You have noted her date of death was 19 January 2008; is

          13       that right?

          14   A.  That's correct.

          15   Q.  If we look at the death certificate itself, it is

          16       SPF00230001, can we see that Mrs Lettis was 83 on

          17       19 January 2008 and that she died in the

          18       Vale of Leven Hospital?

          19   A.  That's correct.

          20   Q.  Do we also note that Clostridium difficile colitis has

          21       been entered in at section I(a) of the death

          22       certificate?

          23   A.  Correct.

          24   Q.  Can we then just look at your report and turn to page 4,

          25       where you, I think, start to look at her medical
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           1       history?  Is it the case that in the period that you

           2       begin to look at, from 10 April through to the date of

           3       death on 19 January, Mrs Lettis, I think, had three

           4       hospital admissions?

           5   A.  Yes, that's correct.

           6   Q.  The one on 10 April itself to the Vale of Leven

           7       Hospital, and she was there for, I think, a bit over

           8       a month, because she was discharged on 26 May 2007?

           9   A.  On 2 May.

          10   Q.  You are right, it is 2 May, yes.  In the course of that

          11       first admission, did she test positive for C. diff?

          12   A.  She did, yes.

          13   Q.  The second admission was on 26 May to the Vale of Leven,

          14       and she was discharged on 4 June; is that correct?

          15   A.  That's correct, yes.

          16   Q.  In the course of that admission, there was no suggestion

          17       of C. difficile?

          18   A.  That's correct.

          19   Q.  The third and final admission, was that, first of all,

          20       to the Royal Alexandra Hospital on 3 September 2007?

          21   A.  That's correct.

          22   Q.  But was she transferred from there to the Vale of Leven

          23       on 10 September?

          24   A.  That's correct, yes.

          25   Q.  She did test positive again on this occasion?
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           1   A.  She did, yes.

           2   Q.  As we have seen, she died on 19 January?

           3   A.  That's correct.

           4   Q.  In relation to the initial admission then in April 2007,

           5       what was the purpose behind that?

           6   A.  Well, she was admitted with sepsis of unknown origin at

           7       that point, and was suffering from diarrhoea and

           8       decreasing renal function.

           9   Q.  Was she treated with antibiotics in the course of that

          10       admission?

          11   A.  She was treated with co-amoxiclav from the 10th to the

          12       16th during that admission, yes.

          13   Q.  But eventually, did she recover sufficiently to be

          14       discharged home, as we have seen, on 2 May?

          15   A.  That's correct, yes.

          16   Q.  I think, as we noted, on the next admission, 26 May, she

          17       didn't test positive for C. diff, but you tell us she

          18       was admitted because she was diagnosed to have a urinary

          19       sepsis?

          20   A.  That's correct.

          21   Q.  So far as the final admission, then, on 3 September,

          22       which was originally to the Royal Alexandra Hospital,

          23       what was the purpose behind that admission?

          24   A.  She was admitted there with suspected diverticular

          25       disease, abdominal pains, and was treated, at that
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           1       point, with ceftriaxone and metronidazole for suspected

           2       abdominal complications of diverticular disease.

           3   Q.  If we look at the C. diff history, just to get an

           4       understanding as to what that was, and if we turn to

           5       page 5 of your report, so far as you have been able to

           6       ascertain from the medical records, and you have listed

           7       here the results, did Mrs Lettis test positive for

           8       C. diff on seven occasions?

           9   A.  Yes.  There are multiple occasions there where she

          10       tested positive.

          11   Q.  If we just look at the list, we can see that the first

          12       occasion, as you have indicated, was at the time of that

          13       first admission, but there is a gap then between that

          14       episode and the next episode, on 20 September 2007,

          15       which was, I think, during the time of that final

          16       admission?

          17   A.  That's correct, yes.

          18   Q.  But in the course of that final admission, going up to

          19       the beginning of January, can we see that, really, she

          20       must persistently have been suffering from diarrhoea,

          21       because there are quite a number of --

          22   A.  Yes, obviously a protracted case of persistent

          23       C. difficile infection.

          24   Q.  That, indeed, seemed to lead up close to her time of

          25       death.  Indeed, we see from the death certificate that
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           1       C. difficile is put forward as the first cause of her

           2       death?

           3   A.  That's correct.

           4   Q.  Can we then look at the antibiotic treatment that

           5       Mrs Lettis received, and let's look at the first

           6       admission, first of all?

           7           I think you did indicate a moment ago that she was

           8       treated with co-amoxiclav when she was admitted to the

           9       Vale of Leven; is that right?

          10   A.  That's right, yes.

          11   Q.  I think you consider that on page 5 and into page 6 of

          12       your report.  Can you tell us what the thinking behind

          13       that was?

          14   A.  Initially, it was thought to be sepsis of unknown

          15       origin.  She was started on oral co-amoxiclav, which is

          16       a reasonable choice.  It is a broad-spectrum antibiotic

          17       which will have a degree of chest and urine activity.

          18       Often, these cases are either a chest infection or

          19       a urine infection and the medical staff are unable to

          20       determine exactly what the particular source is.

          21   Q.  You say it was an appropriate antibiotic.  Do you see

          22       a connection between that treatment and the diagnosis

          23       for C. diff on 13 April?

          24   A.  Yes, it probably triggered the C. diff infection.

          25   Q.  We looked at the second admission, where I think
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           1       Mrs Lettis didn't contract C. diff, but she did receive

           2       some antibiotic treatment during that second admission?

           3   A.  That's correct, yes.

           4   Q.  Would there be any connection between the antibiotic

           5       treatment during the course of that second admission,

           6       which I think, as we noted, was from 26 May to 4 June,

           7       and her subsequent contraction of C. diff in September?

           8   A.  On that second admission, no, she didn't develop

           9       C. difficile infection following that particular

          10       admission, and those antibiotics didn't trigger, you

          11       know, a relapse of her condition.

          12   Q.  Because of the gap?  Is it because of the gap, or is it

          13       the type of antibiotic that was being prescribed?

          14   A.  I'm not sure you can say it was because of the gap.  It

          15       may well just have been luck, as anything else.  I don't

          16       think there is -- sometimes antibiotics do trigger

          17       C. diff and sometimes they don't.

          18   Q.  But then, looking to what she was prescribed, she was

          19       prescribed co-amoxiclav; is that right?

          20   A.  That's correct, yes.

          21   Q.  Was that appropriate, in the circumstances here?

          22   A.  Is this the second admission?

          23   Q.  Yes.

          24   A.  Yes, they had -- they suspected a urinary tract

          25       infection, so co-amoxiclav would have been appropriate
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           1       for a urinary tract infection.

           2   Q.  If we move focus, then, to the final admission, which,

           3       as we noted, began with an admission to the Royal

           4       Alexandra on 3 September, and then the transfer to the

           5       Vale of Leven on -- I think we noted that was on

           6       10 September.  You start looking at that, at the

           7       antibiotic treatment, towards the bottom of page 6 and

           8       moving on to page 7.  The first section of that is

           9       dealing with her antibiotic treatment in the

          10       Royal Alexandra Hospital; is that correct?

          11   A.  That's correct, yes.

          12   Q.  I think you note that she was prescribed with

          13       ceftriaxone, and I think also metronidazole as well?

          14   A.  That's correct, yes.

          15   Q.  I think you say these antibiotics were appropriate, were

          16       acceptable treatment?

          17   A.  They were appropriate because, at that stage, they were

          18       suspecting some sort of abdominal -- intraabdominal

          19       infection, and ceftriaxone and metronidazole would have

          20       been consistent with the guidelines at that time.

          21   Q.  I think you also say there was a switch to co-amoxiclav,

          22       and I think you also said that was appropriate in the

          23       circumstances?

          24   A.  That's correct, yes.

          25   Q.  Looking to the position in the Vale of Leven from
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           1       10 September onwards, you tell us towards halfway down

           2       page 7 that Mrs Lettis had further diverticular symptoms

           3       and was treated with ciprofloxacin and also

           4       metronidazole; is that right?

           5   A.  That is correct, yes.

           6   Q.  What about that?  Was that an appropriate approach?

           7   A.  That is a recognised therapy as well.  It covers the

           8       main intraabdominal pathogens which may be involved.

           9   Q.  Then if we turn to page 8, and just to look at the

          10       position so far, you consider the whole of

          11       the antibiotic treatment that you have looked at was

          12       appropriate for this patient in the Vale of Leven up

          13       until this point; is that right?

          14   A.  That's correct, yes.

          15   Q.  The point you make then towards the top of page 8 is,

          16       I think, at a time after which Mrs Lettis has been

          17       diagnosed positive with C. diff -- is that right -- in

          18       the Vale of Leven Hospital?

          19   A.  That's correct, yes.

          20   Q.  What is the point you make here?

          21   A.  They recognised that the patient had C. difficile

          22       infection on 21 September, but don't appear to have --

          23       well, didn't rationalise the antibiotics and change

          24       antibiotics to another agent which may have, you know,

          25       increased the chances of the bowel flora recovering.
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           1   Q.  What you say is that, at that time, she was receiving

           2       ciprofloxacin and the ciprofloxacin was continued on

           3       26 September, even though they knew the positive result

           4       as at 21 September?

           5   A.  That's right, yes.

           6   Q.  What do you consider should have happened?

           7   A.  At that point, having moved to a combination of other

           8       agents which are less encouraging for C. difficile to

           9       predominate in the bowel, so -- whether an amoxicillin,

          10       gentamicin, metronidazole combination or, at that point,

          11       a prednisolone, tazobactam combination.

          12   Q.  If we look at your review of Mrs Lettis's diagnosis and

          13       treatment for C. difficile, and we look at the first

          14       admission, when that was the first time that that was

          15       diagnosed, in relation to where Mrs Lettis might have

          16       actually contracted the infection, I think you say at

          17       the bottom of page 8 that it is possible this might have

          18       been community acquired, is that correct, looking at the

          19       timescales?

          20   A.  That is correct, yes.  She developed symptoms only three

          21       days following admission, which would mean she would,

          22       you know, have to have ingested C. difficile spores and

          23       then been exposed to antibiotics.  It is not impossible,

          24       but it does sound a bit quick.

          25   Q.  You make a point -- I think this is the point you have
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           1       made before -- that you don't see any mention of

           2       the C. difficile diagnosis in the medical notes until

           3       some days later, on 16 April?

           4   A.  That's correct, yes.

           5   Q.  At that time, the co-amoxiclav was stopped?

           6   A.  That's correct.

           7   Q.  Would that be appropriate, in the face of the C. diff

           8       infection?

           9   A.  Yes, I think, at that point, they realised the patient

          10       is C. difficile positive, and then attempting to

          11       rationalise the antibiotics.

          12   Q.  Could the co-amoxiclav have been stopped sooner than the

          13       16th?

          14   A.  At this point, the patient has already got C. diff.

          15       Yes, I think you should really try and stop antibiotics

          16       as quickly as possible, you know, but they kind of -- it

          17       depends, really, whether they thought they were treating

          18       something at this stage.  If they thought they were

          19       treating something, they might have thought it

          20       appropriate to continue with the co-amoxiclav.

          21   Q.  I think in the second admission she didn't have C. diff.

          22       Then, if we turn to the third admission, you begin to

          23       discuss that on page 9 of your report, in the first main

          24       paragraph just above halfway.  I think perhaps we should

          25       put the report on the screen, but the first point you
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           1       make is in relation to the time it took for the sample

           2       to reach the lab, and this is at GGC00340225.

           3           Can we see the specimen has been collected on

           4       20 September, received by the lab on 21 September, and

           5       this is a positive result?

           6   A.  That's correct.

           7   Q.  What point are you then making, if we are looking at

           8       this main paragraph in your report?  You focus, I think,

           9       on the period between collection and receipt, on the

          10       face of it, in the report?

          11   A.  Yes, it took 19 hours for the specimen to reach the

          12       microbiology lab, which sounds somewhat excessive for

          13       a laboratory located within the hospital.

          14   Q.  Have you noted that the ward seemed to have been aware

          15       of the result on the 21st, which was the date of

          16       the receipt, at 1710?

          17   A.  That's correct, yes.

          18   Q.  So far as treatment is concerned, then, was this episode

          19       appropriately treated?

          20   A.  The patient had a ten-day course of metronidazole, which

          21       would have been appropriate.

          22   Q.  In relation to the last couple of lines on page 9, you

          23       suggest there was some confusion around giving the

          24       ciprofloxacin on 24 September, and you have noted it is

          25       at first discontinued, given the positive C. diff

                                            72

           1       result.  Then, on page 10, you go on to say it was

           2       restarted on the 25th, for reasons which are unclear; is

           3       that right?

           4   A.  Yes, there just seemed to be some confusion about

           5       stopping and starting and then restarting ciprofloxacin.

           6   Q.  Should it have been restarted, in the face of

           7       the C. diff diagnosis?

           8   A.  No, they should probably -- if they believed they had

           9       another infection, which they wanted to treat at the

          10       same time as the patient had C. difficile infection,

          11       then they should really have chosen an antibiotic which

          12       was more appropriate in that situation.

          13   Q.  But, in any event, was it stopped the following day,

          14       after a discussion with the microbiologist?

          15   A.  That's correct.

          16   Q.  The third episode of C. diff, you discuss that in the

          17       next paragraph in your report.  Again, one of the points

          18       you are making is the time the sample might take from

          19       the ward to the lab; is that right?

          20   A.  That's correct, yes, 31 hours on that occasion.

          21   DAME ELISH:  My Lord, I wonder, on this point regarding

          22       receipt in the lab, if Dr Connor would have any

          23       experience of where the actual manual input into the

          24       computer stating the receipt may well not reflect the

          25       time it was received in the lab and, therefore, in
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           1       a sense, could create an artificial impression of

           2       a delay?

           3   A.  There is a possibility that the samples arrived into the

           4       laboratory and were processed and dealt with and then

           5       the date and time was put on at a later date.  That

           6       wouldn't be in keeping with the laboratory's own

           7       standard operating procedures, and certainly wouldn't be

           8       in keeping with good laboratory practice.

           9   MR MACAULAY:  What would be good laboratory practice?

          10   A.  Good laboratory practice would be to date/time stamp all

          11       the specimens as and when they arrive in the lab.

          12   Q.  I think we see in some of the cases that the date of

          13       receipt does coincide with when the telephone call might

          14       have been made to the ward?

          15   A.  That's correct, yes.  I think my feeling, from going

          16       through these 17 cases, initially was, "Could this be

          17       just some sort of administrative-type issue?", but

          18       I think, tying it in with the phone calls to nurses and

          19       to the wards, I think these are, in actual fact, real

          20       delays, for some reason that I'm not quite sure why

          21       those delays should be there.

          22   Q.  We will be exploring this with other witnesses, and we

          23       will see if your assumption is right or wrong.

          24   A.  Okay.

          25   Q.  But, in any event, if we look at this particular
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           1       episode, there was, I think, microbiologist involvement

           2       here; is that right?  In particular, Dr De Villiers was

           3       involved?

           4   A.  That's correct, yes.

           5   Q.  He recommended vancomycin at a particular dosage, and

           6       you consider that was the appropriate approach?

           7   A.  That's correct, yes.

           8   Q.  Now, then, the fourth episode, where we have the stool

           9       sample collected on 29 October -- perhaps we can put

          10       that on the screen as well, it is at page 223 of

          11       the records.

          12           So here we see it is collected on 29 October and it

          13       is received the same date, and it is a positive result;

          14       is that right?

          15   A.  That's correct, yes.

          16   Q.  Have you noted in your report that the positive result

          17       has been communicated to the ward the same date as the

          18       receipt date, that is 29 October 2007?

          19   A.  That's correct.

          20   Q.  With regard to the treatment, then -- this is the fourth

          21       episode -- was that appropriately treated with an

          22       increased dose of vancomycin?

          23   A.  Yes, the dose was increased to 250mg.

          24   Q.  Again, there was microbiologist involvement in that?

          25   A.  That's correct, yes.
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           1   Q.  That would be appropriate, standing the persistence of

           2       the infection?

           3   A.  Yes, that would be appropriate, yes.

           4   Q.  If you look at the fifth episode, which is on page 12 of

           5       your report, here you are looking at a specimen that was

           6       collected on 24 November and, if we turn to page 222 of

           7       the records, we can look at the report itself.

           8           We can see here, again, that the collection date and

           9       the receipt date are the same.  That is 24 November; is

          10       that right?

          11   A.  That's correct.

          12   Q.  Was it apparent that it was known that it was a positive

          13       result as at 24 November?

          14   A.  That's correct.

          15   Q.  Insofar as the treatment here was concerned, again, was

          16       that authorised by Dr De Villiers?

          17   A.  Yes.

          18   Q.  What was the treatment?

          19   A.  They increased the dose to 375mg of vancomycin, so it

          20       was increased yet again.

          21   Q.  One point you make here is that there were no entries in

          22       the medical records covering this particular period, the

          23       period leading up to 25 November; is that right?

          24   A.  That's correct, yes.

          25   Q.  Perhaps we should look at that, page 80?
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           1   MR KINROY:  Before we leave the document, I wonder whether

           2       it would be worthwhile clarifying for the notes, when we

           3       say it was known it was a positive result as at

           4       24 November, I take it that was the ward knew on

           5       24 November that it was positive?  It is page 76,

           6       line 5.

           7   MR MACAULAY:  I'm looking to see.  I think, in fact, what

           8       you say -- I think I took that from the point you made

           9       at the very end of that paragraph, that the treatment

          10       was put in place on 24 November, the increased dosage of

          11       vancomycin.

          12   A.  That's correct, yes.

          13   Q.  Did you see that as being a response to the positive

          14       result?

          15   A.  Yes.

          16   Q.  I don't know whether that is of any assistance to my

          17       learned friend?

          18   MR KINROY:  It is, my Lord, yes.

          19   MR MACAULAY:  Yes, I was taking you to the clinical notes at

          20       page 80, where you thought there must have been pages

          21       missing because there were no records.  If we just see

          22       how the pages look, then.

          23           If we turn to page 80, there is an entry on

          24       4 November towards the bottom, "Asked to see patient" is

          25       how it begins; is that correct?
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           1   A.  That's correct, yes.

           2   Q.  If we turn over the page, page 81, the next entry, as

           3       you have indicated in your report, is for 25 November;

           4       is that right?

           5   A.  That's correct, yes.

           6   Q.  It begins with "Asked to see patient following fall",

           7       I think that is.  Is that correct?

           8   A.  That's correct.

           9   Q.  Is there any reference there in that entry to C. diff?

          10       I think the focus seems to be on the --

          11   A.  No, I don't see any reference to C. diff infection.

          12   Q.  If we go on to page 82, the next entry we have is for

          13       3 December, which is over a week later if we are taking

          14       the chronology from what's here.  Do we have a ward

          15       round by Dr Akhter, and is the next entry, "Stools"?

          16       Can you read the next line after that?

          17   A.  Yes, "Stools soft".

          18   Q.  Looks like "Refuse to go to RH", it looks like?

          19   A.  Could be.

          20   Q.  It may be that "RH" means rehabilitation.  Anyway, the

          21       point you have made in your report is that there are no

          22       notes between 4 November and 25 November, at a time when

          23       the patient has been diagnosed as positive for C. diff?

          24   A.  That's correct, yes.

          25   Q.  You postulate whether or not there are missing records?
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           1   A.  Yes.  I thought there must have been records missing,

           2       because they are clearly increasing the dose of

           3       vancomycin in response to worsening C. diff symptoms,

           4       but I couldn't find any clinical notes which would kind

           5       of justify or explain the increase in the vancomycin.

           6   Q.  You then move on, on page 11, to discuss a negative

           7       stool sample from 13 December.  You thought this may

           8       have been a false negative.  I think that is what you

           9       say in the third line of that paragraph.  Why did you

          10       think that?

          11   A.  That's correct, because the patient was previously

          12       positive and a second further one taken a few days later

          13       turned out to be positive, when the patient had symptoms

          14       consistent with the C. difficile infection, so I would

          15       think that's probably a false negative result.

          16   Q.  You do tell us that a further stool sample was collected

          17       on 18 December and that that was a positive result?

          18   A.  That's correct.

          19   Q.  If we look at the report at page 220 of the records, can

          20       we see here that the specimen was collected on the 18th,

          21       received on 18 December and, as you have indicated, it

          22       was positive; is that correct?

          23   A.  That's correct, yes.

          24   Q.  Was it recorded -- I think you point out it was noted in

          25       the nursing notes as at the 18th that it was a positive
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           1       result?

           2   A.  That's correct.

           3   Q.  If we look at the clinical notes for this period, if you

           4       turn to page 83 of the records, can we see, on

           5       16 December, there is a note by a junior doctor, and

           6       I don't think that is focusing on C. diff; is that

           7       right?

           8   A.  I don't see anything there regarding C. diff infection,

           9       no.

          10   Q.  Then the next page in the records, page 84, can we see

          11       the next entry is for 1 January, where there is a note

          12       by the junior doctor, "Asked to see re C. diff

          13       positive".  Do you see that?

          14   A.  That's correct.

          15   Q.  So this is not the one we are looking at, but I think

          16       the seventh episode?

          17   A.  Yes.

          18   Q.  So, on the face of it, there are no medical records, no

          19       clinical notes, covering the period of the sixth

          20       episode?

          21   A.  Yes, that's correct.

          22   Q.  That then takes us, I think -- perhaps I should ask you

          23       this: the treatment for this sixth episode, if we

          24       perhaps go to page 13, I think was metronidazole; is

          25       that right?
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           1   A.  Yes, and that is a bit unusual.  Normally, when you have

           2       moved over to oral vancomycin, you remain on oral

           3       vancomycin and alter the dose or the manner in which it

           4       is given.  You don't normally go back to giving

           5       metronidazole again, unless you have to give something

           6       intravenously.  So I didn't really fully understand

           7       that.

           8   Q.  Although I think you do say, actually -- it was

           9       discussed with the microbiologist and, if we turn to

          10       page 13 of your report, you suggest there that the use

          11       of metronidazole now, after the failure of

          12       the vancomycin, might have been a logical alternative?

          13   A.  Yes.  Certainly -- yes, if you have given a long,

          14       prolonged course of vancomycin and it has still not

          15       worked, then I can understand why she's gone back to

          16       using metronidazole at that point.  I don't necessarily

          17       think there is a great deal of scientific logic to it,

          18       but it is certainly -- I can understand why she's done

          19       it.  Your options are limited at that point.

          20   Q.  That finally takes us to the seventh episode, the

          21       diagnosis of C. diff on 1 January.  If we look at the

          22       report from the lab at page 219, do we see here that the

          23       specimen was collected on 1 January and also received by

          24       the lab that same day; is that correct?

          25   A.  That's correct, yes.
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           1   Q.  I think you tell us in that paragraph that the ward was

           2       phoned by the lab on 1 January as well; is that correct?

           3   A.  That's correct, yes.

           4   Q.  What about the treatment here, then?  What was the

           5       position?

           6   A.  On 1 January, she was given oral metronidazole at that

           7       point for ten days.

           8   Q.  What about the response, then, to the position at this

           9       point in time?

          10   A.  Clinically, she seemed to respond to the oral

          11       metronidazole, although did seem to have some episodes

          12       of loose bowel motions in the few days before the

          13       patient died.  Yes, there was a clinical improvement

          14       following the metronidazole.

          15   Q.  Can we then --

          16   DAME ELISH:  Sorry, my Lord, on this particular point that

          17       Dr Connor has made about the preference for vancomycin,

          18       I wonder, at this point, just in fairness, if he is

          19       aware of Dr Warren's observation in his report at

          20       page 48 when looking back historically at this time?

          21       Dr Warren comments, if I may quote from that:

          22           "For many years, metronidazole has been considered

          23       as effective as oral vancomycin in C. difficile

          24       infections."

          25           He quotes two studies, one in 1983 and one in 2007:
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           1           "This was reasserted by a formal Cochrane systematic

           2       review of the literature in 2007 by Nelson."

           3           It then says:

           4           "Because metronidazole was cheaper and because there

           5       were concerns about selection of vancomycin resistance

           6       in gram-positive organisms for which, at the time,

           7       vancomycin was the drug of last resort, metronidazole

           8       was usually used in the UK up to 2007."

           9   LORD MACLEAN:  Mr MacAulay?

          10   MR MACAULAY:  I think it would be better for Dr Warren to

          11       elaborate upon that, my Lord.  I think we do have

          12       Dr Connor's evidence on this aspect.

          13   A.  Yes -- do you want me to answer?

          14   LORD MACLEAN:  No.

          15   MR MACAULAY:  I think we will leave it for Dr Warren to deal

          16       with.

          17   A.  Okay.

          18   Q.  Can we then look at your conclusion, Dr Connor, on

          19       page 14 for Mrs Lettis?  I think the main point --

          20       I think we have covered the points, but the main point

          21       you particularly focus upon is the conclusion you came

          22       to, having looked at the records, in particular the

          23       microbiology reports, that there may have been delays in

          24       the system?

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

           2   A.  Yes.

           3   Q.  My Lord, the next case I want to look at is

           4       Catherine Hitchinson.  Your report for Mrs Hitchinson is

           5       EXP01480001.

           6           We can see from the front page of your report that

           7       Mrs Hitchinson was born on 12 August 1942; is that

           8       correct?

           9   A.  That's correct.

          10   Q.  If we turn to page 4 of the report, do you note, first

          11       of all, that Mrs Hitchinson was admitted to the

          12       Royal Alexandra Hospital on 20 December 2007 with

          13       a diagnosis of acute pancreatitis?

          14   A.  That's correct.

          15   Q.  In the Royal Alexandra Hospital, was she treated with

          16       antibiotics?

          17   A.  Yes, she was.

          18   Q.  Was she then transferred to the Vale of Leven Hospital

          19       on 14 January 2008?

          20   A.  Yes, that's correct.

          21   Q.  Was that essentially for rehabilitation, physiotherapy

          22       and occupational therapy?

          23   A.  That's correct, yes.

          24   Q.  I think, in the course of her time in the

          25       Vale of Leven Hospital, she tested positive for C. diff,
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           1       I think on 29 January 2008; is that right?

           2   A.  That's correct, yes.

           3   Q.  But she was eventually discharged on 7 March 2008?

           4   A.  That's correct.

           5   Q.  If we look at your review of the antibiotic treatment,

           6       you begin doing that on page 5, and I think you begin by

           7       looking at the position in the Royal Alexandra Hospital,

           8       and the treatment there, or the combination of

           9       antibiotics, which was, you say, the accepted clinical

          10       practice at the time for her infection?

          11   A.  Yes, that's correct.

          12   Q.  That was cefuroxime and also metronidazole?

          13   A.  That's correct, yes.

          14   Q.  I think you also indicate on page 6 there was some

          15       further treatment given, including trimethoprim, which

          16       I think you make some mention of in the second

          17       paragraph; is that right?

          18   A.  Yes, that's correct.

          19   Q.  If we then focus on the position in the Vale of Leven,

          20       after the transfer there on 14 January, what, then, was

          21       the position here in relation to antibiotic treatment?

          22   A.  She was started -- well, the nursing records indicated

          23       she was on oral clarithromycin, but I could not find any

          24       prescription charts within the notes to confirm whether

          25       she was actually on that or not.
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           1           Certainly, ciprofloxacin, 250mg twice per day, was

           2       prescribed 14 to 24 January 2008, but nothing within the

           3       medical notes to indicate why that was prescribed,

           4       although, on 21 January, the nursing records did say to

           5       commence treatment for a urinary tract infection, but

           6       didn't state the name of the antibiotic.

           7   Q.  There are two aspects to that.  First of all, are you

           8       saying in the clinical notes, the doctors' notes, there

           9       is no indication why the ciprofloxacin was started?

          10   A.  Yes, at that time.

          11   Q.  But there is some suggestion in the nursing notes that

          12       she was receiving treatment for a urinary tract

          13       infection?

          14   A.  Yes, that's correct.

          15   Q.  Would ciprofloxacin have been an appropriate choice of

          16       antibiotic?

          17   A.  For a simple urinary tract infection, no, it wouldn't

          18       have been the first choice.

          19   Q.  Would that have been the trimethoprim, as we have seen

          20       before?

          21   A.  Yes.

          22   Q.  If it was a severe urinary tract infection?

          23   A.  A complicated or severe urinary tract infection, cipro

          24       would be appropriate in that situation.

          25   Q.  If we then move on to page 7, and if we look at the
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           1       laboratory report, first of all, GGC21030043, this is

           2       the report for the midstream urine sample that was

           3       collected on 16 January.  Can we see here that the

           4       specimen was resistant to trimethoprim?

           5   A.  Yes.

           6   Q.  That being so, and standing the fact that I think it was

           7       also noted that she was penicillin allergic, does that

           8       limit the choices?

           9   A.  It does.  It limits it to either ciprofloxacin and,

          10       depending on the nature of the penicillin allergy,

          11       cephalexin.

          12   Q.  Where does that take us, then?  That is what you say,

          13       I think, on page 7, that the choice of antibiotic would

          14       either be ciprofloxacin or cephalexin?

          15   A.  It is further complicated by the fact that the patient

          16       was epileptic as well.  Ciprofloxacin lowers your

          17       seizures threshold in epilepsy, so you have to use cipro

          18       with a great deal of caution.  So in that situation, the

          19       oral cephalosporin would probably have been more

          20       appropriate.

          21   Q.  From the point of view of making the patient susceptible

          22       to C. difficile, is there much to choose between the

          23       two?

          24   A.  Probably not, no.

          25   Q.  If we look at your review of the diagnosis and treatment
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           1       for C. diff itself, I think, as we observed before, she

           2       was tested positive for a sample, I think, that was

           3       collected on 29 January.  If we look at the report from

           4       microbiology on page 69 -- no, it is not page 69.  In

           5       fact, was there a report in the records?

           6   A.  There was no formal laboratory printed reports within

           7       the notes.  We got a later computer print-out of a stool

           8       sample taken on 29 January, but the other laboratory

           9       reports appeared to be missing.

          10   Q.  Let's take it from your report itself.  You say the

          11       sample was, I think, collected on 29 January; is that

          12       right?

          13   A.  Yes.  We have a stool sample on 29 January.  I have got

          14       a number here, if you want it?

          15   Q.  That is the number in the nursing notes?

          16   A.  I've got a later computer print-out.

          17   Q.  I'm looking for the number for that.  Can you help me?

          18   A.  Yes, it is GGC26860018.

          19   Q.  Thank you.  We now have it on the screen.  We can see

          20       the sample was collected on 29 January and received on

          21       30 January, and can we see that, towards the bottom, the

          22       result is a positive result?

          23   A.  That's correct.

          24   Q.  Have you noted in your report that the ward became aware

          25       of the positive result on 30 January, which we see was
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           1       the same day that the sample was received by the lab?

           2   A.  That's correct, yes.

           3   Q.  What was the treatment, then, for this particular --

           4   A.  Metronidazole was prescribed from 30 January to

           5       11 February.

           6   Q.  Was that an appropriate response?

           7   A.  That was an appropriate therapy.

           8   Q.  Finally, if we turn to your conclusion here, I think

           9       broadly you are saying that the antibiotic treatment was

          10       appropriate, although you have made some points about

          11       the ciprofloxacin, which ultimately may have been

          12       contraindicated because of the patient's epilepsy?

          13   A.  That's correct, yes.

          14   Q.  In relation to the contraction of C. difficile, what you

          15       say here is that the patient probably contracted

          16       C. difficile either at the Royal Alexandra Hospital or

          17       shortly after transfer to the Vale of Leven?

          18   A.  That's correct.

          19   Q.  And the antibiotics for the urine infection is most

          20       likely to have triggered the infection?

          21   A.  That's correct.

          22   MR MACAULAY:  The next patient will be after lunch, but it

          23       is Mrs Beattie's case, my Lord.

          24   LORD MACLEAN:  2 o'clock.

          25   (1.00 pm)
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           1                     (The short adjournment)

           2   (2.00 pm)

           3   MR MACAULAY:  Good afternoon, Dr Connor.

           4   A.  Good afternoon.

           5   Q.  The next case I had indicated to you that I wanted to

           6       look at was that of Mrs Jean Beattie.  If I can have the

           7       report put on the screen, that's at EXP01560001.

           8           As we are looking at the front page of the report,

           9       can we see that you have noted that Mrs Beattie's date

          10       of birth is 26 September 1954?

          11   A.  Yes, that's correct.

          12   Q.  If we look at the body of the report itself, and we turn

          13       to page 3 of the report, and we look to the medical

          14       history, what were you able to take from the reasons for

          15       Mrs Beattie's admission to the Vale of Leven on

          16       26 January 2008?

          17   A.  She was admitted on 26 January suffering from

          18       a community-acquired pneumonia; had been prescribed

          19       penicillin for five days prior to that by her general

          20       practitioner, although in saying that, there was

          21       a history later of a possible penicillin allergy, and

          22       there was also a suspicion of some renal failure on

          23       admission as well.

          24   Q.  I think you say she responded well to treatment and was

          25       discharged on 7 February 2008?
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           1   A.  That's correct.

           2   Q.  Did you take from the records that the following day,

           3       8 February, Mrs Beattie was reviewed at the renal

           4       clinic?

           5   A.  Yes.  She was reviewed on the 8th at the renal clinic

           6       and found to be suffering from some renal impairment at

           7       that point and was readmitted the following day to the

           8       Vale of Leven, on 9 February.

           9   Q.  Was that then, as you say, indicated because of

          10       the acute renal failure?

          11   A.  Yes.  She was suffering from acute renal failure at that

          12       point and was suffering from severe diarrhoea at that

          13       stage.

          14   Q.  After that admission and some treatment, was she

          15       discharged home on 13 February 2008?

          16   A.  That's correct.

          17   Q.  Can I then begin by looking at your review of

          18       Mrs Beattie's antibiotic treatment?  Focusing, then, on

          19       the first admission, if we turn to page 5 of your

          20       report, what antibiotics was Mrs Beattie given at that

          21       time?

          22   A.  She was prescribed a quinolone antibiotic, levofloxacin,

          23       from 26 to 30 January, and then this was -- she was also

          24       prescribed moxifloxacin, from 27 January to 4 February,

          25       and clarithromycin from 29 January to 30 January.
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           1   Q.  And then --

           2   A.  Following after that, trimethoprim from 31 January to

           3       6 February, and cefotaxime intravenously from 31 January

           4       to 4 February.

           5   Q.  You have gone through quite a number of different

           6       antibiotics there, Dr Connor.

           7   A.  Yes.

           8   Q.  Can you assist the Inquiry as to why the antibiotics

           9       were being prescribed?

          10   A.  The antibiotics were prescribed to treat the chest

          11       infection.  She had a community-acquired chest

          12       infection, but apparently didn't respond to the initial

          13       therapy that was started, and --

          14   Q.  Was that the levofloxacin?

          15   A.  That's the levofloxacin.  She was then changed to the

          16       moxifloxacin at that point.  The reason they went for

          17       the quinolone antibiotics was presumably because of this

          18       history of a penicillin allergy.

          19   Q.  If we then just start with the levofloxacin, are you

          20       able to say whether that was appropriately prescribed or

          21       not for this patient?

          22   A.  I'm not quite clear why the patient had levofloxacin

          23       prescribed in that situation.  She was penicillin

          24       allergic, if I remember.  Levofloxacin is an antibiotic

          25       which can often be second line for the treatment of
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           1       community-acquired chest infections in people who are

           2       penicillin allergic or not responding to first-line

           3       therapy.

           4   Q.  Do I take it from that, then, that this was a reasonable

           5       choice of antibiotic in these circumstances?

           6   A.  In those circumstances, it would be reasonable.

           7   Q.  What, then, about the moxifloxacin, which you tell us

           8       was prescribed from 27 January to 4 February?  So that

           9       would have crossed, I think, with the levofloxacin?

          10   A.  Yes.  This is where it doesn't start to make much sense.

          11       The patient ends up being on two quinolone antibiotics,

          12       which are very similar to each other, for, I think,

          13       a two- or three-day period, and I cannot understand why

          14       that would arise.

          15   Q.  Was there any indication in the records you looked at as

          16       to why that was the --

          17   A.  No, there was no reason given within the medical

          18       documentation as to why that was done.

          19   Q.  Can you envisage why it might be done?

          20   A.  No, there is no clinical reason why you would put

          21       people -- an individual on two very similar antibiotics

          22       of the same class, unless there is a mistake someone has

          23       just not noticed.

          24   Q.  Then the clarithromycin that you tell us was prescribed

          25       from 29 January to the 30th, that's two days, which
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           1       I think also would have coincided with the levofloxacin

           2       and the moxifloxacin.  What about that?

           3   A.  Similarly, clarithromycin, a macrolide, would be used to

           4       treat atypicals, but you would also be getting coverage

           5       for atypicals with the quinolone in any case.  So there

           6       is no requirement for clarithromycin in this situation.

           7   Q.  Do you consider that was not appropriately prescribed?

           8   A.  Not appropriate at that point.

           9   Q.  Then the cefotaxime which you mentioned, which I think

          10       you indicated was prescribed from 31 January to

          11       4 February, so, again, that would have crossed with the

          12       moxifloxacin, at least, can you explain why that was

          13       prescribed?

          14   A.  The cefotaxime, if the patient wasn't responding to the

          15       prior quinolones, is more understandable.  It is an

          16       antibiotic which could be used in a patient who is not

          17       responding to antibiotics and, if you wanted to give

          18       something else with possible more efficacy and broader

          19       spectrum of cover, then cefotaxime would be effective.

          20   Q.  Would you prescribe the cefotaxime quite separate, then,

          21       from the -- would you prescribe it with the

          22       moxifloxacin, which I think is what happened here?

          23   A.  No, you wouldn't prescribe it with -- you would use it

          24       on its own.

          25   DAME ELISH:  My Lord, I wonder if I could ask whether or
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           1       not, in addition to the spectrum which is covered,

           2       clinicians might be of the view that, even though

           3       antibiotics may cover the same spectrum of organisms,

           4       that one is more efficacious than another, from their

           5       own clinical experience?

           6   A.  Yes, certainly, yes -- oh, sorry.

           7   LORD MACLEAN:  Are you able to answer that?  I should have

           8       thought the answer was yes.

           9   A.  Sorry, do you want me to answer this?

          10   LORD MACLEAN:  Well, you began to.  The answer must be yes,

          11       mustn't it?

          12   A.  Antibiotics have -- there is more than one reason for

          13       choosing a particular antibiotic in a particular

          14       situation.  There may well be clinical reasons, or even

          15       just prior experience of use of a particular antibiotic

          16       why the individual clinician may well want to use

          17       something, if that answers the question.

          18   MR MACAULAY:  As I understand your position here, your

          19       criticism is based on the fact that two antibiotics are

          20       used to do the same thing.

          21   A.  It is not necessarily the choice of antibiotic, it is

          22       the quantity of the similar types of antibiotics used at

          23       the same time.  You could argue that you're using

          24       a sledgehammer to crack a nut, but in this situation

          25       they are using two or three sledgehammers at the same
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           1       time.

           2   Q.  As I understood your point, the point was you are giving

           3       two antibiotics which have the same mechanism of action,

           4       and you don't see the logic of that?

           5   A.  No, there is no logic, no.

           6   Q.  Then, if we look at page 7 of your report, you also tell

           7       us that Mrs Beattie was prescribed trimethoprim, and

           8       I think that was from 31 January through to 6 February.

           9       In relation to that, can you help me with why that was

          10       prescribed at that time?

          11   A.  Trimethoprim was prescribed for a urinary tract

          12       infection.  That was prescribed on 31 January, when they

          13       had a report back from the laboratory of a specimen that

          14       was collected on the 28th.

          15   Q.  Perhaps we can put that on the screen, then; it is at

          16       GGC00570097.  I think this is the report you have in

          17       mind.  Can we see that it indicates a number of

          18       antibiotics which are sensitive and I think two which

          19       are not?

          20   A.  That's correct, yes.

          21   Q.  So what was the thinking here?

          22   A.  Well, they have treated the enterococcus with

          23       trimethoprim, which is not normally an antibiotic you

          24       would recommend to treat that particular organism with,

          25       because of the mechanism by which trimethoprim, which is
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           1       a folate antagonist antibiotic, how it works.

           2       Enterococcus species produce their own folate, so there

           3       is no any point in antagonising it, because they produce

           4       their own anyway.

           5   Q.  So what do you do, then?  First of all, is

           6       trimethoprim -- would it be appropriate here?

           7   A.  The problem with the enterococcus species and

           8       trimethoprim is it often appears sensitive in the

           9       laboratory, but there is a large number of treatment

          10       failures reported with it.  So current practice, and

          11       practice then, should have been to automatically make

          12       that organism resistant.

          13   Q.  What should have --

          14   A.  Sorry, the choice there -- the penicillins would have

          15       been excluded because of penicillin allergy, so you're

          16       left with nitrofurantoin, but we're back to that problem

          17       then with, you know, the degree of renal failure and

          18       nitrofurantoin -- in a situation like that, you may well

          19       have had to have gone for intravenous vancomycin.

          20   Q.  If we perhaps just note in passing that on the report on

          21       the screen, can we see there is reference to

          22       ciprofloxacin?  If we look at the section that deals

          23       with antibiotic therapy, it mentions the ciprofloxacin.

          24       Is that designed to indicate that she's on

          25       ciprofloxacin?
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           1   A.  Oh, yes.  That would indicate that the patient was on

           2       cipro and someone had written "ciprofloxacin" on the

           3       original request card.

           4   Q.  I think what we have seen from your analysis of

           5       the antibiotic treatment is there is no reference to

           6       ciprofloxacin?

           7   A.  No, so that's been put in in error, unless, of course,

           8       it was on a prescription chart I didn't see.

           9   Q.  So then, if we come back to your discussion on page 7,

          10       just so I can understand that, trimethoprim, I think

          11       you're saying, would not have been the appropriate route

          12       to take; is that right?

          13   A.  Not for that type of bacteria.

          14   Q.  But you suggest vancomycin?

          15   A.  Yes, intravenous vancomycin would have been the

          16       appropriate one.

          17   Q.  But, in any event, as you point out, trimethoprim has

          18       a low association with C. difficile?

          19   A.  Yes.

          20   Q.  If we move on then to the next paragraph --

          21   DAME ELISH:  My Lord, before moving on, I wonder whether or

          22       not Dr Connor could simply explain further whether or

          23       not his understanding is that, while it is successful

          24       and sensitive in the lab, there are a large number of

          25       failures could have influenced clinical views as to the
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           1       efficacy of trimethoprim and, therefore, perhaps put

           2       them in mind to use second-line treatments.

           3   LORD MACLEAN:  He's just said that.

           4           Do you agree?

           5   A.  I agree, yes.

           6   DAME ELISH:  I'm grateful, thank you.

           7   MR MACAULAY:  I think it is just in relation to the

           8       enterococcus that you say trimethoprim is not

           9       appropriate.

          10   A.  Yes, because of the folate antagonist aspects of that

          11       particular antibiotic.

          12   Q.  And other organisms that trimethoprim would be

          13       appropriate?

          14   A.  It would be entirely appropriate, yes.

          15   Q.  You say in the next paragraph on page 7 that it is clear

          16       from the prescription charts that Mrs Beattie was on

          17       three antibiotic agents at the same time -- that's the

          18       cefotaxime, the oral moxifloxacin and the oral

          19       trimethoprim.  You give a view in relation to that from

          20       the perspective of her antibiotic management.  What is

          21       your view?

          22   A.  There is no clear reason why a patient should be on two

          23       quinolones at the same time and then followed with

          24       a very broad-spectrum cephalosporin straight afterwards.

          25       To me, it looks as if there's not been much in the way
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           1       of thought went into putting that course of antibiotic

           2       treatment together.

           3   Q.  You go on to tell us, as we have seen already, that

           4       Mrs Beattie was discharged on 7 February but readmitted

           5       on 8 February, resulting from renal failure.  You also

           6       note that she'd been suffering from diarrhoea since

           7       discharge.

           8           From the point of view of her antibiotic treatment

           9       at this point, then, what was the reaction?

          10   A.  The patient was started on ceftriaxone at that point, on

          11       the second admission, which is a broad-spectrum

          12       cephalosporin agent.

          13   Q.  Was that an appropriate response, then, to the problem?

          14   A.  Clinically, they thought she was suffering from sepsis

          15       somewhere, and ceftriaxone is a broad-spectrum agent, so

          16       that would have been appropriate, yes.

          17   Q.  Can we then move on to look at your review of

          18       the diagnosis and treatment for C. diff?  You look at

          19       that on page 8 of your report.

          20           You tell us, I think, that the first indication that

          21       Mrs Beattie had symptoms of diarrhoea was following her

          22       second admission, when the medical notes state

          23       "Complaining of diarrhoea since discharge".  Is that

          24       right?  So that was the suggestion that, since her

          25       discharge, Mrs Beattie had been complaining of having
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           1       had diarrhoea?

           2   A.  Yes, that's correct.

           3   Q.  I think we know a stool sample was taken, and I think

           4       the nursing notes indicated that there was a positive

           5       result; is that correct?

           6   A.  That's correct, yes.

           7   Q.  Indeed, I think also the clinical notes indicated the

           8       same?

           9   A.  That's correct.

          10   Q.  If we look at the report from the lab -- that's at

          11       GGC00570092 -- can we see here that the specimen was

          12       collected on the 9th, the date of admission; it's

          13       received, according to the report, on the 11th, and

          14       C. diff is said not to have been detected.  Is that

          15       correct?

          16   A.  That's correct.  Yes.

          17   Q.  If we look at the clinical records on page 35, it is the

          18       second entry from the top.  Can you work out a date

          19       there or not?  This is the entry, I think, where there

          20       is a reference to C. diff positive and to oral

          21       metronidazole; is that right?

          22   A.  Yes, that's correct.

          23   Q.  It is not clear what the date is.  We can see the next

          24       date is the 13th.  If we go back a page to page 34,

          25       I think the last date we see is 11 February, so we don't
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           1       have a date, but it must be the 11th or after when this

           2       note was made?

           3   A.  Yes, the 11th or the 12th, isn't it?

           4   Q.  If we look at the nursing notes at page 144, do we see

           5       here for the 11th, for the entry at 10.50, a couple of

           6       lines from the end of that entry, "C. diff confirmed"?

           7       Is that right?  Can you make that out?

           8   A.  Oh, yes, I see that.

           9   Q.  So what we see is that in the -- perhaps we can put the

          10       lab report back on the screen.  In the lab report at

          11       page 92, on the 11th, the date of receipt, certainly the

          12       ward has been made aware that there is a positive

          13       result?

          14   A.  That's correct, yes.

          15   Q.  But that is not what we are told in the report?

          16   A.  No, it is a different time as well.

          17   DAME ELISH:  My Lord, I wonder if I could assist Mr MacAulay

          18       here.  The request form which has been produced by the

          19       laboratory for that date is GGC23460001.  It has

          20       a telephoned result.

          21   MR MACAULAY:  Yes, I am just about to come to that, in fact.

          22       We needn't put it up yet.

          23           Just before we put it up, I want to put two request

          24       forms up on the screen for you to get your assistance.

          25       The first is GGC23460059.
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           1           We looked at this the other day.  I don't think we

           2       looked at it with you, Dr Connor.  This would appear to

           3       be the sort of request form that was being used at the

           4       Vale of Leven at the relevant time.  This relates to

           5       another patient, but I am merely putting it to you to

           6       see the layout clearly from this particular form.

           7           Can we see that some clinical information is given

           8       in the relevant box and then the ward and the GP's name

           9       is given, and then there are boxes that deal with the

          10       request itself, and the "Other" box has been ticked and

          11       C. diff has been mentioned.  As we saw from the

          12       procedures, if you required to test for C. diff, you had

          13       to make a specific request?

          14   A.  That's correct.

          15   Q.  So far as your own hospital, was this the sort of form

          16       that would be used for a request, or would it be

          17       something different?

          18   A.  We would have a similar type of form.

          19   Q.  I think what my learned friend had mentioned was the

          20       form for Mrs Beattie's request, that we find at page 1

          21       of the same documents.  The reason I have looked at the

          22       other one first is that part of the actual request form

          23       is obscured here by what looks like stickers?

          24   A.  Yes, they are using the request form as part of

          25       the laboratory processing procedure, so the laboratory
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           1       is actually putting stickies onto the form and then

           2       writing the results on on a day-by-day basis.

           3   Q.  There are a number of points I want to take from this,

           4       then.  I think we can make out what would originally

           5       have been in the form, for example, the clinical

           6       information, diarrhoea, foul smelling, pyrexial, and we

           7       see that in the same box, "Tox + ward phoned".  Do you

           8       see that?

           9   A.  I do, yes.

          10   Q.  That would link in to what we had seen in the nursing

          11       records?

          12   A.  That's correct.

          13   Q.  If we look at the stickers, can we see that a number of

          14       entries have been encircled: "Neg", which we take to be

          15       "negative", but if we focus on the entry for ICDT, we

          16       can see that "pos", presumably for positive, has been

          17       circled.  Do you see that?

          18   A.  I do, yes.

          19   Q.  I think we can work out what the CDT stands for.  What

          20       does the ICDT mean?

          21   A.  I'm not sure what the "I" stands for.  "C. diff toxin",

          22       is the last three, but the "I", I'm not sure.

          23   Q.  In your own hospital, did you follow the same procedure,

          24       of putting a sticker on to indicate --

          25   A.  No, the laboratory I work in has a much less
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           1       paper-dependent processing system and has had such --

           2       well, since I have been there, so much more use of

           3       computers and processing of results into the computer

           4       and less dependent on the paper.

           5   Q.  On the face of it, does one take it from this

           6       documentation that the sample that has been analysed has

           7       produced a positive result?

           8   A.  Yes.  It's been processed and they have found it to be

           9       C. diff toxin positive.

          10   Q.  How, then, do we marry that up to the microbiology

          11       report, if we can have that back on the screen,

          12       GGC00570092?  As we have noted, for the 11th, it has

          13       been reported as being a negative result.

          14   A.  Negative.  This is the same specimen?

          15   Q.  Well, again, can we perhaps look at the numbers?  Is

          16       that how we should do that?  We can see the laboratory

          17       reference number is ME454997M.  If we go back to the

          18       request form, and perhaps put them both on the screen

          19       together, GGC23460001.  So the number we see towards the

          20       top right is the same?

          21   A.  That's correct, yes.

          22   Q.  Without the "M"?

          23   A.  So that would tie in, then, that this report relates to

          24       this specimen.

          25   Q.  Where does that take us, then, in relation to whether
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           1       the specimen was positive or not?

           2   A.  An error must have occurred at some point in inputting

           3       the result onto the computer to produce the printed

           4       report.

           5   Q.  So which is the true result, in your opinion?

           6   A.  I would think the true result would be the circled one,

           7       because that is evidence that the biomedical scientist

           8       has performed a test and then circled his result when

           9       he's found it at that point, rather than the possibility

          10       of a transcription error when someone then takes that

          11       result and inputs it into the computer system, and

          12       that's when you do get mistakes.  That may well just be

          13       a simple, you know, kind of one key stroke difference

          14       between positive or negative.

          15   Q.  Could it be said that what's been stuck onto the request

          16       form would certainly tie in with the message that was

          17       sent to the ward?

          18   A.  That's correct, yes.

          19   Q.  Indeed, we see, as I think my learned friend pointed out

          20       a moment ago, that this document does have on it

          21       a positive result written, with the ward being phoned

          22       with a positive result?

          23   A.  Yes, that's correct.

          24   Q.  I think, at the time you were preparing your report, you

          25       had not been shown this material?
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           1   A.  No, I have not seen these before.

           2   Q.  Is it the case, then, that what happened here was that

           3       Mrs Beattie was started on treatment for C. diff?

           4   A.  Yes, she was started on metronidazole from 11 February.

           5   Q.  That, again, ties in with the date of the receipt of

           6       the specimen that we see on the report on the screen?

           7   A.  Yes, that's correct.

           8   Q.  I think what you were contemplating, certainly in your

           9       report, was the possibility of a false negative,

          10       because, at that time, you were working on the basis

          11       that the report may have reflected the true position?

          12   A.  That's right.  At the time of writing the report

          13       I couldn't understand why action had been taken but the

          14       printed report said negative, yes.

          15   Q.  Metronidazole would have been the appropriate treatment?

          16   A.  That's correct.

          17   Q.  I think you do point out in your report that, indeed, it

          18       seemed to have worked, in that Mrs Beattie improved and

          19       was discharged on 13 February?

          20   A.  That's correct, yes.

          21   Q.  If we then look at your conclusion for Mrs Beattie, is

          22       the main point then that we take from your analysis of

          23       the records the point you have made about the antibiotic

          24       treatment that she was given?

          25   A.  Yes.  Primarily, the antibiotic combination.
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           1   Q.  Do you see a link between that antibiotic combination

           2       and the development of the C. diff?

           3   A.  Yes, I do.

           4   Q.  I think that concludes Mrs Beattie's case.  I will then

           5       move on to Mrs Millen.  Your report for Mrs Millen,

           6       Dr Connor, is at EXP01610001.  We can see from the front

           7       page of your report that Mrs Millen was born on

           8       14 February 1938; is that correct?

           9   A.  That's correct.

          10   Q.  If we turn to page 3 of the report, I think you have

          11       noted that Mrs Millen was admitted to the Vale of Leven

          12       on 18 December 2007; is that right?

          13   A.  That's correct.

          14   Q.  What was the reason behind the admission?

          15   A.  She was admitted with neurological symptoms, possibly

          16       caused by a cerebral vascular bleed into her brain.  She

          17       presented with dizziness, nausea, vomiting and

          18       a two-week history of blurred vision.

          19   Q.  Did she develop C. difficile during the course of

          20       the admission?

          21   A.  Yes, she did.  She had diarrhoea symptoms on 30 January

          22       and C. diff was confirmed on 3 February.

          23   Q.  We will look at that in a moment.  Can you just take it

          24       from me that she improved and she was discharged home on

          25       22 February 2008?
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           1   A.  That's correct.

           2   Q.  If we look at the microbiology report for the finding of

           3       C. diff, and if we could have on the screen GGC20980103,

           4       can we see here that the specimen was collected on

           5       3 February and received by the lab on the 4th, and that

           6       that was a positive result?

           7   A.  That's correct.

           8   Q.  Let's then turn to look at your review of the antibiotic

           9       treatment generally.  You begin looking at that on

          10       page 4 of the report.  I think the first point you make

          11       is that Mrs Millen was prescribed trimethoprim on

          12       27 December; is that right?

          13   A.  That's correct, yes.

          14   Q.  What was the thinking behind that?

          15   A.  That was for a urinary tract infection.

          16   Q.  Was that an appropriate course of action?

          17   A.  That would have been appropriate, yes.

          18   Q.  I think you focus on the fact that Mrs Millen received

          19       a five-day course for the urinary tract infection; is

          20       that correct?

          21   A.  A five-day course for a urine infection.  The normal

          22       recommendation was for a three-day course.  That was

          23       extended by an additional two days.  I doubt it had any

          24       particular clinical impact.

          25   Q.  You do say, I think, that if she had a urinary catheter,
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           1       that might have prompted a longer course of treatment?

           2   A.  That's correct, yes.

           3   Q.  Then if you move on to page 5 of your report, you say

           4       that there was a catheter specimen collected, and

           5       obviously, at this point, Mrs Millen does have a urinary

           6       catheter in situ?

           7   A.  Yes, she had a urinary catheter placed in on 4 January,

           8       and then had a catheter specimen of urine taken on

           9       16 January where they isolated a lactose fermenting

          10       coliform.  The patient, though, didn't appear to have

          11       any symptoms of a urinary tract infection, and it was

          12       specifically mentioned, I think, at that point, was not

          13       for antibiotic treatment.

          14           But the patient did eventually get ciprofloxacin on

          15       the 18th.  The issue here is that there wasn't really

          16       any clear evidence of a systemic urinary tract infection

          17       and, in actual fact, the evidence was more that the

          18       urinary catheter was colonised with bacteria and

          19       treatment of urinary colonisation rather than infection

          20       would be inappropriate.

          21   Q.  I think you tell us the ciprofloxacin was commenced

          22       on -- do you take from that 18 January?

          23   A.  On the 18th, yes.

          24   Q.  It was continued until 23 January?

          25   A.  That's correct.
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           1   Q.  You made a point then in passing that there was a note

           2       in the clinical notes, not for antibiotics at the

           3       moment.  If we look at that, it is GGC20980016.  We have

           4       an entry there of a junior doctor on 17 January.  If we

           5       look below the results that have been set out, it says:

           6           "Patient asymptomatic.  Apyretic.  [No] urinary

           7       symptoms.  [No] dysuria.  [?]Frequency.  [No] SP ..."

           8           What does "SP" mean?

           9   A.  Suprapubic.

          10   Q.  I said "?".  Is that a question mark or a circle, which

          11       I think means "no" in medical jargon?

          12   A.  Yes, it normally means "no".

          13   Q.  Then the impression:

          14           "Patient asymptomatic.  Patient not for antibiotic

          15       at the moment."

          16           So that was the position then.  If we turn to

          17       page 17, this, again, is by a junior doctor on

          18       18 January, and the note is:

          19           "Nurses refer Mrs Millen urine orrible smelling and

          20       increased frequency.  Patient MSU positive.  Start on

          21       5 days of ciprofloxacin."

          22           That appears to be the basis for the ciprofloxacin?

          23   A.  That's correct.

          24   Q.  What do you take from this?  Was there a basis for --

          25   A.  No, because the difference here is between -- with
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           1       a urinary catheter is between infection and

           2       colonisation.  If you put a piece of plastic into

           3       someone's bladder, then it becomes very quickly coated

           4       with bacteria and various kind of carbohydrate matrix

           5       mixtures, which are very good for bacteria colonising

           6       the plastic.  So just because you grow bacteria from

           7       a catheter specimen of urine does not necessarily mean

           8       that there is a urinary tract infection going on.

           9           That would seem to be the case with this lady, who

          10       had organisms growing from the urine, but didn't, in

          11       actual fact, have any urinary symptoms.

          12   Q.  Before I come to this other point, how, then, do you

          13       deal with the colonisation, or do you just ignore it?

          14   A.  You ignore it.

          15   Q.  You wouldn't remove the catheter?

          16   A.  No, you'd treat the patient rather than treating

          17       a specimen.  What's happened here is they have treated

          18       a specimen rather than treating the patient, and the

          19       patient had no symptoms.

          20   Q.  If we look at the specimen itself at page 107 of

          21       the records, this, then, is the report of the specimen

          22       that was taken on the 16th, and we can see the

          23       sensitivities or otherwise of the bacteria to the

          24       antibiotics; is that right?

          25   A.  That's correct, yes.
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           1   Q.  It says at the top:

           2           "Catheter removed this am."

           3           Do you see that?

           4   A.  That's correct.

           5   Q.  You have proceeded on the assumption that the specimen

           6       was a catheter specimen?

           7   A.  The --

           8   Q.  I suppose it says that at the bottom.

           9   A.  Yes.

          10   Q.  How do we read this, then?  It says, "Catheter specimen

          11       urine" at the bottom, and then, at the top, "Catheter

          12       removed this am."

          13   A.  They may have taken the specimen at the point when they

          14       were removing or changing the catheter.  So they have

          15       written "Catheter removed", but taken a specimen at the

          16       same time that they have removed it.

          17   Q.  If it was a midstream urine specimen, then one would

          18       have expected to see that description towards the bottom

          19       of the report?

          20   A.  Yes, if it was an MSU, a midstream specimen, it would be

          21       described as such.

          22   Q.  If we go back, then, to the clinical notes on page 17,

          23       towards the top of the page, when we are looking at the

          24       junior doctor's note, can we see that, as I read to you

          25       a moment ago, after the description of the urine, that
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           1       the suggestion here is "Patient MSU positive"?

           2   A.  Yes.

           3   Q.  Is that correct, from what we have seen from the

           4       reports?

           5   A.  In medical practice, people always get MSU and CSU mixed

           6       up.  We continually have specimens which are described

           7       as MSUs when, in actual fact, they are clearly CSUs.

           8   Q.  But there is an important distinction, from what you

           9       said?

          10   A.  A very important distinction between both types.  An MSU

          11       with bacteria in a symptomatic patient is evidence of

          12       urinary tract infection.  A CSU with bacteria growing in

          13       the urine, but an asymptomatic patient, is not any -- is

          14       evidence of nothing.

          15   Q.  Looking at that, then, should the ciprofloxacin have

          16       been prescribed on this occasion?

          17   A.  No.

          18   Q.  What you have, I think, deduced from the records, if we

          19       go back to your report, and I am reading from the fifth

          20       line down from the end of that main paragraph:

          21           "It is clear that a degree of pressure to prescribe

          22       an antibiotic was placed on a junior doctor by nursing

          23       staff."

          24   A.  Yes.

          25   Q.  How were you able to deduce that?
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           1   A.  I think from the FY1 note, when he's got:

           2           "Nurses refer Mrs Millen's urine orrible smelling

           3       and increased frequency."

           4           So he's obviously been informed that there's an

           5       issue with the urine by nursing staff.  That is often

           6       the pressure.  That still remains, in practice,

           7       a pressure within hospitals and within community

           8       hospitals and nursing homes, and suchlike.

           9           Because people -- with a catheter specimen of urine,

          10       the urine can be rather smelly and offensive in

          11       appearance.  However, it doesn't necessarily mean that

          12       that urine is infected.

          13   Q.  You go on to say that, on 29 January, Mrs Millen

          14       developed an infection of which the source was not

          15       initially obvious to the medical staff, but the

          16       situation was discussed with a microbiologist, who

          17       suggested withholding antibiotics and taking multiple

          18       specimens of urine; is that right?

          19   A.  I think it is multiple specimen cultures, which would

          20       include blood cultures as well.

          21   Q.  If you look at the top of page 6, I think that is

          22       a course of action of which you would approve?

          23   A.  Yes, that's correct.

          24   Q.  In relation to the ciprofloxacin and its relationship to

          25       C. diff, I think you concluded that it was highly likely
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           1       that the ciprofloxacin treatment triggered the episode

           2       of C. diff?

           3   A.  That's correct.

           4   Q.  Looking, then, at the review of the C. difficile itself

           5       that you discuss on page 6 of your report, I think there

           6       was an original specimen taken which was not tested for

           7       C. diff; is that right?

           8   A.  Yes, that's correct.

           9   Q.  Presumably, that would be because the request was not

          10       made and, therefore, it would not be tested?

          11   A.  Yes.  The operating procedure at that time was only if

          12       they fell into certain categories of a patient or if

          13       there was a clear request for C. diff to be done.

          14   Q.  But then, in relation to the specimen that proved to be

          15       positive, you discuss that in the second paragraph, and

          16       you raise a point about, again, the time between the

          17       taking of the specimen and the apparent receipt in the

          18       lab; is that right?

          19   A.  That's correct.

          20   Q.  If we perhaps put the report back on the screen, it is

          21       page 103 of the records, we see that the collection is

          22       on 3 February and received on 4 February, and I think

          23       you noted that the result was telephoned to the ward on

          24       4 February?

          25   A.  That's correct.
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           1   Q.  It was then that the metronidazole treatment was

           2       started?

           3   A.  That's correct.

           4   Q.  Was that an appropriate response to the diagnosis?

           5   A.  Yes, it was a first episode of C. diff and metronidazole

           6       was appropriate.

           7   Q.  If you turn to page 7 of your report, were you able to

           8       see why the initial stool sample had not been requested

           9       to be tested for C. diff?

          10   A.  All I know is the sample wasn't tested.  I'm not sure

          11       why it wasn't tested.  It must not have fulfilled

          12       whatever criteria they had in place at that point.

          13   Q.  I suppose there are two reasons it might not have been

          14       tested.  First of all, there might not have been

          15       a request for a test?

          16   A.  Yes.

          17   Q.  We have seen that is the standing procedures.  Another

          18       reason might be the lab considered it not to be

          19       appropriate to test?

          20   A.  That's correct, yes.

          21   Q.  If we look at the description on the report, it is at

          22       page 141 of the records -- I think I have taken you to

          23       the nursing records, in fact.  On 30 January, if we look

          24       at the description in the nursing records -- I think you

          25       have set this out in your report -- we are told that she
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           1       was incontinent of a loose stool, foul-smelling specimen

           2       obtained.  I think we see that three or four lines from

           3       the top?

           4   A.  Yes, that's correct.

           5   Q.  If we look at the lab report, at page 104, the

           6       description of the specimen is "semi-formed faeces".  If

           7       a specimen is requested for a test and the lab take the

           8       view that, for whatever reason, it will not be tested,

           9       would you expect to see some reference to that?

          10   A.  They should have put a comment on saying why they

          11       weren't going to, you know, test it for C. difficile.

          12       Their protocol, I believe, at that time, was it had to

          13       be a liquid stool, so possibly because it's semi-formed

          14       they believed it didn't fill the criteria for C. diff

          15       testing.

          16   Q.  I think, moving on then, you took from the records that

          17       this patient was not isolated until the positive result

          18       had been received?

          19   A.  That's true.

          20   Q.  Now, then, if we turn to the conclusion of your report

          21       on page 8, and you can correct me if I am wrong, but

          22       I think, in fact, we have covered the points that you

          23       set out there, particularly the point that you make

          24       about the use of the ciprofloxacin?

          25   A.  Yes, that's correct.
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           1   Q.  Thank you for that.  The next patient I want to look at

           2       is Annie Shaw.  Your report here is at EXP01470001.  Do

           3       we note on the front page of the report that Mrs Shaw

           4       was born on 19 July 1939, and that she died on

           5       20 February 2008?

           6   A.  That's correct.

           7   Q.  If we look at the death certificate at SPF00320001, can

           8       we note that Mrs Shaw was 68 when she died on

           9       20 February 2008?

          10   A.  That's correct.

          11   Q.  She died in the Royal Alexandra Hospital, and we can see

          12       that she had septic shock and fulminant colitis on the

          13       death certificate.

          14   A.  That's correct.

          15   Q.  If I can then take you to your report, and turn to

          16       page 4, have you noted that, first of all, Mrs Shaw was

          17       admitted to the Vale of Leven Hospital on

          18       19 January 2008?

          19   A.  That's correct.

          20   Q.  What was the reason behind the admission?

          21   A.  Well, she was admitted with a community-acquired

          22       pneumonia and diarrhoea, and toxic megacolon was

          23       diagnosed, and transferred to the Royal Alexandra

          24       Hospital on 28 January.

          25   Q.  Did she then improve in the Royal Alexandra Hospital?
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           1   A.  She did, yes.  She improved and was transferred back to

           2       the Vale of Leven on 8 February.

           3   Q.  Did her diarrhoea symptoms return and was she tested

           4       positive for C. diff?

           5   A.  That's correct, yes.

           6   Q.  I think she was transferred back to the Royal Alexandra

           7       Hospital on 19 February and she died on the 20th?

           8   A.  That's correct.

           9   Q.  If we look at the history of her antibiotic treatment

          10       generally, first of all, which is on page 6 of your

          11       report, on admission to the Vale of Leven was she in

          12       receipt of antibiotics then?  After she'd been admitted,

          13       was she prescribed antibiotics?

          14   A.  She was on amoxicillin just before admission orally and

          15       then was prescribed metronidazole on admission to the

          16       Vale of Leven.

          17   Q.  As far as the metronidazole was concerned, what was the

          18       purpose of that?

          19   A.  It was suspected that she had a community-acquired

          20       C. diff infection at that stage.

          21   Q.  Was she tested for that at that stage?

          22   A.  She had repeated C. diff negative tests, although I'm

          23       not sure whether she was actually tested at that point.

          24   Q.  If we look at GGC00510201, we're looking at a report in

          25       relation to a specimen collected on 19 January.  So that
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           1       was the date of her admission.  It was received by the

           2       lab on 21 January, and that is a negative result?

           3   A.  Yes, that's correct.

           4   Q.  So she has this on admission, and it is negative.  We

           5       can see that there is a two-day gap between the date of

           6       collection and the date of receipt, according to the

           7       report?

           8   A.  That's correct.

           9   Q.  In addition to the metronidazole, did she receive any

          10       antibiotics in the Vale of Leven at this time, before

          11       her transfer to the Royal Alexandra Hospital on

          12       28 January?

          13   A.  She received some ceftriaxone from 21 to 31 January, and

          14       some clarithromycin from 23 to 29 January.

          15   Q.  So far as these antibiotics were concerned, what were

          16       they being prescribed for?

          17   A.  The ceftriaxone was being prescribed because of

          18       abdominal sepsis, the possibility of chest infection and

          19       urinary.

          20   Q.  And the clarithromycin?

          21   A.  The clarithromycin, likewise, is added in for atypical

          22       cover for chest infections.

          23   Q.  Just looking to that combination of antibiotics, looking

          24       to pages 6 and 7 of your report, were these

          25       appropriately prescribed?
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           1   A.  They were appropriately prescribed.  I think, at that

           2       stage, they weren't sure where the origin of the sepsis

           3       was, but the feeling was it was thought to be abdominal,

           4       in some place.  So ceftriaxone, in addition to the

           5       metronidazole, would have been appropriate, and the

           6       clarithromycin covering the possibility of an atypical

           7       chest, so it would have been acceptable, yes.

           8   Q.  I think she then is transferred to the Royal Alexandra

           9       Hospital and she's back in the Vale of Leven on

          10       8 February.  If we look at the position, then, on her

          11       return to the Vale of Leven, and perhaps turn to page 8

          12       of your report, you discuss the antibiotic treatment.

          13       I think it is the last paragraph on page 8, into page 9,

          14       where you indicate what she was given.  I think you

          15       consider that the antibiotics were probably

          16       appropriately given.

          17   A.  That's correct, yes.  I think, at that point, they

          18       weren't sure what the origin of the sepsis was, so they

          19       were giving broad-spectrum antibiotics to cover this

          20       septic episode.  I think that was a reasonable choice at

          21       that point.

          22   Q.  If we look at your review of the diagnosis and treatment

          23       for C. diff, we have already looked at the negative

          24       result from the sample that was collected on 19 January,

          25       and I think, again, you point to the fact that there
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           1       was, on the face of it, the delay between collection and

           2       receipt in the lab; is that right?

           3   A.  That's correct.

           4   Q.  So far as the ward were concerned -- well, let's look at

           5       the medical notes.  Is there a note in the medical

           6       records for 22 January that there was a negative result?

           7   A.  That's correct.

           8   Q.  I think you make the point again that, without

           9       appropriate refrigeration, samples must be processed

          10       within 24 hours in order to obtain an accurate result;

          11       is that right?

          12   A.  That's correct, yes.

          13   Q.  So there is the risk of not getting an accurate result

          14       if there is a delay and there is not appropriate

          15       management of the sample?

          16   A.  I think there was a 45-hour delay in that specimen

          17       getting to the laboratory.

          18   Q.  If we turn to page 11, you make a point there about the

          19       hydrocortisone therapy that was, I think, instigated by

          20       Dr Carmichael.  What is the point here that you are

          21       seeking to make?

          22   A.  The patient had a negative C. diff result a few days

          23       before that time, and then, on the 24th, the patient had

          24       a colonoscopy by the gastroenterologist and, when they

          25       had the colonoscopy, they had thought that the
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           1       clinically -- or, on examination, it looked like Crohn's

           2       disease, and one of the treatments for Crohn's

           3       disease -- I'm not an expert on Crohn's disease, but one

           4       of the treatments would be to give steroids, high-dose

           5       steroids, to alleviate the symptoms.

           6           One of the consequences of that is, if the patient

           7       does have an infective cause of colitis, such as C. diff

           8       or any other infective cause of colitis, then high-dose

           9       steroids depress your immunity and actually make the

          10       infection much more severe and aggressive.

          11   Q.  So if the result was a false negative, and you give the

          12       hydrocortisone, you risk making the C. diff worse; is

          13       that it, in a nutshell?

          14   A.  What appears to have happened here is Dr Carmichael

          15       thought it was not C. diff, did a colonoscopy, thought

          16       this looks like Crohn's disease, it's supported by

          17       a negative C. diff infection.  You treat Crohn's disease

          18       with high-dose steroid and, if it is wrong and it is in

          19       actual fact C. diff infection, then the patient is going

          20       to get very, very worse very, very quickly.

          21   Q.  Which is what happened here?

          22   A.  Which is what happened here, yes.

          23   Q.  But, of course, from Dr Carmichael's perspective, would

          24       the hydrocortisone therapy be appropriate, if you are

          25       considering that it is Crohn's disease?
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           1   A.  If you are considering it is Crohn's disease,

           2       I believe -- I'm not an expert on Crohn's disease, but

           3       I believe it would be appropriate.

           4   Q.  Was there a further negative result obtained, and you

           5       mention that in the next paragraph of your report?  You

           6       say that there was a specimen that was I think --

           7       perhaps we can look at the records at page 116.  No,

           8       that is not correct.  If I could look at GGC00500116.

           9       I think this was a negative result that was obtained in

          10       the Royal Alexandra Hospital after Mrs Shaw --

          11   A.  That's correct.

          12   Q.  When Mrs Shaw came back to the Vale of Leven, then,

          13       I think you note towards the bottom of that page 11 that

          14       the Vale of Leven medical notes indicate that her

          15       diarrhoea had stopped by then?

          16   A.  That's correct.

          17   Q.  Then, if we read on to page 12, did she deteriorate

          18       again, and she's sent back to the Royal Alexandra

          19       Hospital?  Is that right?

          20   A.  Yes, she deteriorated with sepsis and diarrhoea and was

          21       sent back to the Royal Alexandra on 19 February.

          22   Q.  Before she was sent back, did they take a sample from

          23       her which proved to be positive?

          24   A.  Yes, a sample was taken on 18 February, which was

          25       C. diff positive.
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           1   Q.  If we look at GGC00510193, can we see, as you have

           2       indicated, the sample was taken on the 18th, received on

           3       the 19th, and this is a positive result?

           4   A.  That's correct.

           5   Q.  So would it appear, then, that the positive result may

           6       have been available shortly after Mrs Shaw was

           7       transferred to the Royal Alexandra Hospital?

           8   A.  That's correct.

           9   Q.  Just to confirm, we are still in the Vale of Leven when

          10       this result was analysed?

          11   A.  Yes, it was done at the Vale of Leven Hospital.

          12   Q.  We know what happened was that then Mrs Shaw was

          13       transferred to the Royal Alexandra Hospital on

          14       19 February, she was deteriorating, and she died the

          15       following day.

          16   A.  That's correct.

          17   LORD MACLEAN:  What was the reason for her being transferred

          18       to the RAH?

          19   A.  Her symptoms deteriorated very rapidly and they were

          20       considering surgical intervention, so she was sent to

          21       the RAH for that, but wasn't deemed fit enough to

          22       undergo surgery.

          23   MR MACAULAY:  If we can then -- yes, I think you say that in

          24       the next paragraph.

          25           If we look at your conclusion for this particular
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           1       patient on page 13, I think you thought the first

           2       C. diff sample may have been a false negative?

           3   A.  That's correct.

           4   Q.  Is that the delay you're focusing upon?

           5   A.  Down to the 45-hour delay in the sample getting to reach

           6       the laboratory.  So it's not definite evidence, but it

           7       raises the possibility of a false negative.

           8   Q.  If it were properly managed within the lab by being

           9       refrigerated, then would that cause you to qualify that?

          10   A.  If it was appropriately stored and tested in the

          11       appropriate manner, then yes.  You can still get false

          12       negatives, even when they are appropriately stored, but

          13       it would make me more confident that it was an accurate

          14       result if it had been processed appropriately.

          15   Q.  I think you consider that, in the circumstances, it was

          16       likely that Mrs Shaw contracted her C. difficile after

          17       her admission to the Vale of Leven?

          18   A.  That's correct.

          19   MR MACAULAY:  Thank you for that.

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

          21       a short break.

          22   LORD MACLEAN:  Yes.

          23   MR MACAULAY:  The next case, my Lord, will be

          24       Elizabeth Valentine.

          25   (3.10 pm)
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           1                         (A short break)

           2   (3.30 pm)

           3   MR MACAULAY:  I want to look at the case of

           4       Elizabeth Valentine, Dr Connor.  Your report we can find

           5       at EXP01820001.  We have the front page on the screen,

           6       and can we see that you have noted that Mrs Valentine

           7       was born on 29 December 1924, and she died on

           8       8 March 2008?

           9   A.  That's correct.

          10   Q.  If we look at the death certificate at SPF00370001,

          11       I think we can see here that Mrs Valentine was 83 years

          12       of age when she died on 8 March 2008, and that she died

          13       in the Vale of Leven Hospital?

          14   A.  That's correct.

          15   Q.  Do we also see that, so far as the cause of death is

          16       concerned, Clostridium difficile colitis appears as

          17       part II in the death certificate?

          18   A.  That's correct.

          19   Q.  If we then look at the medical history here and turn to

          20       page 4 of your report, I think you tell us about two

          21       admissions, the first on 19 November 2007; is that

          22       right?

          23   A.  That's correct, yes.

          24   Q.  What was the purpose behind that particular admission?

          25   A.  She was admitted on 19 November, suffering from poor
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           1       mobility, and that was thought to be a steroid-induced

           2       myopathy, or muscular weakness, and she'd had quite

           3       a long history of rheumatoid arthritis and had eight

           4       months previously had her steroid regime increased in

           5       dose.

           6   Q.  But she was discharged after about two weeks or so, on

           7       30 November?

           8   A.  That's correct.

           9   Q.  Then, if we are looking at the admission that I think we

          10       are particularly interested in, she was again admitted

          11       to the Vale of Leven on 8 February 2008; is that right?

          12   A.  That's right, yes.

          13   Q.  What was the thinking behind that admission?

          14   A.  She had high calcium, high blood calcium levels,

          15       hypercalcaemia, and that was thought to be due to an

          16       underlying, undiscovered malignancy, so she was admitted

          17       for investigations of that.

          18   Q.  She developed C. diff during the course of this

          19       admission?

          20   A.  She did, yes.

          21   Q.  I think, as we have seen, she died about a month, in

          22       fact, after she was admitted, on 8 March 2008?

          23   A.  That's correct.

          24   Q.  In relation to the C. diff, if we turn to page 5 of your

          25       report, and if we look at the report from microbiology
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           1       at GGC00800174, we have a report focusing on a sample

           2       collected on 21 February 2008, and I think received the

           3       following day, on 22 February, and it is a positive

           4       result; is that correct?

           5   A.  That's correct.

           6   Q.  I think there had been an earlier specimen also taken.

           7       If you turn to page 176, we have here a reference to

           8       a collection on 11 February, received on 18 February and

           9       it is a negative result.  Do you see that?

          10   A.  I do, yes.

          11   Q.  I think the date, 11 February, may very well be

          12       a clerical error?

          13   A.  Yes, I think, from reading the nursing notes and the

          14       medical notes, the 11th is a computer input error, and

          15       that should read the 17th.

          16   Q.  I think you say that because, when we look at the

          17       nursing notes, it is clear that a sample was taken on

          18       the 17th?

          19   A.  That's correct.

          20   Q.  So the gap is not between the 11th and the 18th, but

          21       between the 17th and the 18th?

          22   A.  That's correct.

          23   Q.  Can we then look at what you say about the review of

          24       Mrs Valentine's antibiotic treatment?  I think in

          25       relation to the first admission, she did not receive any
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           1       antibiotics during that period; is that right?

           2   A.  That's correct.

           3   Q.  In relation to the second admission, the final

           4       admission, what was the position now in relation to the

           5       prescription of antibiotics?

           6   A.  She was found to be already on oral ciprofloxacin at the

           7       time of admission, and that would have been prescribed

           8       by her GP.

           9   Q.  Why was it prescribed?  Were you able to see?

          10   A.  The history was difficult to ascertain the exact reason

          11       why, but there seemed to be a history of confusion and

          12       abdominal distension and discomfort in the preceding

          13       weeks.  It's not clear.  The GP may have thought that

          14       was due to a urinary tract infection.

          15   Q.  But on admission, as you have set out on page 5, was it

          16       noted that the antibiotics should be stopped and that

          17       a urinalysis with a midstream urine specimen should be

          18       obtained, and other specimens?  Do you see that towards

          19       the bottom of page 5?

          20   A.  Yes, that's correct, yes.

          21   Q.  Then, if we move on from there, what you say -- if

          22       I just read what you have said at the bottom of page 5,

          23       you say:

          24           "This would suggest that medical staff were not

          25       convinced that the patient was suffering from an
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           1       infection and were prepared to await the results of

           2       the bacterial specimen cultures."

           3           I think you then make reference to the various

           4       specimens that were taken; is that right?

           5   A.  That's correct, yes.

           6   Q.  What was the response to that?

           7   A.  The medical staff weren't convinced that she had

           8       a urinary tract infection at that point, so they did

           9       repeat the urinalysis, and they were awaiting the result

          10       of the other urinalysis to come back.

          11           The white cell count and the C-reactive protein were

          12       not particularly raised and didn't seem to support the

          13       evidence of an invasive infection.

          14   Q.  Were antibiotics prescribed awaiting the result, or did

          15       they --

          16   A.  Antibiotics were prescribed from the 10th to the 14th.

          17       She was put back onto ciprofloxacin on 10 February.

          18   Q.  Just to be clear, she was on ciprofloxacin on admission,

          19       and that was stopped on the 8th?

          20   A.  That's correct.

          21   Q.  Then, on the 10th, the ciprofloxacin is started again?

          22   A.  Is restarted, yes.

          23   Q.  What was the reason for that?

          24   A.  The reason was I think they believed that she had

          25       a urinary tract infection at that point.
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           1   Q.  But was there a basis for that?

           2   A.  It seems to have been based there primarily on the ward

           3       testing of the presence of blood in the urine specimen

           4       taken on the 8th.  There was no other supportive

           5       evidence that she had a urinary tract infection at that

           6       time.

           7   Q.  Do you consider it was appropriate or not to start

           8       ciprofloxacin at that time?

           9   A.  That's correct.

          10   Q.  Was it appropriate or was it not?

          11   A.  Oh, sorry.  It didn't appear on that date, on around

          12       about 10 February, to have any confirmatory evidence of

          13       a urinary tract infection, so it would not have been

          14       appropriate at that point.

          15   Q.  I think that is what you say in that second paragraph on

          16       page 6 of the report.  What about the position when the

          17       specimen was obtained?  Perhaps I can put that on the

          18       screen.  Is this the result that we have at GGC00800177?

          19       I think you refer to this in your report.  What does

          20       this tell us?

          21   A.  Well, it tells you there's scanty white blood cells in

          22       the urine, which would indicate that there's not an

          23       infection in the urine itself producing white cells, and

          24       on culture, there was no organisms growing on culture,

          25       so the evidence from that laboratory report is that
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           1       there is not a urinary tract infection present at that

           2       point.

           3   Q.  We see the sample was collected on the 8th and received

           4       on the 11th and reported, according to the report, on

           5       the 11th as well.  I think you told us that the

           6       ciprofloxacin that was prescribed was continued until

           7       the 14th?

           8   A.  That's correct, yes.  So that was continued for two or

           9       three days after they had a negative report back, which

          10       doesn't make sense either, from a clinical point of

          11       view.

          12   Q.  If we read on in your report, I think you have a note

          13       that, on 13 February, there was a suggestion that there

          14       was to be a colonoscopy, and the patient was confused;

          15       is that correct?

          16   A.  That's correct, yes.

          17   Q.  Was there evidence of infection, then, at this point in

          18       time, or not?

          19   A.  Well, on the 14th, it was noted that the CRP was going

          20       up, and they were querying the possibility of

          21       a low-grade infection somewhere, although they weren't

          22       sure where.

          23   Q.  Did they respond to that with antibiotics?

          24   A.  Yes, they kind of increased the dose of ciprofloxacin

          25       again at that point.
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           1   Q.  Was this just for one day?

           2   A.  Well, for one dose.

           3   Q.  Was that appropriate?

           4   A.  No.  Kind of -- it's unusual to give a single dose of

           5       ciprofloxacin to treat any sort of sepsis infection.

           6   Q.  It was then changed to co-amoxiclav, I think you tell

           7       us; is that right?

           8   A.  That's correct.

           9   Q.  That continued to be prescribed until 20 February?

          10   A.  That's correct.

          11   Q.  Was that an appropriate antibiotic to give here?

          12   A.  Well, that is another broad-spectrum antibiotic and it

          13       would have been appropriate in that situation, yes.

          14   Q.  If you look at page 7 of your report, four or five lines

          15       from the top of the page you say:

          16           "Co-amoxiclav is indicated within the Prescribing

          17       Guidance Handbook ... for treatment of lower urinary

          18       tract infection, however there are no documented

          19       clinical indicators that this was a suspected diagnosis

          20       at this point ..."

          21           Can you elaborate upon that, what you mean by that?

          22   A.  One of the indicators for the use of co-amoxiclav would

          23       have been a urinary tract infection.  This patient

          24       appeared to be unwell, but didn't seem to have evidence

          25       of an infection in the urine, but, I mean, co-amoxiclav
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           1       is a broad-spectrum agent and is useful for covering

           2       chest and urine infections if you are not sure where the

           3       origin of the infection is.

           4   Q.  Are you saying, then, that in the circumstances, it may

           5       have been inappropriate?

           6   A.  It may have been in that situation.

           7   Q.  You then tell us, I think, here that Mrs Valentine

           8       presented with diarrhoea, first of all, on 16 February,

           9       which is about eight days after her admission.  Do you

          10       see a link between the antibiotics she had been

          11       prescribed and the development of the diarrhoea?

          12   A.  Yes.

          13   Q.  Was there then another change in her antibiotic therapy,

          14       and, in particular, was ciprofloxacin again prescribed

          15       on 21 February?

          16   A.  That's right.  That's when she got her one single dose

          17       of cipro.

          18   Q.  Was she also subsequently, on 4 March, prescribed

          19       ceftriaxone?

          20   A.  That's correct, yes.

          21   Q.  You touch on that on page 8 of your report.  Were you

          22       able to conclude why that was being prescribed?

          23   A.  The CT scan, on 29 February, indicated a possibility of

          24       a malignant peritonitis without identifying where the

          25       source of the malignancy was.  The patient deteriorated,
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           1       and ceftriaxone is a broad-spectrum agent which is

           2       active against a number of abdominal bacterial

           3       pathogens, so the thinking was to try and cover the

           4       abdomen in that situation.

           5   Q.  You thought that was probably an appropriate use?

           6   A.  Yes, in that situation.

           7   Q.  Then looking at your review of the diagnosis and

           8       treatment for C. difficile that you begin to look at on

           9       page 8, and moving on to page 9, the main paragraph

          10       there, I think we have touched upon that first sample

          11       already, where there may have been a clerical error, but

          12       if we turn on to page 10, I think you tell us here that,

          13       on 21 February, Mrs Valentine had a colonoscopy that was

          14       performed by Dr Carmichael; is that right?

          15   A.  That's correct.

          16   Q.  Was it plain, from what Dr Carmichael had said, that he

          17       suspected that Mrs Valentine may have been suffering

          18       from C. difficile?

          19   A.  That's right, that there was a clinical appearance of

          20       a pseudomembranous colitis, and clinically suspicious of

          21       C. difficile infection.

          22   Q.  Did they confirm that, I think, with a specimen?

          23   A.  That's correct, yes.

          24   Q.  If we look at GGC00800174, we can see it is collected --

          25       that's the same date as the colonoscopy, it is received
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           1       on the 22nd and it is a positive result?

           2   A.  That's correct.

           3   Q.  There is another report, perhaps page 173, if we look at

           4       that, where, again, we see the specimen is collected on

           5       the 22nd, but there is a much bigger gap between that

           6       and the date of receipt of the 25th.  Were you able to

           7       work out what is happening here?

           8   A.  No, there seemed to be two specimens taken on the same

           9       day.  One was processed reasonably quickly, and the

          10       other one took four days to arrive in the laboratory.

          11       No explanation for that.

          12   Q.  But, in any event, we had one that, on the face of it,

          13       had been much quicker, in the sense it had arrived in

          14       the laboratory the day after it had been taken?

          15   A.  That's correct.

          16   Q.  In any event, if we look at the nursing records at

          17       page 227, and if we look towards the top, this is for

          18       21 February.  Can we note that about four lines from the

          19       top:

          20           "Patient isolated at present in view of

          21       Dr Carmichael feels that patient C. diff."

          22           Is that right?

          23   A.  Yes.

          24   Q.  Positive C. diff?

          25   A.  That's right.
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           1   Q.  So that's what I think you picked up in your report,

           2       that, leaving aside the specimen, Dr Carmichael had

           3       clinically concluded she was C. diff positive?

           4   A.  I think the patient was actually started on the basis of

           5       Dr Carmichael's clinical suspicion.

           6   Q.  In particular, was she started on metronidazole, if you

           7       turn to page 11 of the report?

           8   A.  That's correct.

           9   Q.  Was that appropriate?

          10   A.  That was, yes.

          11   Q.  What did you take in relation to isolation?  On page 11,

          12       I think in the first main paragraph you say:

          13           "As Elizabeth Valentine had diarrhoea symptoms on

          14       16 February, she should have been isolated at this

          15       point."

          16           Did that happen before they concluded that she may

          17       have been C. diff positive?

          18   A.  No, the patient wasn't isolated until later on, on

          19       25 February.

          20   Q.  Can I just ask you about these comments here towards the

          21       bottom of page 11?  I think we had noted, when we were

          22       looking at the history, that there was an admission

          23       in November, from 19 November to 30 November, and the

          24       admission we are now focusing upon was from 8 February,

          25       and we have this positive result as at, certainly,
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           1       21 February.

           2           Towards the bottom of page 11, you say it is highly

           3       likely that the patient acquired C. difficile exposure

           4       during her first admission, and you mention antibiotics,

           5       but I think, as we have seen, there was no antibiotics

           6       during the first admission.

           7   A.  That's correct.

           8   Q.  Is that an error?

           9   A.  Sorry, just repeat that again for me?

          10   Q.  It is that sentence at the bottom of page 11, where you

          11       say:

          12           "It is highly likely that the patient acquired

          13       C. difficile spores during her first admission to VOL

          14       during November 2007.  The use of antibiotics such as

          15       ciprofloxacin and co-amoxiclav would have triggered the

          16       C. difficile infection in this patient's case."

          17           She didn't receive any antibiotics on the first

          18       admission.

          19   A.  I think I was referring to the use of antibiotics on the

          20       second admission in that case, yes.

          21   Q.  What about the acquisition of the C. difficile spores?

          22       What makes you think these were acquired

          23       in November 2007 as opposed to February 2008?

          24   A.  Her diarrhoea symptoms were on 26 February, which was in

          25       the middle of her second admission.
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           1   Q.  I think the diarrhoea symptoms, you tell us on page 11,

           2       began on 16 February.  I may have confused you, it has

           3       been a long day.

           4   A.  I'm sorry.  I think I have actually been looking at the

           5       wrong notes, sorry.

           6   LORD MACLEAN:  It is the bottom of page 11.  It doesn't seem

           7       to me -- I agree with counsel -- to make much sense,

           8       because, in November, on her admission, she received no

           9       antibiotics.

          10   A.  Yes.

          11   LORD MACLEAN:  So how is it likely that the patient acquired

          12       C. difficile spores --

          13   A.  What we are talking about here is the difference between

          14       triggering C. diff infection and acquiring C. diff

          15       infection.

          16   LORD MACLEAN:  Even so, it doesn't manifest itself, does it,

          17       until February?  Is that possible?

          18   A.  She didn't get antibiotics until February.

          19   LORD MACLEAN:  Yes.

          20   A.  So that is the first time the trigger has been exposed

          21       to the patient.  So she's acquired it before February at

          22       some point.  She was admitted on 8 February.  Her

          23       symptoms appeared on the 16th.  So she does have a week

          24       from the 8th to the 16th to acquire -- be exposed to

          25       spores and develop symptoms.  The 8th to the 16th -- you
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           1       could get away with that, but you're pushing it

           2       slightly.  So it is more likely that the patient

           3       acquired the spores during the first admission, in

           4       the November, and was then subsequently --

           5   LORD MACLEAN:  The question I asked was: is that

           6       conceivable?  She was discharged from the

           7       Vale of Leven Hospital on 30 November.

           8   A.  Yes.

           9   LORD MACLEAN:  Is it conceivable, in your opinion, that she

          10       would have been exposed to the spores, acquired the

          11       spores, by the time she left at the end of November?

          12   A.  Well, she was in from the 19th to the 30th, so she had

          13       an 11-day period at the end of November 2007 to acquire

          14       the spores.  She would then have been colonised, and

          15       could have been colonised, without symptoms, for many

          16       months after that point.

          17   LORD MACLEAN:  That is what I want to understand.  So she

          18       could have been colonising this --

          19   A.  Yes.

          20   LORD MACLEAN:  -- but acquired them on that first visit?

          21   A.  That's right, yes.

          22   LORD MACLEAN:  I see.  Thank you.

          23   MR KINROY:  My Lord, I wonder if I can clarify this: it

          24       would seem inevitable that she might have, if this

          25       theory is correct, acquired the C. diff spores in the
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           1       community in the period between the first discharge and

           2       the second admission, presumably?

           3   LORD MACLEAN:  Is that --

           4   A.  Quite possibly, yes.  Certainly community-acquired

           5       C. diff is becoming more and more frequent now.

           6   LORD MACLEAN:  Is it actually really possible to say?

           7   A.  No, very difficult to say.

           8   LORD MACLEAN:  Not in this case.

           9   A.  Yes.

          10   LORD MACLEAN:  So do you want to amend what is said in your

          11       report?

          12   A.  We could probably change "highly likely" to "possible

          13       that the patient acquired".

          14   MR MACAULAY:  There are three possible alternatives: there

          15       is the initial admission in November; there is the

          16       community; and less likely, according to what you have

          17       said, the admission in February.

          18   A.  That's correct, yes.

          19   Q.  If we look then at your conclusion for this particular

          20       case, the one thing I think you do say here in the first

          21       paragraph is that, wherever the spores may have been

          22       acquired, it was the use of the antibiotics in the

          23       course of the second admission that most likely

          24       triggered the symptoms?

          25   A.  That's correct.
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           1   Q.  I think we have already covered the two points that you

           2       make in the other two paragraphs in relation to the

           3       antibiotic prescribing and the transport of the sampling

           4       or the delays in the sampling; is that right?

           5   A.  That's correct.

           6   MR MACAULAY:  That concludes that report.

           7           I think, my Lord, although it is slightly earlier

           8       than normal, Dr Connor has had quite a long day.

           9       I have, I think, four more reports to cover and an

          10       overview, which I will probably be able to cover

          11       tomorrow morning?

          12   LORD MACLEAN:  It is a pretty nasty evening.

          13   MR MACAULAY:  I can hear the rain.  It would mean, of

          14       course, my Lord, that we probably will finish by

          15       lunchtime tomorrow.  I don't know whether that is good

          16       or bad news to my learned friends.

          17   LORD MACLEAN:  Are you going back to Dumfries tonight?

          18   A.  No, I am staying up tonight.

          19   LORD MACLEAN:  We will adjourn.  Tomorrow at 10.00 am.

          20   (3.55 pm)

          21                 (The hearing was adjourned until

          22             Thursday, 24 November 2011 at 10.00 am )

          23

          24

          25
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