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re.
THE EVIDENCE OF Dr. Kerr
In terms of the GUIDANCE ON WITNESSES AND TAKING OF EVIDENCE, Greater Glasgow Health Board wishes the following lines of questioning to be put by Counsel to the Inquiry to each of the witnesses Dr. Kerr:- 

1. Does he or she agree that an expectation that doctors should generally prescribe according to the local formulary does not override the doctor’s responsibility to prescribe appropriately to the needs of the individual patient? 

I agree. Formularies or prescribing guidelines are not intended to provide exhaustive guidance on prescribing for all eventualities. Given particular circumstances, prescribing “off guideline” may be appropriate, although the prescriber should document the reasons for so doing in the medical notes/prescription chart and, according to circumstance, seek advice from a medical microbiologist, infectious disease specialist or antimicrobial pharmacist as to the appropriateness of such prescribing.
Does he or she agree that it is a common abuse of consultant microbiologists’ skills and time for junior staff to consult them about management of patients with commonplace infections about which they should consult their seniors and responsible ward consultants? 

I do not agree.

Frequency of an infection does not correlate with straightforwardness of its management.

Requests for advice from junior staff regarding infections which, to a microbiologist, might appear commonplace are frequent. In my opinion, I do not regard these as an abuse of a microbiologist’s skills or time. Calls of this nature often present a valuable opportunity to inform and educate junior staff with the secondary intention of reducing further calls of this nature on future occasions.
3. Some junior staff, at least, will be aware of that? In certain circumstances that might make them hesitate before seeking the advice of a hospital microbiologist? 

I do not understand the term “hospital microbiologist” and make that the assumption that this refers to a medical microbiologist. 

It would be reasonable to ask junior staff whether this is so in respect of both of these questions. 
4. The expertise of a hospital microbiologist is different from that of a doctor working on the wards? 

Medical microbiologists also work on wards. 

Insofar as the diagnosis, management and prevention of infection are concerned, I agree: although infectious disease physicians will also have expertise in these areas.

5. One function of a hospital microbiologist is to provide microbiology advice to doctors working on the wards? 

I agree. This is an extremely important function of a medical microbiologist.
6. One would expect that a doctor working on the wards who sought microbiology advice from a hospital microbiologist would follow that advice, except in special circumstances? 

I agree. A medical microbiologist has specialist knowledge and expertise in the diagnosis, management and prevention of infection and it is reasonable to expect that advice which he, or she, offered would be followed. 

Microbiologists, however, can only advise and make recommendations; ultimate responsibility for the management of a patient, including whether to accept or discount advice from a medical microbiologist, rests with the clinician under whose care the patient is placed.

7. It would be hard to blame a doctor working on the wards for following microbiology advice from a hospital microbiologist, except in special circumstances? 

I agree. 

8. When to seek microbiology advice from a hospital microbiologist is a discretionary judgment to be made by the doctors working on the wards? 

I agree but it is worth noting that Good Medical Practice (General Medical Council) states that in providing medical care a doctor “must consult and take advice from colleagues, where appropriate”.
Furthermore there is encouragement to seek advice (In doubt, page the Duty Bacteriologist GGC21760035 and at, for example, GGC21760039 relating to diarrhoea/gastroenteritis. In other circumstances it is mandatory to seek microbiology advice (prescription of alert antibiotics outwith indication [GGC21760035]; infective endocarditis [GGC21760037].
9. In many cases doctors might reasonably differ on when, in a particular case, to seek microbiology advice from a hospital microbiologist? 

I agree that doctors might reasonably differ on when to seek microbiology advice, but cannot comment on the frequency with which this occurs.
10. One would want to know the doctor’s reasons for delaying or failing to seek microbiology advice from a hospital microbiologist before blaming the doctor for that? Those reasons will not necessarily be evident from the medical records? One would expect to hear from the doctor concerned before making a judgment about this? 

Good Medical Practice states in providing good clinical care a doctor “should consult and take advice from colleagues, where appropriate”. If, a doctor believed it was appropriate to delay seeking microbiology advice or not to seek it all, then this may be justifiable. This witness agrees that there are circumstances where it would be reasonable not to document in the medical records why a particular course of action was not taken, although Good Medical Practice states that a doctor should “keep clear, accurate and legible records…reporting the decisions made”. It would be reasonable for a doctor concerned to have the opportunity to comment on the reasons for a delay or failure to seek specialist microbiology advice.

11. The witness may have great experience in responding to requests by doctors working on the wards for microbiology advice, but ultimately doctors working on the wards are better placed than the witness to comment on when a doctor working on the wards should have sought microbiology advice from a hospital microbiologist? 

I do not agree. Medical microbiologists have skills and expertise in the diagnosis, management and prevention of infection which other doctors who also work on wards may not possess. Accordingly, non-microbiologists working on wards may not appreciate the potential benefit of discussing an individual case with a medical microbiologist. Indeed Questions 2 and 3 infer that some doctors working on the wards may not appreciate when it is appropriate to seek advice from microbiologist.
12. Generally the witness sees the prescribing practices of doctors working on the wards only when her or his advice has been sought? Accordingly her or his experience of the quality of medical care on the wards is quite incomplete? Accordingly she or he is not well-equipped to know what should be expected from doctors prescribing on the wards when microbiology advice has not been sought? 

I disagree with all three of these questions. A medical microbiologist’s awareness of prescribing is, or should not, be limited to requests he or she receives for antimicrobial advice. Knowledge of prescribing, including appropriateness of such prescribing, should be actively sought by a microbiologist (and others, such as the antimicrobial pharmacist) through a wide range of mechanisms including regular antibiotic ward rounds; audits; root cause analyses; feedback from staff at teaching sessions and involvement of prescribers in the production of antimicrobial policies. 
13. One would want to know the doctor’s reasons for prescribing practice in a particular case before blaming the doctor for that? Those reasons will not necessarily be evident from the medical records? One would expect to hear from the doctor concerned before making a judgment about this? 

Prescribing in accordance with formulary/antimicrobial guidelines would require no justification. As noted in GGHB/KK1 above, prescribing outwith guidance may be justifiable according to the circumstances of individual cases, however, the reasons for so doing in should be documented in the medical notes and/or the prescription chart and not assume that post hoc justification is acceptable. Good Medical Practice states that a doctor should “make records at the same time as the events… (he/she is)…recording or as soon as possible afterwards. Nevertheless, it would be reasonable for a doctor to be able to make a comment on his/her reasoning for prescribing outwith guidance. 
14. It would be premature to conclude from the records alone that the medical care given to a patient was less than ordinarily competent? It would be necessary to hear from the doctor responsible for that care before such a conclusion could be reached? 

I agree; although many health professionals will be familiar with the aphorism If isn’t in the notes, it didn’t happen. Nevertheless, I agree that it would be reasonable for doctor responsible for medical care which was alleged to be less than ordinarily competent to have the opportunity to comment on their practice.
15. Does he or she take issue with the quote in Appendix 1 (see below) from the evidence (on Day 8/16th May 2011, Transcript p33-34) of Professor Ian Poxton (presently Professor of Microbial Infection and Immunity at the University of Edinburgh)? 

Professor Poxton, who is an internationally recognised authority on C. difficile, was attempting to summarise an extremely complex topic for a predominantly non-specialist audience. This topic is the subject of continuing scientific debate and the evidence from publications in the peer-reviewed scientific literature is conflicting. Scientific consensus has yet to be reached and I agree with his statement that “the jury is still out”, but I differ from his opinion that the issue as to whether there is an association with C. difficile infection proton pump inhibitors is becoming “less and less important”.

16. Does he or she accept that in 2007-8 there was no settled opinion among responsible medical practitioners that proton pump inhibitors were associated with the contraction of CDI? 

I accept that this was there was no settled opinion at that time.
17. She or he has not seen the G.P. records in any case examined by her or him? 

Some case notes contained GP referral letters and printouts of patients’ medical and drug histories but I have not seen GP case records for any case I examined.
18. In each case examined by her or him, had the patient suffered from Clostridium difficile illness or Clostridium difficile diarrhoea in the six months preceding the patient’s first admission to hospital in the period from 1.1.07 until 30.6.08 (“the relevant period”)? 

I do not understand the term Clostridium difficile illness and also how it might differ from Clostridium difficile diarrhoea. From the documentation provided, I was unable to any find any indication of preceding C. difficile infection in any of the nine cases examined for the period specified.
19. In each case examined by her or him, was the patient prescribed antibiotics in the three months preceding the patient’s first admission to hospital in the relevant period? 

a) Mrs Agnes Burgess (date of first admission 29 Aug 2007): no, from information provided.

b) Mrs Margaret Thompson (date of first admission 08 Dec 2007): yes. [“just finished course of antibiotics", GGC26650035; GGC26650001].

c) Mr John Miller (date of first admission 02 Mar 2008): yes [“antibiotics” for a flu-like ‘chest infection’ in January, GGC00590017].

d) Mr Allan Lynch (date of first admission 11 Dec 2007): no, from information provided.

e) Mrs Dureena Chandayly (date of first admission 17 Mar 2008): no, from information provided.

f) Patient A (date of first admission 07 Apr 2008): no, from the information provided.

g) Mr Edward Docherty (date of first admission 23 Apr 2008): yes [co-amoxiclav prescribed for 7 days on 12 Feb 2008, GGC26300007].

h) Mr Archibald McInally (date of first admission 18 May 2008): yes [co-amoxiclav commenced on 17 May 2008, GGC00450021].

i) Mrs Rose Burns (date of first admission 13 Nov 2007): no, from information provided.
20. It is possible that, in some cases at least, the patient’s susceptibility to contracting clostridium difficile illness was caused by antibiotic prescribing in the community? 

For patients Margaret Thompson and John Miller the lack of specific information on the agent and course length preclude a definite answer to the question. For patient Edward Docherty, it is possible that the patient’s susceptibility to C. difficile infection was increased by the preceding course of co-amoxiclav, although this witness is of the opinion that there is a stronger association between this patient’s infection and the antimicrobials he received following admission to hospital. Patient Archibald McInally received an unspecified number of doses of co-amoxiclav on the day before his admission but in the opinion of this witness there is a stronger association with antimicrobials which the patient received in hospital and the subsequent C. difficile infection
21. In each case examined by her or him what were, in addition to antibiotic prescription, the patient’s risk factors for contracting Clostridium difficile illness? 

Please refer to the appendix

22. In each case examined by her or him were there aspects of the patient’s state of health prior to contracting Clostridium difficile illness which marked the patient out for having the illness in a severe form? If so, what were these? 

I am not aware of any published criteria which identify patient-associated risk factors for subsequent development of severe C. difficile infection.
23. Does he or she accept that the 027 strain of Clostridium difficile is more transmissible than other strains, so resulting in a higher incidence of illness than with other strains of Clostridium difficile? 

The question refers to “the 027 strain” of C. difficile; however, the 027 ribotype is not homogenous. Transmissibility of the causative agent in itself does not correlate with incidence of an infectious disease, other factors such as host susceptibility are important. The question as to whether C. difficile ribotype 027 sensu lato is more transmissible than some other ribotypes remains the matter of scientific debate. Until the matter is resolved this witness believes it would be prudent to assume that 027 is more transmissible.
24. Does he or she accept that the 027 strain of Clostridium difficile is more virulent than other strains, so resulting in a higher rate of severe illness and a higher mortality rate than with other strains of Clostridium difficile? 

As with transmissibility, the issue as to whether C difficile ribotype 027 is more virulent than others remains the subject of scientific debate. Although this witness considers that it is more virulent. This witness is also of the opinion that questions regarding the transmissibility/virulence of particular ribotypes should not obscure the principle that C difficile infection is a potentially life-threatening infection especially for vulnerable elderly patients and that patients with this infection should be monitored appropriately and treated effectively irrespective of ribotype.
25. Broad-spectrum antibiotics have been hugely beneficial in modern healthcare, and restrictions in their use since 2000 have required serious justification? 

I agree that broad-spectrum antimicrobials have been hugely beneficial in modern healthcare. I do not understand the second part of the question.
26. Even in mid-2008 there was not a settled orthodoxy amongst hospital clinicians in Scotland that co-amoxiclav was a driver for Clostridium difficile infection? 

I cannot comment on the “settled orthodoxy” of Scottish clinicians with respect to an association between co-amoxiclav and C. difficile infection. 
27. Even until mid-2008 there was a respectable body of opinion amongst hospital clinicians in Scotland that co-amoxiclav was a safer antibiotic than the cephalosporin family when considering the risk of exposing a patient to the risk of Clostridium difficile infection? 

I have not practised in Scotland and I cannot comment on the opinion of hospital clinicians in Scotland with respect to this question. The cephalosporin class of antibiotics is a large one and even within it, it is recognised that there is a greater association with some agents than others.
28. Does he or she agree with Dr. Martin Connor, who said (in his report on Coleman Conroy at EXP01510007) “Co-amoxyclav is known to be associated with C diff but is generally regarded as being less so than IV 3rd generation cephalosporins”? 

I agree.
29. There was a proportionally greater use of co-amoxiclav at the Vale of Leven hospital in the relevant period than at other hospitals run by Greater Glasgow Health Board? Due to the age and health of patients admitted to the Vale of Leven hospital, there was more justification for using broad-spectrum antibiotics than at the other hospitals? 

a) I cannot comment on the use of co-amoxiclav at the Vale of Leven Hospital relative to other hospitals during the relevant period as I have not been provided with data to permit a comparison. 


b) I cannot comment on the age and underlying co-morbidities of patients admitted to the Vale of Leven Hospital compared with other hospitals. I do not agree that age or comorbidity (other than specific comorbidities such as neutropenia) per se can be used to justify broad-spectrum antimicrobial prescribing. Neither Handbook for Prescribers nor the Infection Management Guideline: Empirical Antibiotic Therapy make reference to age-related prescribing in terms of spectrum of the agents used. Older age and several co-morbidities increase a patient’s risk for C. difficile infection and, according to clinical circumstances; there may be less justification for prescribing broad-spectrum antimicrobials.
30. The outbreaks of Clostridium difficile infection at the Vale of Leven hospital were a catalyst for a change in prescribing practice nationally? Changes in antibiotic prescribing, by significant further restrictions on the use of broad-spectrum antibiotics, became a priority in Scotland because of the experience at the Vale of Leven hospital? 

I do not/have not practised in Scotland and cannot comment on either of these questions. 
31. Dr James Reid (day 53 page 150) said:- 

“I have put a lot of caveats in, but I do think that I could find fault with the antibiotic prescribing on at least one occasion in every single patient that I reviewed. Another caveat is I don't think that that would have been a particularly unusual finding if you had looked at many other hospitals in this country or south of the border” 

Does the witness agree with that? He or she must have encountered prescribing in other hospitals records similar to what he or she saw in the Vale of Leven notes? Where and how often has he or she seen this? 

Inappropriate prescribing of antimicrobials is a very widespread phenomenon and I have encountered this in my own and other hospitals. This is why hospitals employ medical microbiologists and antimicrobial pharmacists; and provides the rationale for continual review and updating of antibiotic policies; for conducting antimicrobial ward rounds; for auditing of compliance with antimicrobial policies; for monitoring use of antimicrobials and for a continuous programme of activities to educate and support prescribers. During an outbreak of C. difficile there is a need to increase these activities.

32. Dr James Reid (day 53 page 169) said:- 

“So although the record keeping I think wasn't good, I wouldn't say that that would be exceptional in British hospitals at this time, certainly not in all areas”. 

Does the witness agree with that? He or she must have seen in other hospitals records no better kept than the ones now under scrutiny in this Inquiry? Where and how often has he or she seen this?

Omissions and errors in medical and nursing records occur and I have seen in this in other hospitals including my own. However, in examining medical case notes; nursing records and prescription charts of the nine patients I was asked to review, I noted many errors/omissions in all these types of documentation. This was a consistent finding and the large number and potential seriousness of these was such that I made reference to them in my summary report.

33. Whatever the medical and nursing notes do or do not record, can she or he discount that in the cases she or he examined there was barrier nursing of patients with loose stools (where those patients were apparently neither isolated in single rooms nor nursed in a cohort)? 

Isolation of patients with undiagnosed stools is a fundamentally important infection control intervention and, given its significance, one would expect a note of whether this had been implemented (or was not possible) in the nursing, medical or infection control records. Nevertheless it is possible that patients were isolated or cohort-nursed even though nursing, medical or infection control staff had not recorded this. 

34. In preparing to give evidence to the Inquiry, did she or he have regard to the 2004 Scottish Government Guidance on Hospital Acquired infection? 

Yes.

35. In preparing to give evidence to the Inquiry, did she or he have regard to the October 2008 Health Protection Scotland Guidance on Prevention and Control of Clostridium difficile Associated Disease (CDAD) in Healthcare Settings in Scotland (HPS01970001)? 

I was instructed by the Vale of Leven Hospital Inquiry Team to undertake a detailed independent review of the medical case notes of nine patients and in so doing to provide an opinion on the quality of the contribution made by microbiology infection control and other staff patients’ clinical investigation, management and care at the Vale of Leven Hospital. I was not provided with this document published after the “relevant period.”
36. In preparing to give evidence to the Inquiry, did she or he have regard to the September 2009 Health Protection Network Guidance on Prevention and Control of Clostridium difficile Infection (CDI) in Healthcare Settings in Scotland (HPS01860001)? 

Please refer to the answer to Q35.

37. In preparing to give evidence to the Inquiry, has she or he instructed himself in the changes and improvements made by the Board since June 2008? 

I have seen four guidance documents Alert Antibiotics (GGC06380004); Infection Management Guidelines for Surgery (GGC06380005); Antibiotic Guidance for Hospital Patients (GGC06380006) and Infection Management Guideline: Empirical Antibiotic Therapy (GGC06380009).

38. While the 2004 BTS guidelines on Community Acquired Pneumonia (INQ02430001) referred to problems of antibiotic resistance, they made no mention of the association between antibiotic use and Clostridium difficile? 

I have not been provided with INQ02430001 but the version available at

http://www.britthoracic.org.uk/Portals/0/Clinical%20Information/Pneumonia/Guidelines/MACAPrevisedApr04.pdf which states that the document was published on 30 April 2004 [date last accessed: 24/11/2011] makes specific reference to C. difficile in the main body of the text and Table 8. (Preferred and alternative initial empirical treatment regimens and parenteral to oral switch regimens for community acquired pneumonia).

39. Does he or she accept that in 2007-8 there was no settled orthodoxy among Health Boards and NHS Trusts nationally, or at least in Scotland, to the effect that there should be routine testing for C.difficile after a single episode of loose stools only? 

I cannot comment on the “settled orthodoxy” of Health Boards in Scotland during 2007-8, during and after the relevant period.

40. Does he or she accept that in 2007-8 there was no settled orthodoxy among Health Boards and NHS Trusts nationally, or at least in Scotland, to the effect that the treatment of patients with CDI invariably required guidance from a hospital microbiologist? 

I cannot comment on the “settled orthodoxy” of Health Boards in Scotland during this 2007-8, during and after the relevant period.  In Clostridium difficile    infection: how to deal with the problem (Department of Health, December 2008) it is stated that establish a multidisciplinary clinical review team consisting of a microbiologist, infectious disease or infection prevention and control doctor, a gastroenterologist or surgeon, a dietician and an infection prevention and control nurse. The team should review all CDI patients at least weekly to ensure that the infection is optimally treated and the patient is receiving all necessary supportive care at least weekly to ensure that the infection is optimally treated and the patient is receiving all necessary supportive care. The Healthcare Commission’s report into the outbreaks of C. difficile infection and Maidstone and Tunbridge Wells NHS Trust stated that “The diagnosis of C. difficile needs to be respected as a diagnosis in its own right, with proper continuity of management for patients with this illness. When this diagnosis is made, the condition needs to be taken seriously, as a potentially life threatening condition. Investigations should be carried out where necessary, and the patient should be effectively monitored and receive appropriate active care”. 
41. Does he or she accept that the Greater Glasgow Health Board antibiotic guidelines in use prior to the summer of 2008 were at the very least in line with most hospitals in Scotland? 

I have not seen guidelines from other Scottish hospitals and cannot comment on their similarities to or difference from the GGHB guidelines in use at that time.

42. Does he or she accept that these guidelines were fairly substantial measures to try to reduce the use of antibiotics associated with Clostridium difficile? Does he or she accept that many of these measures went beyond those take at the time by other Scottish health boards? 

There is no specific reference of the need to minimise the risk of C. difficile infection in either the 2007/8 Prescribing Handbook or Infection Management Guideline: Empiric Antibiotic Therapy although several principles within the guidance, such as the use of narrow spectrum agents whenever possible, might, if followed, have reduced the use of antibiotics associated with C. difficile infection. An email from Andrew Seaton (19 Dec 2007) refers to guidance on antibiotic use in Emergency Medicine. There is specific reference to restriction of certain antimicrobials because of their association with C. difficile infection (GGC13900001).
43. Does he or she accept that the following were measures in the Greater Glasgow Health Board antibiotic guidelines in use prior to the summer of 2008, to reduce the use of antibiotics associated with clostridium difficile? 

· Use narrow spectrum agents whenever possible; 

· Observe indicated duration of therapy and stop if alternative non infectious diagnosis is made; 

· Removal of co-amoxiclav as a first line antibiotic in the treatment of COPD exacerbations; 

· Removal of co-amoxiclav as a first line antibiotic in the treatment of non-severe community acquired pneumonia; 

· Removal of cephalosporins as first line treatment of severe community acquired pneumonia; 

· No ciprofloxacin or co-amoxiclav or cephalosporins for uncomplicated lower urinary tract infections; 

· Each diagnosis was given a recommended duration of antibiotic therapy; 

· Recommended antibiotics for C diff treatment. 

a) Yes
b) Yes

c) Yes

d) Yes

e) No. The 2007/8 Prescribing Handbook indicates that ceftriaxone and clarithromycin as a regimen for the management of severe community-acquired pneumonia (GGC21760038); the Infection Management Guideline: Empiric Antibiotic Therapy recommends IV co-amoxiclav (or ceftriaxone) and clarithromycin for the same condition (GGC22180001). Antibiotic Guidance for Emergency Medicine states that IV ceftriaxone or cefotaxime represents appropriate for severe community-acquired pneumonia (GGC13900003).

f) No. The 2007/8 Prescribing Handbook lists co-amoxiclav as an alternative to trimethoprim for treatment of lower urinary tract infection (GGC21760037).

g) No. There is no course length recommended for several infections e.g., wound infection (GGC21760040); intra-abdominal/hepatobiliary infections (GGC2176039). 

h) Yes

44. Does he or she accept that cephalosporins were in the Greater Glasgow Health Board antibiotic guidelines in use prior to the summer of 2008 as an alternative for treatment of severe CAP (as per the British Thoracic Society), as an option for the treatment of pyelonephritis (as well as ciprofloxacin), intra-abdominal sepsis, bacterial peritonitis, meningitis and severe sepsis? Does he or she accept that none of these was at all controversial prior to the summer of 2008? 

Cephalosporins were recommended for these indications. Before summer of 2008 none of these recommendations could be regarded as “controversial”.

45. In preparing to give evidence to the Inquiry was she or he alerted to the evidence in Appendix 2 of Dr. Patricia Clarke (on Day 50/19th October 2011, Transcript pp88-90)? If so, when was she or he alerted to this? 

I was not alerted to the evidence of Dr Clarke.

46. Does he or she accept that antibiotic prescribing interest groups were present in most Scottish NHS boards prior to 2008, but in general all worked independently and without specific funding? 

Key Area 1, recommendation 3 of Antimicrobial Prescribing Policy and Practice in Scotland (GGC15970012) published by the Scottish Executive in 2005 states that an antimicrobial management team should be formed for each Health Board.  I cannot comment on how many worked independently or were funded specifically.
47. Does he or she accept that in July 2007 the Board appointed a Professional Antimicrobial Team consisting of a Consultant in infectious diseases, a pharmacist and a microbiologist? Does he or she accept that the Board was the first Scottish NHS board to do so? 

a) An email from Bill Anderson (Board Associate Medical Director, NHS GGC) dated 22 Jan 2007 found at GGC15970001 acknowledges that “we have to establish an antimicrobial management team” and that funding for two sessions per week (consultant physician) and one session (consultant microbiologist) has been identified. There is no reference to a pharmacist. 

b) I cannot comment on when the Team was appointed nor whether this this was the first AMT appointed by a Scottish NHS Board but the GGHB Business Case for Antimicrobial Management Team found at GGC15970044 notes that the antimicrobial programme should integrate with “the existing AMT in NHS Argyll and Clyde”.
48. The Scottish Antimicrobial Prescribing Group (SAPG) is a national clinical multi-disciplinary forum formed in March 2008 at the request of the Scottish Government Health Department (SGHD)? It is a sub-group of the Scottish Medicines Consortium? The latter is equivalent to NICE in England? SAPG has some SGHD representation, and there are strong connections linking SAPG and SGHD? National guidelines have been produced via SAPG as a response to the Vale of Leven experience? 

I am aware of the SAPG, the SGHD and the SMC but cannot comment on the strength of connections otherwise between these organisations. I am aware of the SMC recommendations on antimicrobial prescribing of 2005 (GGC15970001) and that further guidelines have been produced subsequently but cannot comment on whether these were produced in response to the Vale of Leven “experience”.

49. The principles of that national guidance (the “Infection Management Guidance”) were drafted by the Board’s Dr. Andrew Seaton, Consultant Physician in Infectious Diseases and General Medicine? These principles were then refined and sent out to antimicrobial teams around Scotland in the latter part of 2008? The principles of the national guidance are seen in the second iteration of the pan-Glasgow guidelines which preceded the national guidance, and in subsequent iterations of the pan-Glasgow guidelines? 

a) An email from Dr Seaton an attachment titled “infectionmxguidelines.pdf” sent on 19 Dec 2007 is found at GGC13900001. No reference to the VOLH is made in the body of the text. 


b) I cannot comment on whether these were re-drafted and distributed to antimicrobial management teams across Scotland. 


c) I do not understand how national guidance can be incorporated in the pan-Glasgow guidelines if these preceded national guidance.
50. The rationale for empirical prescribing in 2007-8 (and to this day) was that the sooner you give an effective antibiotic the better for the patient, at least in general terms? If you decided not to give antibiotics until you knew what the infection was, the risk was the patient would get worse while you waited for the result of testing? There was the same consequence from giving the wrong antibiotic prior to having a lab test result, so the motivation was to treat broadly and quickly in order to reduce poor outcomes? 

a) Yes. If an antimicrobial is indicated and once a decision to prescribe has been made and the agent prescribed, then it should be administered as directed by the prescriber.  

b) The answer to this question would depend on individual clinical circumstances. In some situations it would be appropriate to withhold antimicrobials pending, among other things, results of laboratory or other investigations. In others, for example suspected bacterial meningitis or fever in a neutropenic patient, it would be wholly inappropriate to withhold empiric antimicrobial therapy.

c) I do not understand this question
51. There is a material risk that some antibiotics not currently associated with Clostridium difficile will become so associated in future, especially if their use is not tightly controlled? 

I agree: such an outcome cannot be excluded. 

52. The possibility of CDI being contracted in hospital is one which can never be entirely avoided? 

The risk of acquisition of C. difficile in hospital and subsequent C. difficile infection triggered by antimicrobial therapy remains. At present, it would be unrealistic to assume that all cases of C. difficile infection are preventable.
53. Some of her or his evidence concerning avoiding or minimising the risk of CDI illness occurring in hospital, concerning how to detect cases or outbreaks of CDI in hospital, and concerning how to manage CDI in hospital is prospective, rather than retrospective? That is to say, some of the recommendations she or he has made are for today and the future, rather than ones which necessarily ought to have been implemented in 2007-8? 

None of my recommendations are made for the future. I do not agree with the remainder of the question. I was instructed by the Vale of Leven Hospital Inquiry Team to undertake a detailed independent review of the medical case notes of nine patients and in so doing to provide an opinion on the quality of the contribution made by microbiology infection control and other staff patients’ clinical investigation, management and care at the Vale of Leven Hospital. The general principles of diagnosis, clinical management and infection control management of C. difficile infection; of patients with loose stools of undiagnosed aetiology and antimicrobial stewardship were well established at the time of the relevant period

Appendix 1 GGHB/KK21

	Patient
	Risk Factor*
	
	
	
	
	
	

	
	Antimicrobials
	GI surgery
	GI condition

/intervention
	Immunocompromise
	Previous CDI
	Age ≥65
	Previous hospitalisation

	AB
	Yes
	No
	No
	No
	No
	Yes
	Yes

	MT
	Yes
	No 
	No
	No (low dose  [5mg] corticosteroid only)
	No
	Yes
	Yes

	JM
	Yes
	No
	No
	No
	No
	Yes
	Yes

	AL
	Yes
	No
	Yes (ulcerative colitis)
	Yes (high dose corticosteroid)
	Possible§
	No
	Yes

	DC
	Yes
	No
	Yes (colitis)
	Yes (high dose corticosteroid)
	No
	Yes
	Yes

	Patient A
	Yes
	No
	No
	Yes hepatic cirrhosis
	Yes
	No
	Yes

	ED
	Yes
	No
	No
	No
	Possible§
	Yes
	Yes

	AMcI
	Yes
	No
	No
	No
	No
	Yes
	No

	RB
	Yes
	No
	Yes (diverticular disease)
	Yes (non-Hodgkin’s Lymphoma)
	Yes
	Yes
	Yes


* All patients with the exception of MT received proton pump inhibitors (although DC received only a single dose). The issue as to whether proton pump inhibitors increase a patient’s risk for C. difficile infection remains the subject of scientific debate and has yet to be resolved

§ It is not possible to distinguish between relapsing, re-infection or, in the case of ED, non-resolving infection
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NOTE (2) for GREATER GLASGOW HEALTH BOARD in THE VALE OF LEVEN PUBLIC INQUIRY re. THE EVIDENCE OF Dr. Kerr
In terms of the GUIDANCE ON WITNESSES AND TAKING OF

EVIDENCE, Greater Glasgow Health Board wishes the following lines

of questioning to be put by Counsel to the Inquiry to the witnesses Drs.

MacDonald, Kerr, Teare, Connor, Warren and Wyatt:-

1.  Does he or she accept that from October 2007 Greater Glasgow

Health Board’s recommended prescribing for pyelonephritis was

Ciprofloxacin or ceftriaxone or co-amoxiclav +/- Gentamicin if

required, not Amoxil and Gentamycin, and that these antibiotics

were in amended guidance following guidance review from July

2008 onwards?


Partially. The Prescribing Guidance for 2007/8 recommends ciprofloxacin OR ceftriaxone AND gentamicin. Although it does not recommend Amoxil ® and gentamicin, neither does it refer to co-amoxiclav, alone or in combination with gentamicin (GGC21760037).


The Prescribing Guidance issued in August 2008 continues to recommend ciprofloxacin but gives amoxicillin AND gentamicin as an alternative combination (GGC21750035).

2. Does he accept that from October 2007 the Board recommended

prescribing for CDI as follows:-

a. Metronidazole first line

b. Vancomycin reserved for 2nd relapse
Yes


Vancomycin is recommended for a third occurrence of CDI (GGC21760039)
3. Does he accept that the Board’s recommended prescribing for CDI
was revised and stratified according to severity from July 2008

onwards?

Yes

4. Does he accept that the state of prescribing guidance referred to in

the two preceding questions conformed to the practice of other

Scottish Health Boards at the time?

I cannot comment on whether these recommendations conformed to the practice of other Scottish Health Boards at the time.

Medical & Dental Defence Union of Scotland
Proposed examination of Dr Kevin Kerr, expert witness

w/c 28 November 2011
General

1. Do you agree that the local guidelines on ciprofloxacin in 2007/2008 did not contain advice that use of this antibiotic should be restricted?

No. Intravenous ciprofloxacin during 2007/8 was an “alert antibiotic” and there was guidance not to use this agent empirically for urinary and gastro-intestinal infection. 

The 2007 edition of the GGC Formulary guidance states that ciprofloxacin “is a useful second or third line agent for urinary tract infections and infections of the GI tract, though it should not be used empirically”. 

The 2007 edition of the Prescribing Handbook lists intravenous ciprofloxacin as an “alert antibiotic” i.e., one which can only be prescribed following completion of an Alert Antibiotic form. In addition, if a clinician wishes to use an alert antibiotic out with the stated indication, this choice is to be discussed with a microbiologist or infectious disease physician. 

Alert Antibiotics: Permitted Indications (issued December 2007) also states that intravenous ciprofloxacin is restricted.
2. If it is suggested that C. difficile positive results were communicated by telephone on the same day to the ICN, whom failing to the ward directly, and the call noted on the request form, would this allay your concern about apparent delays at the laboratory.

Partially. There appears to be a word/words missing from this statement but the question appears to be: if the time of telephoning a positive C. difficile result to the infection control nurse was noted on the microbiology request form would this allay concerns over delays at the laboratory? This practice is referred to in the laboratory Standard Operating Procedure: Clostridium difficile toxin, although as noted in MDDUS/KK3 there was an alternative way by which the infection control nurse was informed of positive results. 

Infection Control T cards from some patients indicate that infection control staff were aware of a positive C. difficile toxin result on the day the result was generated. However, the stool specimen obtained from patient RB on Wednesday 14 November 2007 and received in the laboratory the following day was formally reported on Monday 19 November 2007 (GGC00060115; GGC22480662) and the Infection Control T card records that the infection control nurses were “informed by lab staff on the same day, i.e. 19 November (SPF00440001). If standard procedure was to inform infection control staff on the same day, this represents a significant (and, in the opinion of this expert witness, unacceptable) delay in processing the specimen by the laboratory. If the test was performed earlier than 19 November 2007, then the laboratory did not contact Infection Control on the same day as the positive result. 
3. It is suggested that the final printed reports would be available 2-3 days later as the laboratory awaited completion of the other pathogens tested for it in the stool samples.  At that time the IT system did not permit a separate report for C. difficile alone.  Does this information assist your understanding of the communication of results?

No. The infection control implications of a positive C. difficile result are such that this information should be communicated as soon as is possible. This is recognised in the laboratory Standard Operating Procedure: Clostridium difficile toxin test, which states that positive results from hospital patients are “phoned to the ward, infection control department and Public Health”. (The witness statement of Charles Kinloch also notes that, “we used post-it notes which were put on the computer screen saying that a C. diff positive result had been obtained. When [the infection control nurse] came to the laboratory and the biomedical scientist was not at his or her desk, [the nurse] could see from the note…the C. diff result.”) 

The question states that the laboratory IT system “at that time” did not permit the issuing of a separate report of C. difficile although the report found at GGC22480201, suggests otherwise. Even if the laboratory did (as with GGC22480201), or could have been in a position to, issue paper reports solely concerned with a positive C. difficile toxin result, this would not have addressed concerns expressed by this witness regarding the delay in communicating positive results. 

[If the C. difficile toxin results were reported at the same time as the results of other tests, then this complicates interpretation of some of the microbiology reports. For example GGC00580206 states that the specimen was received at 09:21 24 Dec 2007 and reported at 14:40 the same day. It would not have been possible to complete cultures for Campylobacter, Salmonella, Shigella and E. coli O157 in this time].
4. It is appropriate to assess the practice of the clinicians against the guidance contained in the Therapeutic handbook if, as you observe yourself, it was not available until August 2008?

There was a Prescribing Handbook (GGC21790001) and an Infection Management Guideline: Empirical Antibiotic Therapy (GGC22180001) and the GGC Formulary (GGC18270001) all of which were available in 2007.

5. Would you agree that it is frequently the case that patients advise nursing staff of the presence of diarrhoea after the event, in circumstances which prevent a sample being obtained from the first episode?

I agree that this is the case, but cannot comment as to the frequency with which this occurs.
Questions on behalf of patients and families for Professor Kerr  

1. General
(a) Having reviewed 9 cases was there from a microbiological perspective any aspect of the management of these cases which caused you particular concern?


Yes. In many cases patients with loose stools were not isolated pending results of laboratory tests on specimens submitted because of clinical suspicion of C. difficile infection. In some cases, patients were isolated only after laboratory confirmation of C. difficile but in others there was a lack of documentation to indicate that isolation measures had been implemented. In some instances, antimicrobial therapy caused concern, for example administration of unnecessary doses of antibiotics, exceeding of recommended course lengths or lack of modification of treatment regimens following results of microbiological investigations; for example, continuation of antimicrobials for an infection whose causative agent was reported to be resistant to the antimicrobial administered. In some cases there were delays in receiving, processing or reporting of faecal specimens and this might have contributed to delay in prescribing specific antimicrobial therapy for C. difficile infection. 

      2. Avoidable Harm

(a) Do you consider that any of the patients reviewed by you suffered avoidable harm / suffering by reason of inappropriate prescribing during their stay at the VOLH? 

Yes

(b) If so, can you indicate for each patient the nature of the harm / suffering that might have been avoided?

Patient JM received a prolonged course of co-amoxiclav although the bacterium causing the infection for which the patient was prescribed the antimicrobial had been reported as co-amoxiclav-resistant. This may have contributed to subsequent C. difficile infection.


Patient DC received a prolonged course of co-amoxiclav with no indication that there was a medical review of the patient’s antimicrobial therapy after it had been commenced. This is likely to have contributed to subsequent C. difficile infection.
Patient RB received a prolonged course of co-amoxiclav for a urinary tract infection although there were few clinical grounds to indicate such a diagnosis. This may have contributed to subsequent C. difficile infection.

3.
On-site Microbiologist 

(a) Was not having an on-site microbiologist at the VOLH during the relevant period (Jan 07 to Jun 08) a weakness in the system? 

Not necessarily. Being off-site does not, in itself, represent a weakness in the system if there are regular visits to the hospital by a microbiologist; in particular if such visits are to the wards to undertake clinical liaison duties.

(b) Had there been an on-site microbiologist do you consider there would likely have been an improvement in the quality of care given to the patients reviewed by you?  

Insofar as this might have increased the frequency of ward visits, antibiotic stewardship activities and collaborative working with infection control staff, yes.

4.
Degradation of stool sample

(a) Can degradation occur if a stool sample, after collection, is left for an appreciable time in the ward at a room temperature of above 8 degrees Celsius?

Yes. Degradation of C. difficile toxins at room temperature is a well-recognised phenomenon. This is acknowledged in the VOLH Microbiology Standard Operating Procedure: Clostridium difficile test (GGC28010006).

(b) After what period of time would degradation begin to occur if the sample was being kept in a location where the temperature, as in a hospital ward, was well above 8 degrees Celsius?

Degradation can occur very quickly and toxin may be undetectable within two hours of a stool specimen being obtained if it is held at room temperature.

(c) At what temperature should stool samples be kept in the ward prior to being transported to the laboratory for testing for C difficile toxins A and B?

Specimens should be processed as soon as possible to avoid the possibility of a false negative result because of toxin degradation. Specimens which cannot be examined immediately should be refrigerated to minimise toxin degradation. However, it is not at all common practice to have a refrigerator on hospital wards for holding specimens pending their collection. Accordingly, specimens awaiting collection will be held at room temperature thus underlining the need for prompt transport of specimens to the microbiology laboratory.
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