NOTE for GREATER GLASGOW HEALTH BOARD in THE VALE OF LEVEN PUBLIC INQUIRY re. THE EVIDENCE OF Dr. WOODFORD

In terms of the GUIDANCE ON WITNESSES AND TAKING OF EVIDENCE, Greater Glasgow & Clyde Health Board wishes the following lines of questioning to be put by Counsel to the Inquiry to the witness Dr. Woodford:-

1. She (or he) has not seen the G.P. records in any case examined by her (or him)?

I was asked to review the hospital records only of the relevant cases.

2. In each case examined by him, had the patient suffered from Clostridium difficile illness or Clostridium difficile diarrhoea in the six months preceding his or her first admission to hospital in the period from 1.1.07 until 30.6.08 (“the relevant period”)?

There was no record of any such event recorded within the hospital notes.

3. In each case examined by him, was the patient prescribed antibiotics in the three months preceding his or her first admission to hospital in the period from 1.1.07 until 30.6.08 (“the relevant period”)?

Where this is recorded within the hospital notes I have included it in my reports.

4. 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?

No, I do not believe so with respect to the cases I have reviewed.

5. In each case examined by him, what were the patient’s risk factors for contracting the patient Clostridium difficile illness?

Frail elderly patients exposed to broad spectrum antibiotics and Clostridium difficile spores are prone to developing C. difficile associated diarrhoea.

6. In each case examined by him in which the patient contracted Clostridium difficile illness, what factors in the patient’s state of health marked him or her out for having the illness in a severe form?

Severe forms of C. difficile diarrhoea are associated with more than 3 loose stools per day, serum white cell counts > 15 x109/L, rising serum creatinine concentrations, temperature > 38.5°C, findings on abdominal examination, hypotension and X-ray or CT imaging studies. Poor recording of patient symptoms, physical findings and investigations make it hard to comment on the severity of illness in the cases I reviewed.

7. In each case examined by him how, sequentially, would the clinical symptoms and other evidence that the patient was infected by the Clostridium difficile bacterium have appeared to the treating physician?

The passing of loose stools was the key primary indicator of C. difficile infection in all the cases I reviewed.

8. Does he 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?

No.

9. Does he 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?

Many people believe this to be true; however, the evidence to date is inconclusive.

10. Broad-spectrum antibiotics have been hugely beneficial in modern healthcare, and restrictions in their use since 2000 have required serious justification?

Good prescribing of all medicines takes account of both the potential risks and benefits of treatment.

11. 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 don’t know what information I would be able to use to retrospectively judge opinion among hospital clinicians in Scotland. However, I quote the report from the Department of Health and Public Health Laboratory Service Joint Working Group (Clostridium Difficile Infection: Prevention and Management) published in 1994: 

“Although most antibiotics have been associated with predisposition to C. difficile infection, the most commonly implicated have been clindamycin, the cephalosporins and penicillins, whether used alone or in combination”. 

It therefore seems very unlikely that 14 years later co-amoxiclav (a broad spectrum penicillin) would not be considered a precipitant of Clostridium difficile infection.

12. 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 don’t know what information I would be able to use to retrospectively judge opinion among hospital clinicians in Scotland. However, I quote the report from the Department of Health and Public Health Laboratory Service Joint Working Group (Clostridium Difficile Infection: Prevention and Management) published in 1994: 

“Although most antibiotics have been associated with predisposition to C. difficile infection, the most commonly implicated have been clindamycin, the cephalosporins and penicillins, whether used alone or in combination”. 

It therefore seems very unlikely that 14 years later co-amoxiclav (a broad spectrum penicillin) would not be considered a precipitant of Clostridium difficile infection.

13. 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 & Clyde Health Board?  That was, 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?

Without access to data about prescribing and case mix within these institutions I could not possibly comment.

14. 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 would have no way to test or verify. I can only draw attention back to the document produced in 1994 that suggests these lessons should already have been learned.

15. Dr. James Reid (EXP02170001 at EXP02170009) has said:

 “It was not always clear in the notes at what point active treatment was stopping and terminal care starting”.  

Did this other expert find the same?

As discussed within my reports, the overall standard of documentation was poor. There were inconsistencies within care, even when it was clearly stated that a palliative approach had been adopted (e.g. the requesting of an ultrasound scan to assess renal size).

16. In some cases the form of the medical care is consistent with a decision to switch to palliative care, albeit that decision may not have been recorded in the medical records?

It is not a statement that I would agree with in respect to the cases that I have reviewed.

17. In 2007-8 there was a respectable body of opinion amongst hospital clinicians in Scotland that it was justified to refrain from giving intravenous and subcutaneous fluids during palliative care, so long as the patient was comfortable?

I’m not sure how I would gauge ‘a respectable body of opinion amongst hospital clinicians in Scotland’. However, I do agree that some clinicians believe that withholding fluids in the context of end of life care is not associated with any patient suffering. 

18. 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?

My opinion, as set out within the case reports, is that care quality was frequently well below that which could be described as ‘ordinarily competent’. I believe this to be valid from review of the records alone.

19. Dr James Reid, consultant physician and geriatrician at University Hospitals of Leicester NHS Trust said (day 52 page 28):

“I think assessing how well hydrated a patient is relies on a number of different things.  It relies on your clinical impression of the patient at the bedside, assessing their skin turgor, it relies on looking at things like the observations, the pulse and the blood pressure, it relies on looking at fluid balance charts, although I have to say, in my experience, it is not unusual for the standard of fluid balance charts to be quite poor, except on specialist areas, particularly surgical wards and renal wards, and it also relies on the results of blood tests.  I think you have to use all of those things together. It can be difficult, using fluid balance charts, to assess a patient with high-volume diarrhoea, for example, because you don't really have a clear idea of what -- it is very hard to measure the outflows accurately.”

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

No, I do not agree. From the cases I reviewed my opinion is that the recording of fluid balance within VoL was exceptionally poor.

20. 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?

No, I do not agree. From the cases I reviewed my opinion is that much of the prescribing of antibiotics within VoL was exceptionally poor.

21. 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?

No, I do not agree. From the cases I reviewed my opinion is that the quality of record keeping within VoL was exceptionally poor.

Medical & Dental Defence Union of Scotland

Proposed examination of Dr Henry Woodford, expert witness

w/c 31 October 2011

General

· Have you worked at, or visited the Vale of Leven Hospital.  If not, then move on to next main question, if so then please follow up with -

· If so, when, in which wards, and with which consultants?

· If so, what was the staffing situation at that time, how many consultants and junior doctors were involved in the wards in which you worked?

No.

· Are you aware of the staffing difficulties which faced the Vale of Leven hospital in the period from January 2007 – June 2008?


No.

· Do you have any knowledge of the numbers of substantive consultants employed at Vale of Leven in the medical wards in the period of January 2007 – June 2008?


I have seen the information contained in the junior doctors' handbook for that time period regarding consultants working at the hospital.

· When you produced your reports, were you given details of the number and grades of doctor on each of the wards?


No.

· As a generality do you agree it is appropriate for a consultant to accept the fact of a diagnosis of C Diff from a nurse or junior colleague?


Yes.

· Do you accept that the mortality rate at the Vale of Leven Hospital was as high as it was due to the proportion of very frail patients who contracted C Diff, ribotype 027, as opposed to another ribotype?


No, for several reasons: Firstly, I do not know what proportion of patients had a serotype 027 infection (were all samples tested?). Secondly, the extent of increased virulence related to this serotype is a controversial area. Finally, but perhaps most importantly, a key factor is the quality of medical treatment received by patients, which is likely to have a major effect on the observed mortality rate. 

· Would the contemporaneous outbreak of norovirus have created a Trojan horse decoy for the clinicians presented with patients suffering from diarrhoea?


I do not believe so. Norovirus is likely to cause a different set of symptoms (e.g. vomiting and diarrhoea) to C. difficile (diarrhoea alone). The presence of both infections on a unit would simply increase the need for more thorough evaluation of each case.

John Boyle

· Would a scan suggesting global atrophy, when added to cognitive impairment, and the pulling out of IV lines and related behavior allow for a diagnosis of dementia? 


No. Brain imaging is not a helpful method to diagnose dementia. Cerebral atrophy is a near universal companion to ageing but does not correlate well with cognitive function. Cognitive impairment seen within an acute hospital setting and accompanied by signs of agitation (e.g. pulling out iv lines) is more suggestive of delirium. 

· Would an Abbreviated mental test score of 2 (out of a potential total of 10) be significant in diagnosis of dementia?


No. The Abbreviated Mental Test is an extremely simple screening test to detect confusion. It should, at best, be used to detect those who require further evaluation. A diagnosis of dementia is based on a comprehensive assessment of cognitive, physical and social functional ability.

· Would the bilateral crepitations noted by Dr Herd on 10 January 2008 be indicative of possible chest infection? (GGC00030013)


Bilateral scattered crepitations alone do not sound suggestive of chest infection - such a finding would be more consistent with either left ventricular impairment or fibrotic lung disease. No other signs consistent with chest infection (e.g. pryexia) were recorded. The problem list documented by Dr Herd after this examination on the following page (GGC00030014) does not mention suspected chest infection.

· Dr Woodford comments on the cellulitis not being described in the notes.  Whilst accepting the notes have no detail, does he agree that cellulitis may be easily recognised by an experienced clinician?


Other conditions can mimic cellulitis and the diagnosis is not always straight forward. However, the point of recording examination findings is to allow other clinicians to compare subsequent appearances to judge the progress of the condition.

· In commenting on senior review, does Dr Woodford take into account that Dr Herd, Hospital Practitioner, is an experienced GP and a Fellow of the Royal College of Physicians?


Dr Herd was not appointed as the senior clinician; he worked below a consultant in this situation. When he was appointed for this post it is assumed he was judged to have the ability to fulfill this supportive role. I assume he does not possess a Certificate of Completion of Specialist Training in geriatric medicine. I do not know what experience he possesses in the inpatient care of elderly patients. I am unable to comment on his clinical abilities beyond this.

Mary Broadley

· You note in your report at page EXP00850004, para 2, that Dr Johnston was noted as consultant in various places in the notes.  If we are to hear that Dr Johnston was absent from work until 7 October 2011, would you accept that Dr Johnston could have no responsibility until after that time?


From what date until 7th October 2011 was Dr Johnston absent? Dr Johnston appears to have been involved at least during the period from 26/11/2007 (GGC00050028) to 21/01/2008 (GGC00050034).  Dr Johnston was clearly involved in the care of Mrs Broadley in the 2 months leading up to her death.

· Your report suggests that Mrs Broadley may have received unnecessary antibiotics for a UTI, suggesting that diagnosis was based solely on positive urine cultures (EXP00850013).  Dr Warren, microbiologist, suggests in para 2 (EXP02000017) that the prescription of antibiotics in that period (11 – 16 October) was justified by symptoms of confusion, with white cells and nitrite in urine, and probably does not represent asymptomatic bacteria.  Are you able to agree with the microbiologist in this?


I disagree. The presence of white cells and nitrites in urine has no discriminatory value to distinguish between asymptomatic bacteriuria and a symptomatic urinary tract infection (UTI). Some patients with cognitive impairment may not complain of urinary tract symptoms. In that situation evidence of an acute confusional state (e.g. delirium) and signs of a septic illness could be used to help diagnose a UTI. However, there was no evidence of a change in her cognitive state - an Abbreviated Mental Test score was 6/10 on 27/09/2007 (GGC00050016) and 6/10 on 04/10/2007 (GGC00050022). It was not recorded between 11th and 16th October and there is no comment to say she was more confused during this period. No pyrexia was observed and no rise in serum white cell count was noted (GGC00050057-60). There is no evidence within her notes that leads me to think she had a symptomatic UTI.

· If we are to hear evidence that a microbiologist was consulted on occasions other than in January, would you accept this?


Yes.

· Would the norvirus infection (noted by Dr Warren EXP02000022, para 2) have complicated matters?


An additional pathology would obviously add to the complexity of her case, but would not excuse low quality care.

Elizabeth Rainey

· Do you accept that in a case of infection there is a balancing act in treating an infection (such as a chest infection) and in potentially prolonging C Diff?


The prescription of all medicines has to weigh up the potential risks and benefits of therapy.

· Do you agree that failure to treat a UTI, chest sepsis, or pneumonia can be as dangerous to a patient’s prognosis as failure to treat C Diff? And is this particularly the case in elderly frail patients?


Frail elderly patients are more prone to both the harms of untreated infections and the side effects of treatment (including C. difficile). This makes it all the more vital that evaluations are comprehensive and indications for treatment are clearly defined before taking action.

· Is it the case that complications of UTI and chest infections in the elderly are a more common cause of death than C Diff?


I think this is a misleading question. Diagnoses of UTIs and chest infections are much more common than C. difficile. Perhaps it would be better to consider the proportion of those with each condition that do not survive. C. difficile has a mortality rate of around 25% in the frail elderly, compared to a mortality rate around 6% for UTI.1-3 

1. 
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· What level of risk is entertained in the situation when antibiotics for chest sepsis or UTI in the elderly are stopped, so that C Diff can be dealt with?


The prescription of all medicines has to weigh up the potential risks and benefits of therapy. Any decision would be made on the basis of multiple factors within an individual patient.

· How common is it, in your experience, that medical records will form an incomplete record of clinical indications for treatment, or on occasion treatment itself?


My experience is that this is uncommon and it should never be acceptable for it to occur.

· Are consultants and other senior clinicians reliant on the accuracy of recording by junior doctors?


Consultants are responsible for the actions of their junior doctors, including the quality of the notes entries that they are making.

· Can it be the case that such shortcomings are more commonplace in wards for care of the elderly where the pressures may be greater at times, and more volatile than on other wards?


No. Older people deserve the same quality of care as younger people and the ward environments catering for them should be neither more pressured nor more volatile.

Questions on behalf of patients and families for Dr. Woodford

1. HPS Protocol (HPS00210001) – ribotyping of “severe cases” of CDAD

(a) Of the cases reviewed by you, were there a number of deaths within 30 days following diagnosis of C. diff where C. diff was either the primary or major contributory factor?  Can you list the cases which satisfy these requirements?


This information can be obtained from the reports I submitted. The cases that I believe satisfy these criteria are: Agnes Campbell, Anne Gray, Elizabeth Rainey, John Boyle, Margaret Kelly, Mary Broadley, Muriel Waddell and Sarah McGinty. 

(b) Of the cases reviewed by you, were there cases of persisting CDAD where the patient remained symptomatic and toxin positive despite 2 courses of appropriate therapy? Can you list the cases which satisfy these requirements?


I believe the patients who meet these criteria are: Margaret Kelly, Mary Broadley and Muriel Waddell.


2. Prescribing of antibiotics

(a) In your view, was there at the relevant time an over-reliance on quinolones and cephalosporins?


In some of the cases I reviewed a quinolone antibiotic was used to treat a suspected UTI where an alternative (i.e. trimethoprim) would have been the recommended drug. But I cannot comment further on whether a more widespread over-reliance was present. 

(b) Was this mainly due to the local guidelines in force at the time?


Local guidelines suggested the use of trimethoprim rather than other agents as the first line treatment for UTI at this time.

(c) If not, what appears to have been the reason for this?


I don't know.

(d) In your view, was the local prescribing guidance in force at the relevant time in need of review to take account of new, more virulent strains of C.diff and greater knowledge of the association between certain types of antibiotics and C. diff. infection?


To my knowledge there was a lack of a comprehensive antibiotic policy uniformly used across the hospital site at the relevant time, so it is hard to comment on whether appropriate information to avoid C. difficile was being disseminated, but it would suggest that a review of hospital sanctioned publications for clinicians was needed.

3. Review of records

(a)  Having reviewed 17 cases, was there any particular aspect of the management of C. difficile that caused you concern?


In general terms there was little evidence of reliable recording of patient stool charts or fluid balance. Recording of symptoms and signs of illness is generally brief or absent. It is hard to judge severity of cases from what is written down. In several cases there were delays from the first diarrhoea episode to the commencement of treatment and movement into isolation.

(b) Can you identify for each of the cases you reviewed aspects of care that were, in your opinion, of an unacceptable standard?


This information is contained within my individual patient reports (i.e. the second paragraph of the summary).

(c) What, in your view, based on the records reviewed, caused the greatest risk of cross-infection of C. diff.?


It is hard to draw an accurate conclusion here, but my biggest concern would be the delay seen in some cases between first diarrhoea and the commencement of appropriate treatment.

4. Monitoring 

(a) At the relevant time (Jan 07 – Jun 08), how were deaths from C.diff. monitored at local level in areas where you worked?


I don't know.

(b) At your hospital do clinicians meet together on a regular basis to discuss causes of death of patients, including death caused or contributed to by HAI such as C.diff?


Typically there are monthly mortality meetings where the geriatricians divide up and review the cases that died under other consultants in the last month (however, these have recently been suspended due to changes in management structure). This would include all deaths, including HAI.

5. Early detection of outbreak

(a)
In your view, what is the most effective way of ensuring early detection of an outbreak of C.diff infection in a hospital setting?


Microbiology and infection control teams should be recording the timing and location of all cases of C. difficile. Ward staff should be sending loose stools for testing as soon as possible.

6. Avoidable Harm

(a)
Do you consider that any of the patients reviewed by you suffered avoidable harm / suffering by reason of the manner in which their care was managed by medical staff at the VOLH? If so, can you indicate for each patient the nature of the harm / suffering that might have been avoided?


Again, I believe that this information is contained within my individual patient reports. I don't believe I have anything to add to those reports, or that copying them out here would be particularly useful.

Supplementary questions (number 2) on behalf of patients and families for               

Dr. Woodford

1. THOMAS MCGOWAN (EXP00970001)

Had a stool sample been obtained and tested positive for C.diff on or around 22 April 2008 and treatment for C.diff commenced promptly would there have been a chance that Mr McGowan would he have survived beyond 30 April 2008?

It is possible, but given he was already severely unwell with MRSA septicaemia it is likely to have made no difference.

2. ELIZABETH RAINEY (EXP00910001)

Dr Herd certified the cause of death as being myocardial infarction and listed C.diff enteritis in part II of the death certificate (SPF00300001)

At p60 of the records (GGC00480060) there is an entry in the clinical notes following the death of Mrs Rainey which appears to query a cardiac event as the cause of death and records that a death certificate was not completed. This entry does not appear to have been written by Dr Herd. 

(a) Is there any evidence in the records that Dr Herd attended the deceased before completion by him of the death certificate?

I believe Dr Herd attended the patient a number of times before her death (e.g. 10/01/2008 and 16/01/2008 (GGC00480060)). I don't know if her saw the body after death (he might have done this if she were to be cremated).

(b) Is there any evidence in the records disclosing the basis on which Dr Herd felt able to certify myocardial infarction as the cause of death?

The basis for the diagnosis of myocardial infarct is unclear from the notes. It is a possible cause of sudden death. However, as noted in my report, she had no history of cardiac disease and her previous ECG was normal. There are other possible explanations including a pulmonary embolus (she had previously been hypoxic).

(c) On the basis of the entries in the nursing records at GGC00480213 of continuing loose stools until death, would it have been appropriate to have listed C.diff enteritis in part I of the death certificate ?

I don't think so. She had apparently been described as 'quite bright' the previous evening and then suddenly died. Such a rapid decline is unlikely to be due to C. difficile.

3. RECORDS 

When you state that records were “suboptimal” or “poor” do you mean that they failed to comply with GMC standards for record keeping?

Yes. 
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