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Dear Duncan,

VALE OF LEVEN HOSPITAL INQUIRY EVIDENCE SESSION - 24 FEBRUARY 2015

At the Health and Sport Committee evidence session on 24 February 2015 regarding the
Vale of Leven Hospital Inquiry report, I agreed to provide members with more information on
a number of areas. I would like to take each point in tum:

1. NHS BOARD RESPONSES

The Committee asked about the publication of the self-assessment responses that NHS
Boards provided to the Scottish Government. As I stated to the Committee on 24 February
2015, a first cut analysis has been carried out on the responses. Officials are taking forward
a quality assurance process of the responses and will work with the Implementation Group
and Reference Group on developing a national plan. This will include working with a number
of Groups, such as the HAl Task Force, Scottish Executive Nurse Directors and NHS Boards
Chairs and Chief Executives, to seek their views on implementing the recommendations.

Once the Implementation and Reference Groups have agreed their plan and timescales for
implementing the recommendations, I will be happy to share the responses with the
Committee and on the Scottish Government website. I anticipate this will be by the end of
May 2015.

2. IMPLEMENTATION GROUP AND REFERENCE GROUP TERMS OF REFERENCE

I offered to provide the Health and Sport Committee with a copy of the agreed
Implementation Group terms of reference. I am happy to say that I can also provide a copy
of the Reference Group terms of reference and both are attached at Annex A.
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3. SCOTTISH GOVERNMENT'S FULL RESPONSE TO LORD MACLEAN'S REPORT

I know the Committee are keen to know the publication date for the Scottish Government's
response but, you will appreciate that it is vitally important to give patients, families and the
NHS the opportunity to input into the final response process. Therefore, I plan to give
Parliament a definitive date of publication at the end of April 2015.

4. NHS SCRUTINY INSPECTION REPORTS - NEXT STEPS

The Committee asked about the measures in place that are undertaken by the Scottish
Government to assure themselves that NHS Boards take all inspection reports seriously and
are followed up appropriately.

Healthcare Environment Inspectorate (HEI) Reports and Older People Acute Hospitals
(OPAH) Inspections

Following either an HEI or an OPAH inspection report, Ministers and Scottish Government
officials in the Chief Nursing Officer Directorate review the report and the Action Plan
prepared by the NHS Board. The NHS Board use the report findings and the Action Plan
they develop to drive improvement measures and standards identfied through the
inspections where they fall below the expected standard.

For HEI there are specific escalation arrangements which are defined between the HEI and
Scottish Government. Escalation arrangements are currently being developed for OPAH.

Scottish Government Officials also meet regularly with the inspection teams from Healthcare
Improvement Scotland to review the process of inspection and reporting.

5. COMMUNICATION WITH THE GENERAL MEDICAL COUNCIL

The Committee asked about The Scottish Government's communication with the General
Medical Council (GMC). Officials wrote to the GMC immediately following publication of the
Vale of Leven Hospital Inquiry report to seek their views on the report. The GMC provided a
detailed response to the report including their views on implementation of the
recommendations and highlighting how their work going forward will help to make
improvements within the NHS in Scotland.

I, and Scottish Government officials, also meet regularly with regulatory bodies to discuss a
number of issues. In the case of lord Maclean's report a number of the findings will be
taken forward through the Professionalism and Excellence in Scottish Medicine Group,
chaired by lari Ritchie, Chair of the Scottish Academy of Medical Royal Colleges and
Faculties, of which the GMC is a member.

6. PRESCRIBING OF ANTIBIOTIC FIDAXOMICIN

The Committee asked why the Scottish Medicines Consortium recommends prescribing the
narrow spectrum antibiotic Fidaxomicin for first occurrence C. Difficile infection but, in
England it is recommended for first occurrence and for people at risk of recurrence.
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Fidaxomicin (Dificlir) is the first in a new class of macrocylic antibiotics and is licensed by the
European Medicines Agency (EMA) for the treatment of Clostridium difficile infection (COl).
The fact that Fidaxomicin has been available and used in Scotland since 2012 is one of the
ways in which Scotland's NHS has made significant progress in tackling C. difficile since the
Vale of Leven outbreak.

Guidance from. the Scottish Medicines Consortium is that Fidaxomicin can be used for the
treatment of adults with a first COl recurrence on the advice of local microbiologists or
specialists in infectious diseases but not as first line treatment for patients with severe COl
as, " the economic case for first line use in severe cases had not been demonstrated".
Recent Health Protection Network guidance states: II in first recurrences which are
considered severe, consideration may be given to treatment using fidaxomicin on
advice of local microbiologists or specialists in infectious diseases. 11

As with all antibiotics, it is a matter for consultant microbiologists in consultation with the
clinician with responsibility for their patient to decide whether Fidaxomicin is the most
appropriate treatment at the time. A number of factors have to be taken into consideration
when considering antimicrobial prescribing; i.e consideration must be given to the severity of
the patient's illness and if there are other underlying conditions that need to be factored in
before deciding on the appropriate antibiotic.

Scotland's Chief Medical Officer continues to take forward work to collectively address and
promote prudent prescribing of antimicrobials to reduce risks of c.diff infection and
antimicrobial resistance.

7. PUBLICATION OF C. DIFFICILE CASES STATISTICS FOR CHILDREN UNDER 15
YEARSOFAGE

The Committee asked why Scotland does not report Clostridium Difficile Infection (COl) case
statistics for children under 15 but, in England this is published regularly.

The number of children who, each year, have. contracted and tested positive for C.difficle
infection is very small in numerical terms. Children are, of course, routinely tested if it is
suspected that they might have developed C.difficile infection and therefore, the testing of
samples in Scotland from children is directed by clinical need. As prevalence is very low, we
do not collate numbers for this age group as it is insufficient to provide meaningful evidence
data.

In children aged under 15, test kits for C. difficile toxin are unreliable (for most kits the quality
assurance testing reports do not recommend the use in patients under 15). Furthermore the
pathology of Clostridium Difficile Associated Disease in children is not well described as
symptoms and immune reactions towards C. difficile in children differ from those in adults.
The majority of infants are in fact colonised with C. difficile but do not have any symptoms.
This is due to a lack of C. difficile toxin receptors in the gut of young children.

Testing kits used to diagnose COl in microbiology labs are not validated for use in
children and so results are not reliable. Health Protection Scotland therefore, took the view a
number of years ago that it would be inappropriate to place these into the mandatory
surveillance of COL

Health Protection Scotland are currently reviewing the testing guidance and surveillance
protocols in relation to C.difficile infection.
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8. RECORDING OF CLOSTRIDIUM DIFFICILE INFECTION ON DEA TH
CERTIFICA TES

The Committee asked about the recording of Clostridium Difficile Infection on Death
Certificates as this was raised as a concern with the Inquiry by the relatives of those who
had died, in particular under the new Act whether it was clinicians and/or relatives who could
request a review if they were not satisfied.

Firstly, I would like to put on the record that following discussions with the patients and
families affected by the C. Difficile outbreak at the Vale of Leven Hospital, Alex Neil MSP,
the then Cabinet Secretary for Health and Wellbeing, wrote to NHS Greater Glasgow and
Clyde's Medical Director to ask that she liaise with National Records of Scotland to explore
whether it is possible to amend the cause of death on their death certificates retrospectively,
where appropriate.

Secondly, as you will also be aware, the Certification of Death (Scotland) Act 2011 will
improve the quality and accuracy of death certification recording through a new scrutiny and
review system. The Act introduces a number of changes, on 13 May 2015. From this date a
team of independent Medical Reviewers; employed and appraised by the quality assurance
and scrutiny body Healthcare Improvement Scotland (HIS) will review a random sample of
Medical Certificate of Cause of Death (MCCD) provided by National Records of Scotland, for
accuracy, and work collaboratively with the medical profession to improve standards in the
completion of the MCCD.

A revised paper-based MCCD form has been in use since 6 August 2014. The new content
and formatting of the revised form will help facilitate improvements in quality and accuracy of
cause of death recording, under the pending death certification review system. The
implementation of the 2011 Act also gradually introduces the electronic completion of
MCCDs within the NHS. This will further 'build in' better quality and accuracy of information
within MCCDs even before a review takes place through e.g. pre-populated fields, spell-
check and drop-down lists.

Individuals with a clear link with the person who has died, including healthcare professionals
involved with the care provided, can also request a review if they have questions or concerns
with the MCCD. The review will look at the accuracy and quality of the MCCD; and provide
feedback on the outcome of the review to all relevant parties.

9. RECOMMENDA TION 7 FROM LORD MACLEAN'S REPORT AND NEW SOUTH
GLASGOW UNIVERSITY HOSPITALS

At the evidence session, Jackie Baillie MSP asked about Recommendation 7 from lord
Maclean's report and its relevance on the new South Glasgow University Hospitals which
are due to open later this year.

The recommendation in question is in the section of the report dealing with the
amalgamation of one health board with another. It is not a recommendation about the
development of a hospital.

Nevertheless, I can reassure the Committee that NHS Greater Glasgow and Clyde have a
detailed project plan in place for the commissioning of the new South Glasgow University
Hospitals which includes robust monitoring and reporting. The Board have also developed a
risk register which is kept regularly under review.
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NHS Greater Glasgow and Clyde have had discussions with organisations across the UK
who have managed similar projects to the building of the new South Glasgow University
Hospitals to ensure they learn lessons and to see how those organisations managed the
transition of services smoothly while maintaining patients' safety.

Their transitional model means that hospitals will move to the new premises on a site by site
basis. The Scottish Government and Audit Scotland have been sighted on these
arrangements throughout the project.

I hope that this letter addresses all the outstanding issues covered by the Committee on 24
February 2015.

Yours sincerely,

SHONA ROBISON
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