Questions on behalf of patients and families for Dr. Harrington

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?

Fitzsimmons

death more than 30 days after first positive stool

Mc Donald

survivor

McDougall

survivor

McKenzie

death within 30 days attributable to CDD

Miller


death within 30 days attributable to CDD

Pirog


death more than 30 days after first positive stool

Smith


survivor

Somerville

death more than 30 days after first positive stool

Stevenson

survivor

Thomson

death more than 30 days after first positive stool

(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?

McDonald
Yes

Somerville
Yes

Smith

Yes

Stevenson
Yes

2. Prescribing of antibiotics

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

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

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

(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?

It is not my view that there was an over reliance on quinolones and cephalosporins but that the principal cause of CDD in the cases I reviewed developed CDD because of poor control of infection measures combined with incautious prescribing of all antibiotics in the context of inadequate clinical assessment and inaccurate diagnoses.

3. Review of records

(a)  Having reviewed 10 cases was there any particular aspect of the management of C. difficile that caused you concern?

Rehydration.

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

Hydration in all cases.

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

This is not something I can comment on from the written record other than to point out the number of ward moves - average 6 wards over 2.7 admissions.

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?

There was an expectation that all CDD deaths at Airedale Hospital would be reported to the Coroner.  This is the last resort, however, adequate information before a pattern of deaths emerges should be available, scrutinised and acted upon. A consultant microbiologist was appointed as the Director of Infection Prevention and Control and would be aware of all patients with Clostridium difficile toxin positive stools by direct reporting to him by the laboratory staff.  He would then visit the ward, discuss the situation with the clinical team giving advice on the management of the Clostridium as well as advice on the infection for which antibiotics were being or had been given.  An associate specialist in geriatric medicine had a special interest in C. difficile and was engaged in research into a non antibiotic toxin binding agent.  He would review all cases for possible recruitment into the clinical trial.  The trial was a non inferiority design – the new drug had to be proven to be as good as or better than the standard treatment.  Thus the majority of patients with CDD had a highly structured protocol driven regime which included regularly clinical and laboratory testing for evidence of electrolyte imbalance and dehydration.  Research nurses were also involved so the awareness of up to date practice was disseminated throughout the wards.  The rates on each ward were published quarterly as part of the DIPC’s report.  Where a ward had higher than average numbers of cases the DIPC would meet with medical and nursing staff to agree changes in practice.  

(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.?

In 2007 – 2008 deaths due to HAI of all kinds would be subject to the Mortality Review Committee scrutiny and presented at a twice yearly whole hospital meeting where recommendations would be both presented and refined.  At a departmental level the audit meetings would review death statistics and discuss specific cases where there were lessons to be learned.  In my own department there were 6 monthly and then 4 monthly departmental meetings when the junior staff rotations changed to 4 monthly. Root Cause Analysis meetings also took place for specific incidents particularly MRSA septicaemia or where there were multi-departmental issues to be considered e.g. haemorrhage during orthopaedic surgery related to drugs prescribed for cardiology or neurology reasons.
(c) Can you explain how the Mortality Review Committee referred to in your C.V. operated?  Would it consider I.C. issues and whether deaths, if caused or contributed to by C. diff infection, were linked and represented an outbreak?

All deaths were subjected to a case notes review by a consultant who had not been involved in the patient’s care, usually from another speciality.  The Committee Chairman’s secretary arranged a weekly rota of 2 consultants to be available to do this.  A proforma was used to structure the findings.  If there were any concerns about less than optimal practice the reviewer would indicate that the case needed to be discussed at the monthly Mortality Committee meeting.  If the other members shared the concern a plan for feeding back to those concerned and the development of an action plan for improvement would be made.  This could be at an individual level – education on prescribing, how to write a death certificate, cardiopulmonary resuscitation techniques are examples of feedback to an individual.  It could also be at departmental level – failure to complete DNAR forms for appropriate patients resulting in futile resuscitation attempts, lack of adequate post operative analgesia, ignoring fluid balance chart information when prescribing iv fluids were fed back to various departments when the Committee picked up trends and repeated problems.  The third form of feedback was to the whole hospital Clinical Governance meeting when issues with universal relevance were picked up – handover failures, head injury management, poor quality end of life care.

The Mortality Committee was not the point at which infection issues would be picked up – this is far too late, the DIPC was on top of those issues long before a pattern of deaths might be evident.

5. Early detection of outbreak

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

My experience is that the laboratory are invaluable in this, working through the consultant microbiologist and the infection control nurses to pick up the clinical context and act swiftly.  The arrival on my morning round of the consultant microbiologist to ensure that I was aware of what infecting organisms my patients’ samples had grown and a discussion on appropriate prescribing was always welcome, not threatening, as it provided an assurance of targeted optimum treatment.  We also regularly discussed when not to treat but to palliate, so the interchange was two way.

The clinical acumen of experienced nursing staff about the type of stool, its smell and the overall wellbeing of the patient is also invaluable.  Moving suspect patients into single rooms and immediate obsessive hand washing by all – staff, visitors and patients - should always be applauded by senior staff in the nursing and medical professions.

6. Avoidable Harm

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?

The only person whose care after admission seemed to have been correct was Mrs McDougall but sadly the documentation was either inadequate or the hospital lost the records.  Mrs Smith’s care was good but the delay in her returning to hospital may have been because communication of her problem to her GP was less than optimal.

All other patients suffered harm.  The extent and exact nature of that is contained in each individual report.  
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In terms of the GUIDANCE ON WITNESSES AND TAKING OF EVIDENCE, Greater Glasgow Health Board wishes the following question be put by Counsel to the Inquiry to the witness Dr. Mary Harrington:-

1. 
Dr James Reid (day 52 page 29) said:

“My own experience, I have to say, is that stool charts are -- were not part of standard management, I have to say, in my own hospital, until we had our problems with Clostridium difficile, and I think, if a doctor was aware of the utility of them, they certainly would have asked for them, but it may well be that medical staff, at this stage, were not used to using stool charts routinely.”

Does Dr. Harrington  agree that it may well be that in 2007-8 the medical staff at the Vale of Leven hospital were, quite excusably, unused to using stool charts routinely?

The issue is not whether stool charts (as opposed to bowel records) were part of standard practice in 2007 but whether they were part of standard practice where Clostridium difficile diarrhoea or another cause of infective diarrhoea was suspected or confirmed.  They were standard practice in the context of a problem – please refer to the Stoke Mandeville (2004) and Maidstone (2007) reports.  If the ward nurses were not aware of the Bristol stool chart, advice and education from the control of infection team on this should have changed the ward understanding and practice of the recording of diarrhoea.  If the medical staff were unaccustomed to using a standardised stool chart then a little reading around a clinical problem is a reasonable expectation.  

2. 
In her overview report (EXP02050001) at page 17 she says:

“Some of the death certificates contained  convenient  fictions  such  as  myocardial infarction or bronchopneumonia in the absence  of  any  clinical  evidence  thereof.”

That is an allegation that the doctor who certified the death knowingly gave a dishonest opinion about the cause of death? That is a very serious allegation?

No it is not but it is a criticism of the practice of writing death certificates which the Health Board should take very seriously. They may be in a position to pursue allegations of dishonesty after they have questioned those who have provided death certificates which did not reflect the clinical evidence available. Furthermore, the causes of death offered allowed poor clinical practice to go unrecognised by external agencies. The use of diagnoses such as myocardial infarction and bronchopneumonia is not uncommon where no clear cause is apparent, as is ‘old age’ but have been widely criticised. 
When writing a death certificate the requirement is for a doctor to give the cause of death to the best of one’s knowledge and ability.  The level of certainty about the cause of death is frequently high.  Measures can be taken to reduce this level of uncertainty – for example requesting consent from the family for a post mortem examination to be performed, following which there is the opportunity to revise the cause of death recorded by the OPCS although not the certificate held by the family.

The structure of the death certificate does not always permit the complexity of an individual patient’s situation to be listed completely.  For example the influence of a patient’s refusal of treatment does not fit any where.

3.
What, according to her, was the convenience which this fiction served?

There are general comments and comments specific to the patients whose case notes I scrutinised.

General 

Pressures to provide a death certificate without subjecting the family to delay are well recognised.  

Pressures to avoid post mortem examination often come from the family because of cultural or religious beliefs, or because they have knowledge of the deceased’s view of PMs.

Specific to VOL patients 

Mrs Fitzsimmons    

Ia Sepsis   

No source for this was identified.  There was a vague reference to an abdominal source but no specific diagnosis.  During the previous admissions there was recurrent fever, an echocardiograph suggesting endocarditis was not followed up.  Spontaneous bacterial peritonitis was never considered despite the ascites and cirrhosis.  Urinary cultures had variously grown pseudomonas and candida.  

The given cause of death would not be acceptable in England & Wales.  The cause given demonstrates a lack of intellectual application to the problem – this is the convenience.  

Mr. McDonald

Survivor

Mrs McDougal 

Survived CDD, died a year later

Mr. McKenzie

In my report I stated that 

‘During the admission Mr McKenzie was not treated for left ventricular failure, the principal cause at 1a given on the death certificate (SPF00280001).  The ECG recorded on the day of admission 28th January was no different from that of 14th January’

And that in my view the cause of death was more likely to be 

1a. Dehydration
1b. Clostridium difficile diarrhoea

ll    malnutrition, osteoporosis, type 2 diabetes.

Heart failure is one of the common diagnoses to appear on death certificates because patients have often been treated for this during life.  I find it highly improbable that Mr McKenzie went from severe  dehydration in the 4 days he was back at Willox Park to left ventricular failure.  

This is one of the most likely examples of a convenient fiction.  A neutral diagnosis such as heart failure avoids the issue of a transmissible disease, of possible neglect leading to dehydration and malnutrition.  

Mrs. Miller

On 13th April 2008 at 07.45 Mrs Miller was found dead in bed by the nursing staff who put out a cardiac arrest call.  3 days earlier she had sustained a fall with a head injury.  A month earlier she had been admitted with pneumonia.  At that time she had some evidence of ischaemic heart disease and was treated for an acute coronary syndrome.  The later entry that she had suffered an ST elevation myocardial infarction does not give a date for this.  It is likely that this was an error of interpretation of the equivocal evidence of an acute coronary syndrome. 

Therefore there are many possible causes of sudden death.  

The peak incidence of re-infarction had passed.  There was no positive evidence for an MI. To certify as myocardial infarction avoids reporting the death as a possible consequence of an in hospital fall.  

Many English or Welsh Coroners would expect all deaths in hospital after a fall to be reported and have used the conclusions drawn at inquest to raise standards of hospital care in the prevention and after care of elderly patients who fall.

Mrs. Pirog

Bronchopneumonia is a commonly given immediate cause of death in the presence of another debilitating disease, based on the clinical, radiological and autopsy evidence of its development in the terminal stages of malignancy, heart failure, dementia and many other progressive neurological diseases.  In old age the single most reliable sign of pneumonia is a raised respiratory rate as the other classical signs of fever, cough and excess secretions audible in the lungs are often not evident. 

As stated in my report the death certificate was provided by Dr Gordon Herd, giving the date of death as 3rd October.  The last evidence of examination of Mrs. Pirog was 6th September 2007 by Dr McCleery in the Fracture Clinic.  Thereafter the medical notes are extremely brief and are concerned with discharge issues.  There is nothing in the medical notes to support or refute the cause of death given by Dr Herd as bronchopneumonia. There is nothing in the nursing notes to support a diagnosis of bronchopneumonia – no record of a high respiratory rate, of cough, of fever or of cyanosis.  From the nursing notes, however, there is concern about her urine being green and the knowledge that the urine culture was positive.  Her daughter prompted the nurses to check for a urine infection as she felt that her mother’s demeanour resembled that which she had come to associate with an active urine infection.  Thus there is evidence for an alternative diagnosis.  I would challenge therefore whether the certificate was ‘to the best of the doctor’s knowledge and ability’.

Being common and plausible would allow a certificate giving bronchopneumonia to pass easily for the family through the registration process.  But there simply is no evidence for it.

Mrs. Smith

Survivor

Mr. Somerville

The cause of death was given as 

· 1a Aspiration pneumonia 

· 1b immobility 

· 1c Caecal carcinoma 

I can only repeat what I wrote in my report on Mr Somerville. The presence of caecal carcinoma on this certificate is incorrect – there was no evidence of anything other than localised tumour causing anaemia which could have been managed by repeat transfusion.  The cancer was not at a life threatening stage.  There was no reference to his cardiac conditions.

As in other cases a common and plausible cause of death would allow the family to register the death without difficulty.  There was no evidence for pneumonia from the observations or investigations.  I would challenge therefore whether the certificate was ‘to the best of the doctor’s knowledge and ability’.

Mrs. Stevenson

Survivor

Mr. Thomson

The death certificate was given as myocardial infarction.  No test for this in terms of a troponin level was recorded in the handwritten notes and there is no lab print out of this.  No working diagnosis of MI and a management plan for this was entered in the notes. Equally, no working diagnosis of any other diagnosis with an appropriate management plan was entered in the notes.

Acute renal failure is not a certifiable cause of death in England & Wales – an underlying cause is required.  To provide this as dehydration secondary to CDD would have resulted in the refusal of registration and referral to the Coroner for further investigation.  The convenience was therefore the avoidance of an inquest.

I would challenge therefore whether the certificate was ‘to the best of the doctor’s knowledge and ability’.

4. 
The most she can say is that there is no clinical evidence recorded in the notes to justify the death certification?

That being so, she must surely accept as a possibility that there was clinical evidence for the death certification, albeit not recorded in the notes?

Does Dr Harrington now retract the assertion that some of the death certificates contained convenient fictions?

This point was raised during my oral evidence.  It is of course possible that much was not recorded – from saying well done when passing a patient walking with a physiotherapist in the corridor to giving a brief update over the phone to a relative – without that being cause for criticism.  If anything of clinical significance was not recorded, however, this is further evidence of substandard practice.  If someone examined Mrs. Pirog and did not record that there were signs of pneumonia or recorded an ECG from Mr Thomson but did not put it in the notes then not only have they opened themselves up to criticism of their writing of a death certificate but also of their note keeping.  Keeping adequate notes is one of the Duties of a Doctor.  

I do not therefore retract my assertion that some of the death certificates contained convenient fictions.

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

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

None seen.  

2. 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 his or her first admission to hospital in the period from 1.1.07 until 30.6.08 (“the relevant period”)?

Again the terms of reference are relevant.  Considering the first admission to VOL, the answer is not to my knowledge.  My information is taken from the VOL notes, with the exception of Mrs Pirog, where I have also seen the RAH notes. If the admitting doctors did not record a previous history of CDD then I would not be aware if it. If the doctor diagnosing CDD during an admission did not make further enquiries about a previous episode then I would not be aware of it. 

3.
In each case examined by her or 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”)?

I do not have sufficient knowledge of earlier antibiotic treatment in primary care or other hospitals to answer more fully than has been laid out in each report, except for Mrs Pirog.  

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?

Yes – and in other hospitals.

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

Age, co-morbidity, level of dependency for personal hygiene and toileting, PPI prescribing (with hindsight) and antibiotic exposure were the themes that emerged.

6.
In each case examined by her or 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?

This is complex, and requires input from a microbiologist as well as a clinician. What is disappointing is that no severity assessment was routinely documented so the body of knowledge has not been added to.  The same risk factors for becoming symptomatic probably apply but the clinical data is too inconsistent to draw more than general conclusions.  No new or unusual factors seem to have contributed.

7.
In each case examined by her or 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?

There were no atypical cases.  All had diarrhoea after antibiotic exposure in a healthcare setting, some had other GI symptoms but record keeping limits comment on this, dehydration usually followed, as did a global deterioration in function and well being.

8. 
Broad-spectrum antibiotics have been hugely beneficial in modern healthcare, and restrictions in their use since 2000 have required serious justification?

This continues to be debated.  Profligate use has brought its own problems.  There are many components to the rationale for restricted use – from financial to preservation of long term efficacy to adverse effects.  The principle of using the minimum to do the job, avoiding overkill, is logical – trimethprim or nitrofurantoin for UTIs is a case in point.

9.
 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 am unable to comment on the view in Scotland at that time.  It is unhelpful to focus on a single antibiotic’s status: control of infection measures are vital.

10.
 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?

This is probably still so but again, it is unhelpful to focus on a single antibiotic’s status: control of infection measures are vital.

11.
 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?

I am unable to comment of relative usage.  It is important to distinguish between initiation before laboratory results are available and continuation of therapy.  There seemed to be no change to narrower spectrum or safer antibiotics when more information became available.  I am also critical of other aspects of care of the frail elderly.

12.
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?

This was already in train in England & Wales as a result of other measures such as ‘Winning Ways’ which looked at all hospital acquired infections, and the Stoke Mandeville and Maidstone reports previously referred to.

13.

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?

I think Dr Reid’s view is an understatement of my own.  To describe some of the end of life period as care at all seems unwarranted – one page of notes for weeks is shocking.

14.  
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?

This, again, is a kinder interpretation of the records than I made.

15. 

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?

Although the Liverpool Integrated Care Pathway (LICP) has been modified on this point, this issue is still debated.  However, the care of none of the patients whose records I reviewed was structured around the old LICP and there was no evidence of regular timely and comprehensive symptom control or spiritual care in any other framework. 

16.

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?

Of course all those whose input is being scrutinised should be given the opportunity to respond.  Ignoring the maxim ‘if it wasn’t written down it didn’t happen’ combined with other parts of the record and the outcomes will need considerable explanation.

17. 

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?

There were no attempts to measure outflow, or even keep basic stool charts in patients with diarrhoea. Rectal catheters were never mentioned, even as a means of reducing cross infection.  Many wards struggle to keep adequate fluid records – but if efforts are being made, this can be seen from such things as variability between shifts, details in the care plan, reference in the medical notes. These features were not in evidence.  The poor record keeping did not just apply to fluid balance charts but to stool charts, food charts, general observation charts.
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