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SOUTHAMPTON UNIVERSITY HOSPITALS NHS TRUST 
Quarterly Regulatory Assurance Report – Q2 2010 

 
Report to: 
 

Trust Board– 23rd November 2010 

Report from: Lesley Stuart - Associate Director for Healthcare Governance and Risk 
 

Sponsoring 
Executive: 

Judy Gillow - Director of Nursing 
Michael Marsh - Medical Director 
 

Aim of Report: To provide the Trust Board with an overview of key regulatory 
governance assurance progress, issues and current performance for 
Quarter 2 (July to Sept) 2010/11  
 

Review History to 
date: 

This is the second report for the current year; the last (Quarter 1) report 
to the Trust Board was in September 2010. This report was agreed by 
QGSG on 20th October 2010 and TEC on 3rd November 2010. 
 

Assurance 
Framework/Strategic 
Objective Ref: 
 

 This report links to all of the Trust Strategic Objectives 

Recommendations: The Trust Board are asked to: 
a) review the report agreed by TEC, with particular emphasis on 

training compliance and radiation protection. 
b) review the Trust’s CQC Quality & Risk Profile summary and 

note that actions have been identified to address sub-optimal 
scores.  

c) identify any areas requiring further discussion or A&AC scrutiny. 
 

 
 
1. Strategic Context: 
 

1.1 To address the increasing focus on quality improvement, SUHT Trust Board now 
receive a high level quality performance report that reflects the Patient Improvement 
Framework (P.I.F), on a monthly basis. Each month a detailed report of one of the 
three main components (safety, experience, outcomes) of the P.I.F. is presented. 
Alongside these monthly themes sits this quarterly update report on the regulatory 
national and local healthcare governance components. 

 
1.2 This Regulatory Assurance Report and our current initiatives, based around the Darzi 

quality triangle, support the Trust’s performance shadow reporting for Monitor 
Compliance Framework already in place. The report will be subject to ongoing 
development to ensure alignment with existing and emerging initiatives. 

 
2. PPI: 
  

2.1 The Trust receives feedback from patients as to their views about the service 
received, predominantly through surveys, complaints and the PAL Service.  As well 
as the CQC requirements other recent initiatives require providers to place greater 
emphasis on patient and public engagement and patient outcomes. 

 

3. Specific Detail 
 

3.1 This report has developed over the past year and will undergo further adaptation 
during 2010/11.  A review of the programme of current PIF related reports and 
regulatory requirements has been undertaken with a view to streamlining reports, 
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improving the assurance provided to Trust Board and integrating quality development 
throughout these reports and associated committees. This report therefore now 
focuses on a number of regulatory requirements some of which were not included in 
previous reports. The level of regulatory governance activity is not consistent 
throughout the year and therefore the content of this report will vary depending on the 
issues arising during the quarter. 

 
3.2 CQC Quality & Risk Profile - The first wave of Quality & Risk Profiles (QRPs) 

produced by CQC are those relating to NHS Trusts. Trusts will in future be able to 
view their updated profile each month from September 2010.  
 
QRPs focus on the 16 essential standards that most closely relate to quality and 
safety. Our QRP will also be useful to support how we monitor quality internally, by 
identifying areas of lower than average performance and taking action to address 
them where necessary. QRPs will also be an important tool for providers and 
commissioners of services – both to support continuous monitoring of compliance, by 
ensuring that everyone is working from the same information, and to improve how 
care is provided and commissioned.  
 
The SUHT QRP runs to 200 pages and contains: 

• Context information – which includes background information about SUHT. 

• Information about outcomes – this includes risk estimates for the essential 
standards of quality and safety and the data items that underpin the estimates. 

• Contextual risk estimates – these are risk estimates that reflect the types of 
health services provided, the make-up of our local population and the organisational 
context of the Trust. 
September 2010 QRP report headlines: 

• It should be noted that much of the data being used by CQC is not current. 

• SUHT received no high risk (red) rating for any Outcome. 

• The lowest risk ratings (green) are for Outcomes 8, 10, 14 and 16. 

• The highest risk rating (amber )is for Outcome 21 (Records) 
• An overarching summary of the ratings is attached as Appendix B. 

• Negative/positive comments come from surveys, LINks and NHS Choices. 
Proposed next steps 

• Monthly QRP reports to be circulated to Executive and CQC Standard Leads by 
Governance. 

• Executives/Standard Leads to review the QRP assessment and the current data 
they have to say if the Trust  are better or worse than the QRP rating and from where 
that evidence is sourced. Action plans to be developed where required. 

• Monthly reports to then be produced for TEC/Board.  
  

4. Risk Register Ref:  

This report is linked to the Corporate Risk Register Entry: Delivery of Clinical 
Governance Standards Corporate Risk Register No 456. 

5. Summary of performance Quarter 2 2010/11 

Please see the report attached from page 4 for further detail. 

 

6. Financial impact for the Trust 
CQC charge fees for registration under the Health and Social Care Act 2008. This is 
initially an interim scheme, which will last for 12 months from April 2010 to March 
2011. However CQC are currently consulting on proposals to achieve full cost 
recovery by increasing fees to cover actual costs. This would see the annual charge 
for this Trust rise from £65,000 to £115,000. 
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7. Legal Implications:  

The quality and safety of patient care is a fundamental expectation.  There is 
potential for civil claims against the Trust if patients are harmed as a result of the 
care they receive.  There is the possibility of criminal liability where such care is so 
grossly negligent and/or there has been a breach of health and safety legislation or 
compliance with CQC Registration and regulatory compliance. 

8. Conclusion: 

Particular areas to note in this report are: 

• The CQC requirement that the Trust should have initially registered to provide 
assessment or medical treatment for people detained under the Mental Health 
Act 1983 and should therefore complete the registration processes for this 
regulated activity immediately. (Post TEC note - This action is on hold at the 
suggestion of CQC whilst further guidance from them is awaited). 

• CQC compliance assurance Q2 – Appendix A and CQC QRP summary 
Appendix B. 

• Ensuring the action plans for CQC Regulation 15 (Outcome 10) and 
Regulation 14 (Outcome 5) are progressed with a view to completing key 
actions by year end.  

• Ensure continued focus on meeting the milestones for the NHSLA Acute RMS 
assessment.  

• Ensure the action plan/response re the Radioactive substances issue is fed 
back to the Environment Agency.  

 

• Human Tissue Authority Inspection the procurement and testing of human 
tissues and cells – Piam Brown Ward: actions completed. 

 

• Human Tissue Authority Inspection - Wessex Blood and Marrow Transplant 
Unit – successful accreditation. 

 

• PMETB – await most recent report and consider appealing the outcome if 
appropriate. If L3 is not achieved, which is likely, then this criterion of the 
NHSLA RMS accreditation will automatically be failed. 

 

• The need to further develop the new mandatory report for Aggregate Analysis 
and Learning from incidents, complaints and claims and ensure it is 
embedded as soon as possible. TEC have requested Divisions to feedback 
ideas for improvements to the report. 

 

 

 

 

 

 

Regulatory Assurance Performance Summary Quarter 2 2010/11 - overleaf 
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Page Regulatory issues Q2 
2010/11 

Q2 overview Previous 
Quarter 

Quarter 2 
2010/11 

5 CQC compliance with 
the (16) Essential 
Standards of Quality 
and Safety 

To note the change in compliance status since Q1. Action plans 
place and monitoring is ongoing. Standard leads to review the 
new QRP and ensure actions to improve ratings are in place. 
Registration for MH regulated activities to be agreed. 

1R 
2A 
6Y 
7G 

3A 
6Y 
7 G 

6 NHSLA Level 3 Risk 
Management 
Standards  

Trust has L2 compliance currently. Project plan for achieving L3 
in coming year currently on target.  

A A 

7 NHSLA Level 2 
Maternity Risk 
Management 
Standards  

Successful accreditation at L2 during Sept. Action plan for 
addressing gaps and moving forward to L3 assessment in 2012 
being developed. 

G G 

8 Safeguarding 
Vulnerable Adults 

Well embedded systems in place. Further work to be undertaken 
to improve training attendance. 

G A 

10 Patient Discharge & 
Transfer 

As key components of CQC & NHSLA requirements some further 
actions are required to demonstrate full compliance and these are 
detailed in the report. 

A A 

11 Radiotherapy 
accreditation by CHKS 

Recent visit suggests that there are no serious areas of concern; 
but recognition is made regarding the low levels of staffing 
against national recommendations. Action plan underway. 

G G 

12 CPA Microbiology HTA 
Inspection 

Accreditation granted but follow up actions required by November 
2010. The CPA have been sent clearance documentation on the 
3 critical non compliances and several minor non critical non 
compliances. 

A G 

13 Safeguarding Children Significant increase in number and complexity of cases referred 
to team. Unavoidable reduced team capacity in October due to 
team member planned sick leave. Some of the planned CP 
training sessions will be cancelled for this reason. Period of 
significant change in terms of the rapidly changing political, 
legislative and policy landscapes.   

G G 

15   HTA Inspection, 
procurement and 
testing of human 
tissues and cells, Piam 
Brown Ward 

Based on the information provided to the HTA, the additional 
condition on the licence has been deemed met. The condition will 
now be marked on the licence as complied with and will be 
removed from any new licence issued. 

A G 

16 Radioactive 
Substances/Radiation 
Protection 

Action plan to respond to EA concerns regarding examination of 
the conditions of sealed and unsealed registrations and 
authorisations and recruitment of replacement for trainee 
Radiation Protection Clinical Scientist developed. Awaiting 
Medical Director sign off before being sent to EA.. 

A A 

17 Environmental Health 
Inspection 

Recommendations being actioned but EHO still requiring date of 
commencement of actual main kitchen refurbishment project. 
Estates need to action. 

A A 

18 HTA Inspection, 
Wessex Blood &  
Marrow Transplant  

Formal report received following successful inspection. 
Continuation of the licence was granted with advice and guidance 
only: no conditions were placed on the licence. 

G G 

19 PMETB/GMC Current level of accreditation does not meet level required for 
NHSLA assessment. Trust has L1 PMETB and needs L3 to 
comply with this specific criterion. Re-assessment report due 
early 2011 which will determine if further action can be taken to 
improve the rating, however it is felt this is unlikely. 

R R 

20 Claims performance Top 5 (NHSLA coded) claims identified are intra-operative 
problems, delay in diagnosis, failure/delay in treatment, fail to 
recognise complication and inappropriate treatment.  
Increase in number of clinical claims received at beginning of 
year. Backlog of claims closure process - steps taken to improve. 

G G 

22 Aggregate Analysis 
and Learning from 
Complaints, Claims & 
Incident  

Development of the report has not proceeded as quickly as 
planned to meet internal and external compliance. First report 
produced but further work necessary to improve data and clearly 
demonstrate evidence of learning and improvement. 

R R 

30 Appendix A  CQC Compliance   

32 Appendix B CQC Quality & Risk Profile   
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Key Assurance Data and Summary reports  
 

CQC Compliance  
 
Headlines:  
The Trust has been registered unconditionally by CQC for the provision of the regulated activities 
applied for, at the locations cited. However CQC have drawn to the organisation’s attention that the 
Trust must also register to provide ‘assessment or medical treatment for people detained under the 
Mental Health Act 1983’. Further guidance regarding this is currently awaited. 
It should be noted that further guidance and clarification is being produced by CQC as an on-going 
process and assessments of our evidence and assurances, with a particular focus on user experience, 
will need to be maintained. 
CQC will be providing monthly Quality & Risk Profiles (QRP) for each organisation. 
Target: Continual monitoring and scrutiny of ongoing compliance. Improved QRP ratings. 
Progress this period 

• A&AC scrutiny process of Outcomes continued in September with Outcomes 5, 10 and 17. 

• Ongoing evidence collation. 

• CQC advice that the Trust must register to provide mental health services. 
Outcomes this period 

• Quarterly compliance assessment sign off by Standard Leads and Divisions  

• Overall compliance summary developed from the above (Appendix 1) indicating two Outcomes 
at Amber (Outcomes 5 & 10) seven outcomes at Yellow (4, 6, 7, 11, 13, 14, 21) and the 
remaining seven at Green.  

• Risk mitigation plans and action plans in place for Outcomes 5 and 10 

• CQC Quality risk Profile suggesting Outcome 10 to be very low risk and Outcome 21 to be our 
highest risk. Summary overview at Appendix B 

• Registration for mental health services to be completed and submitted subject to CQC guidance. 
Key Risks 
From 1 April 2010, NHS trusts that provide regulated activities must be registered with the Care Quality 
Commission and must show that they are continually compliant with the Essential Standards of Quality 
and Safety across all of their regulated activities, in all locations, in order to continue to provide services. 
The CQC has a range of enforcement powers set out in the Health and Social Care Act 2008 and are 
currently consulting on their latest enforcement guidance. The Trust has only just been made aware that 
CQC require general hospitals sectioning/detaining mental health patients to be registered to provide 
these regulated activities. 
 
This report is linked to a number of identified risks in the Assurance Framework, Corporate and 
Divisional Risk Registers. New risks relating to the mental health service registration and provision are 
currently being evaluated. 
Next Steps 

• Monitor completion of action plans relating to the Standards and in particular Outcome 10 and 
Outcomes 5 (currently Moderate Concerns). 

• Ensure ongoing collation of evidence and monitoring of compliance across the Standards to 
address the Minor Compliance issues (mainly evidence collation). 

• Ensure compliance with the notification requirements within the Standards. 

• Develop Trust’s Statement of Purpose 

• Ongoing collation of evidence in respect of mental health services provision. 

• Ensure any changes in regulated activities, locations etc are notified to Governance and 
onwards to CQC 

• CQC scrutiny meeting to assess in detail progress with Action plans to be held in March. 

• Monthly QRP reports to be circulated to Executive and CQC Standard Leads by Governance. 

• Executives/Standard Leads to review the QRP assessment and the current data they have to 
say if the Trust  are better or worse than the QRP rating and from where that evidence is 
sourced. 

• Reports to then be produced for TEC/Board.  
 

 



 
Page 6  of 32 

 
 

NHSLA Acute Risk Management Standards   
Level 3 Assessment Preparation  
Headlines: 
 
Preparatory work is continuing to ensure readiness for the next NHSLA Acute assessment at Level 3. 
 
Target:  
 
NHSLA re-assessment is required by December 2011. Updated policies related to the 52 core 
requirements will need to be in place by October 2010 to ensure appropriate monitoring evidence is 
available by early autumn 2011. 
 
Progress this period: 
 

• Progress against the Project Plan for achieving Level 3 in 2011 is meeting the majority of 
required deadlines 

• Key NHSLA required policies include the Training Needs Analysis, Education and Learning 
Policy and Induction. These documents have been drafted and are awaiting sign off at the 
September Education Strategy Group. The Incident reporting and management policy and Being 
Open Policies have been signed off by QGSG.. 

 
Outcomes this period 
 

• Priority continues to be given to ensuring key policies related to the NHSLA Risk Management 
Standards are updated and compliant with current NHSLA requirements. 

• The Governance staffing vacancy to support this Project has now been filled. 

• Learning from the Maternity assessment has been shared with the acute services. 

• A scrutiny meeting to assess progress with the project and discuss evidence collation has been 
arranged for the next quarter. 

 
Key Risks 
 

• Some existing Trust policies have weak ‘Monitoring compliance’ sections and these need to be 
strengthened if compliance at Level 3 is to be achieved. This will be achieved through the project 
plan and policy revision. 

• Compliance with NHSLA related policies will need to be audited in the coming year. Failure to 
deliver this work would result in failure to achieve compliance at Level 3. Leads will need to plan 
this into their schedules for next year to mitigate the risk.  

• There is slippage on updating some key policies required for the NHSLA Acute assessment 
preparation (e.g. Complaints Policy and Transfer and Discharge Policies) Leads have been 
advised of the need to finalise their draft Policies and have them  approved by the relevant 
Committees urgently. 

• Failure to achieve NHSLA compliance has a significant financial implication for the Trust 
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NHSLA Risk Management Standards Maternity   
Background 
In response to the high cost and number of obstetric claims and at the request of members, the 
NHSLA introduced separate risk management standards and assessments for maternity 
services in 2003. The CNST Maternity Clinical Risk Management Standards, which are 
endorsed by both the Royal College of Obstetricians and Gynaecologists and the Royal College 
of Midwives. The standards have recently undergone a substantial revision process and are will 
be updated annually. 
 
All the NHSLA Standards are divided into three “levels” one, two and three.  NHS organisations 
which achieve success at level one in the relevant standards receive a 10% discount on their 
CNST and RPST contributions, with discounts of 20% and 30% available to those passing the 
higher levels. The CNST Maternity Standards are also divided into three levels and 
organisations successful at assessment receive a discount of 10%, 20% or 30% from the 
maternity portion of their CNST contribution.  
 
In September 2007 Southampton Maternity service achieved Level 2 compliance and in 
September 2010 the service underwent re-assessment of compliance against the most recent 
NHSLA Maternity CNST standards. In view of significant changes made to the standards and the 
evidence required by NHSLA this will remain as a Level 2 assessment. Achieving a high 
standard of compliance against the NHSLA standards supports the Trust’s and the Maternity 
Service’s ongoing pursuit of improving and sustaining quality and safety within the organisation.   
 
Headlines:  
 

• The Maternity CNST Level 2 was successfully achieved on 9th & 10th September 2010.   

• 46 of the possible 51 criteria were passed (2 criteria were ‘free points’ as they are 
currently pilot criteria). 

• The 4 criterion failed were, Training Needs Analysis, Shoulder Dystocia evidence, Mental 
Health evidence and VTE evidence.  

 
Progress:  
 

• The 20% scheme discount will be applied from October 2010 and the final report will be 
sent shortly. 

 
Next steps 
 
Follow up actions following the assessment and receipt of the final report include: 

1. Work streams for education planning to be set up 
2. Work streams for mental health and VTE to be set up 
3. Wash up meeting to be held for staff involved 

 
Future Plan 
 
The Maternity Services were advised by the assessors that they should allow at least 18 months 
before attempting Level 3.  All Level 1 documents will require modification in terms of monitoring 
at Level 3. 
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Safeguarding Vulnerable Adults 

Aim of Report:  
To outline Safeguarding of vulnerable adults developments and assurances for Quarter 2. 
Overview: This report updates progress in Q2 and provides performance report data (overleaf).  
Progress/Items to note this period: 
 
Southampton Safeguarding Adults Board: Items to note:  

• Process for investigating NHS providers - draft process now agreed by all relevant 
providers.  Being incorporated in new SGA Policy, which is currently under review. . 

• Training and Development – Some SUHT staff now accessing multi-agency training. 
SUHT safeguarding training requirements adjusted in statutory and mandatory training. 
SGA training review underway by Consultant Nurse for OP, and will reflect the 
competencies demonstrated in the Multi agency document. 

 
SUHT Safeguarding Group/Activity 

• New monthly meetings between SIPS team and ADNS/Consultant Nurse for OP 
established in the Q. New process for notifying trust of alerts agreed. Regular reporting 
and updating on SGA alerts raised against SUHT in place. This has resolved previous 
concerns raised about delays in communications.  

• Funding secured for development of SNAP software for SGA alert reporting and new 
database for  
      alerts created.  

• New RCA process being developed for alerts raised against SUHT.  

• Development of a new Safeguarding Care Pathway being considered.  
 
CQC Outcome 7 
Moderate concern re: compliance with this outcome for SGA, based on:  

• Current policy does not yet include internal and external processes for investigating 
alerts raised against SUHT. Several have been received in the Q, as outlined in this 
report. New policy now drafted but not yet approved.  

• Continuing work on raising staff awareness and the need for effective mental capacity 
assessment evident – training review underway and awareness event/literature planned 
for Qs 3 and 4.  

 
CQC Leaning Disabilities Outcomes  

• Levels of compliance reported to QGSG. Some improvements in Q2, but full compliance 
not yet achieved.  

• Detailed LD action plan in place to address.  
 
Outcomes this period: 

• Improvements to processes for reporting, responding to and investigating alerts made, 
creating a more robust system for capturing and disseminating learning.  

• Funding for new system to report and capture SGA alerts secured.  

• Learning disability liaison nurses have commenced and will be advising on SGA issues 
for patients with learning disabilities.  

• Review of SGA policy commenced 

• Review of SGA training Commenced.  
Next steps: 

1. Highlight the need for all SUHT staff to complete E-learning Safeguarding Training and 
E-Learning MCA training. Compliance needs to rise to 75% by the end of Q4. 

2. Continue awareness raising and plan structured event and literature by 31st March 2011.  
3. Plan Safeguarding Adult audit in Q3 and deliver Q4.  
4. Continue delivery of LD Action Plan.  
5. Fully implement new SGA RCA process.  
6. Commence development of SGA care pathway.  
7. Continue strategies to build robust MA working processes with key stakeholders.  
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Vulnerable Adults - Performance and Outcomes this period – April to September 2010/11: 
 

Category Number Date 
Raised 

Ward Status Themes and 
trends 

Learning and Actions 
to date 

Alerts 
Raised by 
SUHT: 

15 
 
 
 
18 
 
 
 
27 

April-  
 
 
 
May  
 
 
 
June 

Div 2 x 14, 
Div 1 x 1 

 
 
Div 1x 2 
Div 2 x 10 
Div 4 x 5 
 
Div 2 x 26 
Div 4 x 1 

N/A Abuse from family 
members – 
physical, financial 
& neglect 
 
Self neglect, abuse 
from family 
member 
community 
acquired PU 
Neglect from 
carers, Community 
acquired PU. 
Sexual abuse 

Review of reporting 
process to support 
identification of alerts 
within the Trust. 
 
Multi agency working to 
improve actions and 
communication. 

PB  
(LD 
Patient) 
 
 

23/2/10 
 
 

 
D7, SG, 
T&O 

Investigated 
and Closed 
6/7/20.  
 
 

JS 
(LD 
Patient) 

13/4/10 D5 
 

Originally 
received as 
a complaint. 
Under 
Investigation 

QB TBC ED/AMU Further 
investigation 
on ED 
aspect 
required 

 
 
 
 
 
Alerts 
Raised 
against 
SUHT Q4 
2009/10 

WC 
Q4 
2009/10 

Feb 10 D8 Investigation 
completed 
and 
complaints 
response 
sent.  

EB 
 

23/4/10 G6 Investigation 
completed – 
Awaiting 
email 
summary 
from SCC to 
close 

MO 
(LD 
Patient) 

Jul 10 Urology and 
D6 

Investigation 
completed. 
Action plan 
to be 
developed. 

 
 
Alerts 
Raised 
Against 
SUHT  April 
2010 to 
August 31

st
 

2010  

MH 
(Agency 
Nurse) 

 09/10 Investigation 
to be 
completed 

Under 
Investigation 

• Inability to 
complete 
mental 
capacity 
assessment 
prior to 
decisions and 
interventions 

• Lack of 
understanding 
of Best Interest 
Decision 
Making 

• Inadequate 
Multi-agency 
liaison 

• Outlying of 
Vulnerable 
Adults 

• Discharge 
liaison and 
communication 
issues with 
other care 
providers 

• Specific action plans 
in place.  

• Briefing at NMG 

• Discussion at VA 
Group 

• Review of training 
and awareness 

• LD Prompt sheet 
developed and in 
use in Medicine 
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Number of 
alerts raised 
for SUHT 
Hospital 
Acquired 
Pressure 
Ulcers to 
June  2010 
 
 

13 
 
Div 1 – 2 
Div 2 – 1 
Div 4 – 8 
 
 
Div 5 –2  
 

  
2 x E5 
1 x CMH 
5 x D4 
1 xG ICU 
1x CICU 
1 x E2 
2 x F9 

 Complex, co 
morbidity client 
group. 
 
 

• To increase 
compliance to 
reporting and the 
recording of 
evidence. 

• Introduction of RCA 
process  

• Pressure Ulcer 
panel to identified 
wards 

DOLS 1) EK 23/8/10 F8 Under 
Investigation 

Confusion over 
legal 
documentation 
requirements.  

Under Investigation 

 

Patient Discharge & Transfer 
Headlines:  
All partner organizations are working together across system to facilitate timely and effective 
discharge and transfer of patients. July 2010 was the implementation of the new Discharge Forms 
and Process across whole system ensuring robust processes to evidence with NHSLA and CQC 
requirements. 
 
Target: National target of 3.5 % SitRep reportable delays with a stretch target of 3%. 
 
Progress this period: 

• Total number of delays reduced initially but this still fluctuates – ongoing work 

• LOS has reduced 

• Trial weekend working in September to inform whole system agreement to 7 day provision to 
provide flexibility and an all option approach to a discharge/transfer. 

• Information Sharing Policy drafted to ensure safe sharing and appropriate sharing of 
information across whole system. 

• Discharge Process work continues in ward clusters establishing EDD’s and familiarity with the 
new forms, including specific training and auditing. A new Discharge Policy is also being 
formulated. 

Outcomes this period: 

• Whole system working from early notification (24-48hrs from admission) to facilitate discharge 
promptly. 

• Transparent data sharing on a daily basis for planning and guidance to understand any blocks 
in the system and addressing these areas proactively (no blame culture). 

• Discharge Bureau has been established a year. 
Key risks: 

• Reduced reportable delays and LOS stay increase. 

• National financial restraints within Health Economy.  

• Discharge and Transfer Policies need updating urgently to meet CQC and NHSLA 
compliance. 

Next Steps 

• Review the full implementation of the agreed discharge forms and process. 

• Continue to demonstrate a reduction in delayed discharges/transfers to meet system agreed 
trajectory of 3.5%.  

• Access to PCT Web by all organizations including the Local Authorities. 

• Continue to review management and admin structure of Discharge Bureau. 

• Whole system solution required for patients during the Continuing Health Care (CHC) 
process. 

• Finalise updating of Discharge and Transfer Policies to meet CQC and NHSLA compliance. 
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CHKS surveillance visit to Radiotherapy (accreditation) 
Background  
 
CHKS ltd are contracted to support the Radiotherapy Department in managing its accreditation 
process. Accreditation (ISO9001:2008) is necessary for a Radiotherapy Department to comply with 
Cancer Peer Review standards. The department began working with CHKS (who are themselves 
accredited to make certification awards against the international standard for quality management 
systems, ISO9001-2008) in September 2009. 
 
Target/Objective: 
 
This visit on September 23rd 2010 is an annual visit to review progress against all quality standards 
during the previous year and assessing compliance and quality improvement 
 
Progress/data for this period: 
 
A full written report of the latest visit has not yet been received.   
Brief verbal feedback indicates that there are no serious areas of concern; but recognition is made 
regarding the low levels of staffing against national recommendations. This compromises some 
areas of service; in particular a full program of audit of internal processes.  
The department was commended on a few activities: 

•  Use of “Towards safer Radiotherapy” codes in incident management 

•  Staff in-house education programme 

•  Induction and Preceptorship for newly qualified radiographers 

•  Skill sharing across radiographic and medical physics staff groups.  
 
Outcomes this period: 
 
Action plans will be put in place to address all issues on receipt of written report. It is likely that 
CHKS will require monthly updates on progress against actions. 

 
 

Key Risks/Hotspots: 
 
The Department will be subject to a national peer review visit in early February 2011. Failure to 
meet peer review standards could result in closure of parts of service or close monitoring by an 
external panel. 
 
 
Next Steps: 

• Develop program for internal audit of processes 

• Develop action plans as necessary following receipt of written report from CHKS 
 

Any issues for escalation: 
 
Staffing levels within radiography and radiotherapy physics already escalated through Quality 
Governance Steering Group and Medical Director. 
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Clinical Pathology Accreditation (CPA) accreditation for 
Microbiology 
Background/Headlines:  

• CPA assesses medical laboratories to the UK standard incorporating ISO 15189 every two 
years.  

• Assessments at SUHT were carried out in June 2010.  

• Currently the laboratory has conditional accreditation until 1/11/2010 and needs to clear the 
critical non compliances before this date.   

• The laboratory then has a further 12 months to clear the non critical non compliances. 
 
Target/Objective: 

• Full compliance with all CPA standards and maintenance of accredited status in all 
laboratories. 

 
Progress for this period: 

• Action plans developed following the Health Protection Agency (Microbiology) full 
assessment June 23rd and 24th June 2010. 

 
Outcomes this period: 

Following the assessment 3 critical non compliances were highlighted in the feedback session – 
in summary these were: 

• Availability of medical staff for medical advice 

• Insufficient virology consultant resource 

• Transport of pathology samples from GP’s 
     These were confirmed in the final report. 
 
The CPA have been sent clearance documentation on the 3 critical non compliances and the 
laboratory is awaiting feedback from CPA. 
 
Other minor non critical non compliances were also highlighted and CPA have been sent clearance 
documentation on a significant number of these.  An action plan has been developed to address 
these issues. 

 
Key Risks/Hotspots: 

• User survey highlighted dissatisfaction with medical response times. The laboratory will 
dispute this finding but have introduced a more streamlined access system. 

• User survey also showed some dissatisfaction with collection of samples from GP surgeries.  
This is a pathology wide issue. 

 
Next Steps: 

• Achievement of the action plan, through identified individuals and timescales.  

• Action plan to be monitored by the laboratory quality management group 
 

Any issues for escalation: 

• Transport of pathology samples from GP’s 
 

Deadline for completing actions/responding to assessment:  
November 2010 
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Child Protection/Safeguarding Children 
Background: 
Organisations and individuals must work together to safeguard and promote the welfare of children 
0-18 years in accordance with the Children Act 1989, the Children Act 2004 and national statutory 
guidance Working Together 2010.  All organisations and individuals must ensure that all children in 
their care have the opportunity to achieve their full potential and in particular protect them from 
abuse and neglect within the context of the 5 outcomes that are key to children and young people's 
well-being: 

• stay safe 

• be healthy 

• enjoy and achieve 

• make a positive contribution and 

• achieve economic well-being. 
Headlines:  

• Total number of cases dealt with by team, 1 July to 30 September 2010 was: 
Child protection cases = 128 
Child-in need cases = 198 
Case management = 696 e.g. CP Strategy meetings, Case Conferences, police and court 
work, chronologies, SCRs/IMRs, reports, complaints, child deaths, staff issues, background 
checks. 

• CP training provided by the CP Team in the last three months = 4 Professional Study Days, 4 
Topic Specific half days, 6 two-hour Awareness sessions and 1 one-hour Basic Awareness and 
a one-hour special training session for Researchers taking part in a Hearing Research Project. 

• Lessons arising/learned e.g. increased awareness of the importance of data gathering on 
fathers/ partners and child protection/safeguarding risk factors across the disciplines. 

• National and local feedback/updates from new coalition government and LSCB. 

• Development of service. 

• Issues arising/potential issues. 
Target/Objective: 

• To ensure continued effective strategic and operational systems are in place to identify, report 
and action core child protection and safeguarding issues in compliance with legislation and 
guidance. 

• To ensure all cases are dealt with in a child-centred way with appropriate, effective care, 
treatment and support to children 0-18 years who are suffering from or likely to suffer actual or 
suspected abuse or neglect in order to optimise the outcomes for these children. 

• Ensure lessons learnt are disseminated throughout the organisation via the appropriate senior 
managers/governance groups and training and embedded as best practice.  

• To ensure implementation of emerging CP/Safeguarding policies/procedures/guidance and any 
new legislation etc from new coalition government, from Eileen Munroe national review and 
from LSCB.  To continue 100% attendance at LSCB. 

• To facilitate a multi-disciplinary review of the Restraint of Children Policy by December 2010 
and identify a lead for the non-CP/safeguarding areas of the policy. 

• Await report of SUHT CP/Safeguarding Commissioning Review and implement any actions 
identified.  

• To update SUHT CP/Safeguarding Procedures by December 2010. 

• To brief senior teams and appropriate multi-agency colleagues re expected reduced team 
capacity for October 2010 due to a member of the CP Team being on planned sick leave.  
Develop appropriate risk mitigation plan and alerts. 
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Progress/data for this period: 

• Team provided casework support, supervision and management on all cases referred, working 
in partnership with multi-agency colleagues, e.g. Social Services, Police, etc, and within 
statutory timeframes. 

• Lessons learned incorporated into CP training and disseminated via appropriate governance 
groups/senior teams.  Incorporated into SUHT CP/Safeguarding Strategic Committee 
agenda/action plan.  Data gathering on CP/safeguarding risk factors work in progress by PAH to 
incorporate into antenatal and maternity documentation. 

• Audit of CP training provision completed and disseminated via governance groups and training. 

• Review of training provision, e.g. course content, duration, frequency, target audiences, etc., 
also completed and reports being disseminated via governance groups currently.  All SUHT 
CP/Safeguarding training courses continue to be open to multi-agency partners and now part of 
LSCB multi-agency training programme with good uptake and feedback evaluations. 

• New Working Together 2010 published in March.  Information updates completed via 
dissemination to QGSG, Division C Governance Group, SUHT CP/Safeguarding Strategic 
Committee and CP training courses.  Scoping of buy-in of individual copies of document for 
distribution across the Trust completed.  Hard copies of Working Together document being 
delivered Trust-wide currently. 

• Commissioning Review of SUHT CP/Safeguarding team completed by L. Voss.  Report due late 
September 2010 to inform service development. 

• Briefing paper to appropriate senior teams/staff re expected reduced capacity in October 2010 
being developed. 

Outcomes this period: 

Output → outcome → benefit. 

• Re cases.  All of the cases referred to the team had thorough multi-agency assessments 
undertaken on each child and his/her family circumstances to ensure the outcomes for the 
child/children were maximised within the CP/Safeguarding context. 

• Increased awareness Trust-wide as a result of increased numbers of staff accessing 
CP/safeguarding training.  Clear increase in number of appropriate referrals to team, correlated 
to training and earlier identification of/and intervention with actual and potential abuse. 

• Action plan from Audit of CP Training Provision and Effectiveness developed, i.e. develop and 
deliver additional one-hour training sessions to further improve quality of staff documentation in 
CP cases. 

• Action plan from Review of CP training frequency, duration, content, i.e. proposal paper to Trust 
to target more of the resource at staff working predominantly with children and reduce 
frequency to those with no or limited contact with children.  Staff to be encouraged to attend 
Topic Specific child protection training. 

Key Risks/Hotspots: 

• Significant increase in number and complexity of cases referred to team.   

• Period of significant change in terms of the rapidly changing political, legislative and policy 
landscapes.  Rapid response will be required to emerging guidance and legislation once Eileen 
Munroe Review Report is published in 2011. 

Next Steps: 

• Achieve objectives above. 

• Await outcome of commissioning review and implement any actions identified. 
Any issues for escalation: 

• Briefing paper to raise awareness and develop risk mitigation plan around the unavoidable 
reduced team capacity in October 2010 because of team member planned sick leave. 

• Some of the planned CP training sessions will be cancelled for the same reason. 
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HTA Inspection  - Piam Brown Ward – Procurement of Stem cells   
Background:  
The Human Tissue Authority (HTA) was set up to regulate the removal, storage and disposal of 
human bodies, organs and tissue for a number of scheduled purposes such as research, 
transplantation, education, training and public display. 
On 5th July 2007 the HTA (Quality and Safety for Human Application) Regulations 2007 (the 
Regulations) came into force. Under the regulations the HTA regulates and licences the 
procurement, testing, processing, storage, distribution, import and export of tissues or cells 
intended for human application.  
Piam Brown Ward are involved in the process of the procurement of stem cells and as such by law 
require an HTA licence for the Procurement of Stem Cells. An inspection took place on 3rd February 
2010 and the report refers to activities carried out on Piam Brown Ward for the procurement of stem 
cells, autologous use only. The following were inspected: 
Consent Process; Governance and Quality; Quality Management and Audit;  Staff qualification and 
training; management of records; Donor selection; Traceability; SAE reporting; Risk assessment of 
practice and process; Environmental controls; Equipment maintenance. 
 
Target/Objective: 
Successful accreditation with the HTA 

Issues from this visit: 
Successful accreditation was achieved. The HTA made a judgement that the DI, Licence Holders, 
premises and practice are all fit for purpose and the required activities are able to take place under 
the licence.  
 
However conditions on the licence were as outlined below: 
By 31 August 2010, the Designated Individual (DI) shall review and improve the current Quality 
Management System (QMS) to ensure a complete and cohesive documented QMS is in place with 
regard to the licensable activities. The DI will ensure that the QMS is compliant with paragraph 21 
of HTA Directions 001/2006. A Quality Manual will be put in place to ensure staff working under the 
licence know how to use the QMS in an appropriate and consistent manner.  
The review of the existing QMS will include, but not be limited to: 

• a review of current SOPs and policies to ensure that documents are up to date and 
appropriately reviewed and controlled 

• ensuring that all practices and processes carried out under the license are documented in 
SOPs that are up to date and appropriately reviewed and controlled 

• a review of all current elements of the existing QMS to identify gaps and non-compliances 
with the HTA’s standards, with appropriate changes undertaken to bring the QMS into 
compliance. 

In addition to the above, 11 points of advice and guidance to the DI were noted by the HTA. 
 
Outcomes for this period/t: 

• Based on the information provided to the HTA, the additional condition on the licence has 
been deemed met by the HTA Regulation Directorate. The condition will now be marked on 
the licence as complied with and will be removed from any new licence issued. 
. 

 
Key Risks/Hotspots/Actions: 

• None at present 
 
Next Steps: 
 
Date of next Inspection/Accreditation/Revisit: Not yet confirmed. 
Any issues for escalation: None 
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Radiation protection  

 
Headlines:  

• Staffing levels in the Radiation Protection group and the Radiotherapy Physics group 
continue to be a problem; the trainee Radiation Protection Clinical Scientist left during this 
quarter. Post has been advertised but no qualified Clinical Scientists applied; we will have to 
start again with new trainee. 

• This risk has been escalated to Trust Board. 

• The Trust still does not have an on-site Medical Physics Expert (MPE) for Radiology.  
 
Target:  

• Full compliance with Radioactive Substances Act 1993 requirements. 

• Substantive appointment of Medical Physics Expert (MPE) for Radiology. 
 

Progress this period 

• An action plan to address the 13 areas identified by the Environment Agency for 
improvements is being produced. 

• The MPE post job description has been modified and will be advertised for the 10th time in 
October; a 10% recruitment and retention premium has been added to this post. 

 
Outcomes this period 

• The risk register has been reviewed to ensure all improvement areas are included and risks 
are escalated as necessary.  

• Meetings of divisional radiation governance leads to discuss impact of radiation related risks 
(including equipment) have commenced. 

• A contract with St George’s Hospital, London, to provide the legal minimum of MPE services, 
has been renewed. 

 
Key Risks 

• Criminal prosecution by Environment Agency. Following their July 2009 inspection the 
inspector stated that he is "concerned at the number of staff at present working in this area" 
and "The Trust must ensure that there are adequate resources to maintain compliance at all 
times". Following the December 2009 inspection the inspector stated that “there has been 
insufficient resource provided”; staffing levels are now worse than Dec 09. 

• The staff have to directly support clinical services to meet government targets and to provide 
the indirect support of maintaining compliance with the regulatory requirements. There is a 
national shortage of qualified staff; recruitment is very difficult, we have lost a number of 
experienced staff and recently three trainees have resigned to continue their training 
elsewhere. Risk register numbers 44 and 60. 

• Non-compliance with CQC, HSE & EA requirements. 

• Lack of staff to provide cover during absences and update procedural documents. 
 

Next Steps 

• The Trust have yet to examine the conditions of our sealed and unsealed registrations and 
authorisations to ensure that procedures are in place to ensure compliance.  

• Complete the action plan for compliance with EA requirements. 

• Recruit replacement for trainee Radiation Protection Clinical Scientist. 
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Environmental Health Officer planned re-Visit to Medirest Catering 
Background: 
Local authorities are responsible for enforcing food hygiene laws. To do this enforcement officers 
visit premises to inspect them. When they think it is necessary, officers can take ‘enforcement 
action’ to protect the public. This can include: 

• taking samples of food 

• inspecting records 

• writing you a letter asking for problems to be put right 

• serving a formal legal notice that sets out certain things that must be done, or forbids 
organisations from using certain processes, premises or equipment 

• recommending a prosecution in serious cases 
Headlines:  

• On the 21st June 2010 the Local EHO revisited site to review the actions recommended as a 
result of a visit dated the 27th April 2010, from which a formal report was received on 5/5/10. 
Ref: FS/GD/JW in relation to Steamplicity processes. 

 
Target/Objective: 

• Satisfactory outcome of revisit to check compliance.  
 

Actions required: 
Minor actions recommended from the 27/4/10 visit have been completed, with the exception of: 

1) Calibration of main computerised temperature recording system in the main kitchen 
2) Potential contamination in picking area due to debris and food being picked in open area. 

Area needs to be sealed off from elements and within a chilled environment. Chilled 
Walkway project to be commenced in conjunction with working with the SUHT in relation to 
power supply being provided for the project. Within refurbishment to commence 04/06/2010. 

3) F5 pantry ventilation system broken (Reported job number: 112347) 
4) Report at cuisine centre for food storage testing required 
5) EHO still requiring date of commencement of actual main kitchen refurbishment project. 

 
Outcomes this period: 

1) A quotation has been obtained and agreed and is currently awaiting Compass supplier 
agreement so that the supplier/ contractor can be used to carry out works. 

2) This work was completed on 2nd July 2010 
3) This work has  been completed 
4) This work was completed on 7th June 2010 
5) On going discussions with SUHT on refurbishment program being started, no start date 

has been confirmed. 
 

• Completion of majority of recommendations 

• Plans in place to address outstanding action, as in 1) above. 
 

Key Risks/Hotspots: 

• Failure to inform EHO of date refurbishment project will commence, as currently no date has 
been agreed.  

• Delay in commencement may also have implications for other projects. 
 

Next Steps:  

• Ensure actions above completed and monitor ongoing compliance 
 

Any issues for escalation: 

• Ensure refurbishment project proceeds as planned. 
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HTA Inspection Wessex Blood and Marrow Transplant Unit Cell 
Collection Facility (Apheresis Unit): 
Headlines/Background: 
The HTA provides a statutory framework for the regulation of cell collection facilities and inspects 
and licenses these facilities.  
The WBMTU Cell Collection Facility is a licensed facility under the auspices of the HTA, for the 
procurement and testing of tissues and cells for human application: (Licensing number 22526). This 
facility underwent a second stage (on-site) inspection on 15th June 2010. This report refers to the 
outcome of that inspection.  
Target/Objective: 
Maintenance of WBMTU Cell Collection Facility licence to procure stem cells for the Wessex Blood 
and Marrow Transplant Programme. 

Issues for this period/visit: 
The on site inspection by the HTA took place on 15th June 2010. 
During the inspection, the HTA made judgments about the suitability of the Designated Individual, the 
Licence Holder, the premises and the practices taking place under the licence. 
Outcomes for this period/visit: 
Dr Deborah Richardson was judged to be suitable for the role of DI (Consultant Haematologist at 
Southampton General Hospital and is the Medical Director for the Collection Facility). 
The person designated (PD) on the licence is Mr David Hutchins (Lead Apheresis Nurse).  
The licence holder is the corporate body, Southampton University Hospitals NHS Trust and is 
considered suitable. The corporate licence holder contact is Dr Michael Marsh who is the Medical 
Director. The premises and facilities are suitable for the licensed activities taking place. 
Continuation of the licence was granted with advice and guidance only: no conditions were 
placed on the licence 
The HTA offered five pieces of advice and guidance regarding compliance with regulation and the 
necessary actions for compliance with these are being undertaken. 

They also noted some areas of commendation. 
Key Risks/Hotspots/Actions: 

• Failure to continue to comply with HTA standards and regulations could compromise the 
maintenance of the WBMTU licence to procure cells for the Wessex BMT programme 
(WBMTU) and could jeopardise the continued operation of this transplant service.  

• It should be noted that changes to the premises and facilities or relevant practices of the 
licensed facility (WBMTU Cell Collection Facility), will need to be notified by the DI (or 
Corporate Licence Holder contact) to the HTA and may require further assessment including 
inspection, to determine their suitability and may affect the standing of the licence.  

• Lack of Data Manager at appropriate level in post for the WBMTU (see below). 

Next Steps:  
To complete the actions arising from the HTA’s advice, as outlined below: 
1) Copies of consent forms - In order to meet this standard it will be necessary for a photocopier to 
be purchased to be located in the WBMTU Cell Collection Facility. 
2) Training on consent - WBMTU is undertaking changes in training to meet this A&G.  
3) Requirements for a TPA - The DI has approached Peter Hawtin (HPA) and requested changes to 
the relevant TPA; this is underway. 
4) Audit of patient records- The audit programme of the unit is being reviewed to accommodate this 
A&G. It should be noted that the lack of a Data Manager in post for the WBMTU is compromising 
the ability of the unit to conduct the necessary complex audits required. 
5) Implementation of an on-going system of independent audits - The DI will contact an appropriate 
institution and ensure that external audit is conducted to meet this A&G  
Dr D S Richardson 
Medical Director & Designated Individual 
Wessex Blood and Marrow Transplant Unit Cell Collection Facility 
 
Date of next Inspection/Accreditation/Revisit: 
Any issues for escalation: 
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PMETB/GMC Report  
Background/Headlines:  
The PMETB educational report is now known as the GMC report and covers the performance of 
each area of postgraduate medical education against preset quality standards. It is formed from self 
declarations by the specialities, plus the views of the Director of Medical Education based on 
feedback from trainees and other sources collected over the preceding months, or investigations 
and department visits if they became required. 
 
The current level of accreditation (Level 1) does not meet level required for NHSLA L3 assessment 
in 2011. The Trust currently needs L3 to comply. NHSLA assessor advises it may be worth 
appealing any adverse decision. However an appeal is not felt to be appropriate until this year’s 
reports are generated. 
 
Target/Objective: 
To improve our current rating to at least PMETB Level 2 or possibly 3. 

Progress/data for this period: 
The Trust report is submitted by the DME to the Deanery each July or August but the Deanery have 
to triangulate this with other reports from the Heads of School. They submit a report to the GMC in 
Nov/Dec. It is triangulated then with the annual Trainee and Trainer survey which is not yet 
available.  
 
Once we are informed of our latest rating (probably early in 2011) we have the opportunity to 
appeal if we believe the rating is inaccurate. The data from the last grading (Level 1) is now over 18 
months old.  
 
Outcomes this period: 
We are still experiencing problems in several key areas which are always being actively addressed. 
Main areas of concern are paediatrics, obstetrics and gynaecology, microbiology, general surgery, 
haematology and maxillofacial surgery. There are many reasons for issues in these areas which 
are detailed in the reports but many are down to work intensity and lack or resources, both in 
supervision, support and estates. Deanery visits have taken place. There are no scheduled GMC 
visits; they visit the Deanery who quality assure the process on their behalf. The GMC do not come 
to the Trust except to understand the Deanery’s own processes. SUHT were visited in this context 
during 2009.  
 
Key Risks/Hotspots: 
Failure to achieve this criterion in the NHSLA Risk Management Standards assessment due to a 
low PMETB rating. 
 
Next Steps: 
Await the Deanery annual report and the Trainee/trainer survey reports (Nov/Dec 2010). Should our 
rating felt to be inaccurate a structured appeal against any issues addressed could then be offered.  
 
Any issues for escalation: 
Trust support is essential to address the issues in the areas noted above. There are educational 
leads and clinical leads aware of the issues and work is in progress. Revisits to microbiology, 
surgery and obstetrics and gynaecology should be expected over the next three months. 
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Claims Report 
Background:  
The following review and data reflects the work flow of claims activity for the second quarter.  It 
identifies both qualitative and quantative activity and identifies lessons learned and actions taken.  
It should be noted that where concerns have been identified prior to the notification of claim any 
significant events are likely to have been investigated in advance of the claim notification by way of 
the incident reporting process or complaints process.   
 
Currently the national picture reflects SUHT activity in relation to claims by speciality.  The 
assessment of cause held on our own data system indicate that our top 5 (NHSLA coded) claims 
identified are intra-operative problems, delay in diagnosis, failure/delay in treatment, fail to 
recognise complication and inappropriate treatment. 
 
The report also provides the Board with assurance that both statutory and mandatory procedures 
for the handling of all claims is undertaken and maintained to an acceptable standard. 

Target/Objective:  

• In April 2010 the NHS Litigation Authority announced a new initiative to ensure that lessons 
are being learned from claims by way of introducing Risk Management Reports (making 
recommendations) where claims exceed £50k and are handled by nominated solicitors.  
These RMR produced by the nominated solicitor will form the basis of an annual report 
produced by the NHSLA.  The Trust will be expected to respond formally to the annual report.  

• To meet key performance targets 

• To ensure learning and improvement as a result of claims 
Issues for this period: 

*please note Proceedings/Liability admitted/Repudiated/Damages/Other figures only relate to 

those cases referred to the NHSLA. All other remaining cases are pre-action / disclosure stage and 
have not yet been reported to the NHSLA.  

Claims identified in bold were/are investigated as “red” events dates in () rep month/year of event 

 

Quarter 2 Total No. 
Claims 

Total Ref to  
the NHSLA 

Proceedings 
issue/served 

Damages  
Agreed 

letter of 
claim/resp 

other 

Clinical claims 301 82 8 25 23 26 

Quarter 3 Total 
No. 
Claims 

Total 
Ref to 
NHSLA 

Registered/
Litigated 

Liability 
Admitted 

Repudiated/
disputed 

Damages other 

Non Clinical  46 34 7 5 3 7 12 

Quarter 2 Qtr 1 
claim 
totals 

Qtr 2 
Clinical 

Qtr 2 
non-
clinical 

Cause and incident date for Q2  

Division A 
 

8 10 0 fail/delay in diagnosis (3)  1.3.07, 5.2.10, 6.8.10. intra-
operative (2) 15.4.10, 23.12.08. injury to ankle (1) 
5.3.10. non specific (3)13.4.10, no date, 1.10.8. 
medication error (1) 5.5.10.  

Division B 
 

4 3 0 unexpected death (1) 20.7.9. fail/delay in diagnosis (1) 
1.8.09. Slip/fall (1) 18.7.10. 

Division C 
 

6 4 0 foreign body insitu (1) 20.11.9. slip/fall (1) 7.1.10. 
inappropriate treatment (1) 1.6.9. Intubation problem 
(1) 21.2.10. 

Division D 
 

4 8 1 fail/delay in treatment (1) 10.12.8. inapprop treatment 
(2) 13.10.8, 1.11.9. informed consent (1) 6.2.10. intra 
operative (2) 1.6.10, 23.10.8. fail/delay in diagnosis (1) 
1.5.9. Fail to warn (1) 17.5.7.delay in treatment (1) 
11.11.07. 

No details 0 0 0  

Total 24 25 1  
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Monitoring Performance/Compliance (Claims Handling both statutory and mandatory 
requirements). 
 
Action Comment/recommendation Compliance 

Acknowledgement of letters before 
action (within 14 days) 

For all newly reported cases this quarter 
acknowledgements were all within the stipulated 
timeframe 

Yes 

Acknowledgement of letters of 
claim (within 14 days) 

For all newly reported letters of claim this quarter 
all were acknowledged within the stipulated 
timeframe 

Yes 

Report of letters of claim to NHSLA 
(within 1 day) 

For all newly reported letters of claim to the 
NHSLA – we failed to report (2) – our 
procedures have been tightened to ensure 
compliance all newly reported letters of claim are 
now faxed on day of receipt direct to the NHSLA.  

Partial 

Preliminary analysis (within 40 
days) 

For all recorded preliminary analysis we have 
complied with the stipulated timeframe. 

Yes 

Disclosure of medical records 
(within 40 days of receipt of 
payment) 

The disclosure of medical records were all made 
within the statutory timeframe of 40 days. 

Yes 

Outcome reports complete Outcome reports are completed within 6 weeks 
of notification. There is a backlog of outcome 
forms. Regular file closure sessions every week 
in place to assist in reduction of backlog. Risk 
identified on risk register. 

Partial 

 

 
Outcomes for this period: 
 

• Since April - 3 NHSLA Risk Management Reports received and actioned/completed 

• Claim process management achieved to an acceptable standard 

• Closer links with Divisions regarding claims activity 

• Work underway with the IT team to present more meaningful data by way of mapping the 
data to promote aggregate learning and analysis  

 
 
Key Risks/Hotspots/Actions: 
 

• Increase in number of clinical claims received at beginning of year 

• Backlog of claims closure process - steps taken to improve 

• Implementation of new process in light of NHSLA claims learning initiative 
 
 
Next Steps: 

• To continue to monitor and assurance compliance with claims handling statutory and 
mandatory requirements 

• To continue links with Divisions by way of bi-monthly claims review ensuring issues 
identified at the earliest opportunity 

• To ensure NHSLA Risk Management Reports are escalated appropriately with in the 
division and Trust wide where appropriate 

 
 
Date of next Inspection/Accreditation/Revisit/Report:  
Annual Risk Management Report from NHSLA expected 2011 
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Aggregate analysis and learning from incidents, complaints 
and claims report. 
Background/Headlines:  
Recommendations from the Care Quality Commission (CQC) support the 
requirements to have an aggregated approach to the analysis of incidents, 
complaints and claims and for this analysis to trigger audit where appropriate. This 
report is also designed to ensure compliance with the requirements of the National 
Health Service Litigation Authority (NHSLA) Risk Management Standards. However, 
the ultimate aim is to reduce the risk of harm to patients, staff and other users of 
Trust premises through improving the safety and quality of services and the 
environment. 
This first report is very much a conceptual one produced in a very short time in order 
to ensure compliance with Trust policy. It therefore does not contain the textual 
information which will be linked to the graphs used in the report. The report will 
therefore need considerable improvement and development over the next few 
quarters. 
 
Target/Objective: 

• To ensure that there is a systematic approach to the analysis of incidents, 
complaints and claims on an aggregated basis and that safety and 
experience lessons are learned and shared widely and lead to improvements 
in practice.  

• To comply with the Trust Policy for Aggregate analysis and learning from 
incidents, complaints and claims reporting. 

• To produce an Aggregate quarterly report, this will form a regular part of the 
Regulatory Assurance report. 

 
Data for this period: 
This is the first report of this kind and as such it still very much under development 
whilst systems are strengthened to enable more robust data and processes to be 
embedded. 
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1. Analysis of Aggregated Information 
This section identifies the % of users experiencing an issue (for the purpose of this report an 
issue is an incident, complaint, PALS concern or a claim). 

2.1 Two year comparison of issues  

2 Year Comparison
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The total number of incidents reported has remained reasonably constant over the period in 
question although it has not increased in line with the target of 25% increase p.a. 
From the point of view of Incidents there does not seem to be any significant correlation 
between incident activity and other data trends. 
 
2.2 Percentage of Users Experiencing an Issue 
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Whilst the total number of incidents reported has remained reasonably constant over the period 
in question there is an observable peak in % of users at the same time (March 2010) as a peak 
in the total number. This may suggest that there is a small correlation between activity 
(workload) and issues although it is unlikely to be statistically significant 
 
2.3 YTD Report showing Figures of use in aggregation 

 

 
 
. 

 
2.4 Top 5 Themes per Divison 
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Key themes: 
All aspects of clinical treatment 
Communication to patients – written and oral 
Admission, discharge and transfer arrangements 
Personal records 
Appointment – delay or cancellation - OPD 

 
Observation 
The significant observation from this chart is that the majority of the current  incident data has 
been coded as “Not recorded” or “Other”. Equally the classification of “All Aspects of Clinical 
Treatment” is too high level to identify Root Causes or relevant Organisational Learning. 
Another observation is that “Communication” and “Admission/Discharge and Transfer” 
categories are non specific and do not correlate well with other reporting. The priority for the 
next phase of reporting needs to identify the priority Corporate Themes from the Integrated 

Division

Customer 

Services
Incident Litigation PALS

Number 

of Users

% of Users Experiencing 

an issue

Division A 57 923 21 59 55105 1.92%

Division B 109 1040 8 107 98462 1.28%

Division C 59 941 9 21 69680 1.48%

Division D 101 651 18 138 64451 1.41%

Count 326 3555 56 325 287698 1.48%
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Safety Strategy and from each of the individual modules (incidents, claims and customer 
services) in order that the different datasets can be reported against these themes. 

 
2.5 Top 5 Themes by Issue 
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As discussed above (section 2.4) the current classification scheme is too broad to meet the 
NHSLA requirements for aggregated reporting. The category of “All Aspects of Clinical 
Treatment” for example identifies that over 4,000 individual incidents were reported covering 
between 30 and 100 clinical codes. Equally these codes relate to the incident type rather than 
the resultant organisational learning. 
 
The next phase of the review intends to use a more specific coding system to focus on core 
themes and further work needs to follow to analyse and report the resultant organisational 
learning. 
 

 
2.6 Top Themes in common 
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As noted in sections 2.4 and 2.5 2 of the top 3 common themes are “Not recorded” and “Other” 
whilst other themes are too non specific to provide useful analysis. This will be addressed in 
future phases of the Aggregated Reporting project. 
 

2.7 % Litigation Claims Linked with a Customer Service Case or an 
Incident  

 
 
2.8 % Litigation Claims with links ( to a Customer Service Case or 
an Incident) 
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Outcomes this period: Action and learning  
 
Future reports will contain details of the learning and improvement resulting from incidents, 
complaints and claims. However for this initial report only the claims data is available. 
  
Claims Analysis – please note this pre-dates the Divisional structure changes. 
Claim Actions/lessons learned 

Division A   
Claimant suffered from longstanding neurological problem 
with shortening of the Achilles tendon and in spite of 
previous surgery could not walk with her heel on the floor. 
Referred to T&O and agreed to undergo gastrocnemious 
sliding and left foot osteotomy which was performed on 
2nd February 2006. Adverse outcome in that the claimant 
required two further operations and was left with an 
elevated big toe on the left, shortening of her left foot and 
chronic regional pain syndrome.  

The surgeon confirmed that at the time he undertook surgery 
on the claimant he had not performed many such 
osteotomies. Having recognised the approach he adopted in 
the claimant's case led to a poor outcome, he has since 
modified his technique. Since doing so he has never 
encountered the same difficulty again. High value estimate 
£250k. 
 

Claimant underwent gastric bypass privately at Spire 
Hospital on 15 May 2009. Admitted to AMU on 28 May 
2009 with SOB and pain in back. Provisional diagnosis 
was PE. Subsequent CT scan showed active bleeding 
from the anastomosis with no evidence of PE. Underwent 
small bowel resection due to bleeding. Discharged home 
on 9 June 2009. Admiited again via ED on 20 June 2009 
with SOB and chest discomfort. CT scan confirmed 
presence of PE. Decided to treat with Heparin and 
observe closely for haemorrhage. Nursed on AMU. 
Sudden deterioration in the evening. Cardiac arrest call at 
18:35. Resuscitation attempted but unsuccessful. Patient 
died at 19:35 hours. 

Fully investigated in accordance with Trust policy and RCA 
report produced. Action plan under review with Divisional 
Governance Manager.  

Division B   
Request made by insurance company for report on death 
of patient. Patient had suffered a number of falls and the 
insurers wanted to know if there was a link with the death 
and the falls. 

Care Group asked to review the patients admission, 
confirmed by consultant patient death not linked to falls. 
Following review it was noted that there were failures to 
record observations, undertake neurological observations 
and that we failed to complete an incident form for one of the 
falls. This case has been discussed at the local governance 
group and staff will be reminded regarding the need to 
ensure all care given is documented and that incident forms 
are completed appropriately. 

Extravasation Injuries On review of new claims notified we now have 3 registered 
claims following extravasation injury – on discussion with the 
complaints team there is a significant event review underway 
identifying a possible 4th claim. This has been highlighted to 
the Divisional Governance Manager. 

Risk Report (NHSLA) 2324 
Patient admitted patient attended the ED on the 1 
December 2006 following an acute period of collapse at 
home. The patient alleges that staff failed to assess the 
urgency of the condition on arrival and delayed in 
providing the necessary medical assessment to diagnose 
an extra-dural haematoma.  This has left the patient with 
severe neurological deficit.  It is alleged that with prompt 
treatment this would have lessened the neurological 
damage caused by the underlying haematoma. 
 

Risk Management Issues Identified by solicitor: 
Patient alleged lower limb numbness was reported to 
medical staff not recorded in MR; in this case if patient 
evidence regarding limb numbness is accepted then a higher 
triage category should have been provided with assessment 
with a senior medical member of staff within 10 mins of 
arrival.  
 
The patient was not seen within the 1 hour guideline for 
urgent assessment but was seen within 2 hours. 
 
It is alleged the department failed to heed complaints from 
the patient's parents regarding deteriorating symptoms and 
delay in treatment. Action  
Recommended.  

1. Triage categories are stated to be an "aspiration" 
rather than a reality in most emergency 
departments. A delay of 2 hours is not criticised by 
the defence expert provided there was no 
complaint of lower limb pain.   

2. Whilst presentation of LL pain in a young (11 year 
old) patient is rare, it would be helpful if important 
signs, which are excluded are also recorded within 
the notes.  

3. The pain score should have been completed on 
arrival at 30 minutes and at 45 minutes as set out 
on the triage form. 

Reported to Care Group Governance lead for 
action/response, taken to Governance Group 27 August 
2010. 
  
Response. 
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1. The ED use Manchester Triage System checklist, 
which is fully recognised. The review of this case 
confirms the case status was correct and therefore 
patient seen appropriately. 

2. The case was reviewed at the ED Governance 
Group and issue of accurate recording reiterated. 

3. Pain scoring is an acknowledged risk within the 
department and an audit is being carried out to 
look at pain score on arrival and on going through 
out the stay.  This forms part of the ED Audit 
programme, which is monitored by the Trust 
Clinical Effectiveness and Outcome Steering 
Group. Issue last discussed 27 July 2010. 
Actions/Recommendations complete with on-
going audit.  

Allegations relate to the failure of staff to hand over 
appropriately and to ensure all measures taken as patient 
at high risk of falling. Patient admitted to AMU and then to 
ward G5, medical records confirm patient at high risk of 
falls, together with that of noted family concerns regarding 
falls.   Hand over and SIRFIT documentation found to be 
incomplete and unable to confirm verbal hand over given. 
Patient suffered a fall with subsequent fracture. 

Division have undertaken a full review of this case and 
implemented a number of changes since the occurrence.  
This matter was also subject of a complaint. The subject 
matter was raised at the AMU “top tips” session and a 
monthly audit of SURFIT proforma has resulted in good 
feedback.  This also links with the DOH initiative Turnaround 
Project (SUHT pilot site) for falls reduction and pressure 
tools. This case will be discussed at the Divisional 
Governance Group meeting. 

Division C 
Women and Children 

 

Transferred in from Derriford Hospital and diagnosed with 
inoperable obliterative pulmonary venous obstruction. On 
PICU to wean off ventilator to allow parents to take her 
home for palliative care. On 9th May 09 had replacement 
arterial line inserted. On 10th May 09 cannula site 
checked at 7.30am and then again at 6.30pm when it was 
found blood supply to hand had been compromised. 
Hadn't been noticed before as baby was wearing mittens. 
PICU staff had not checked under the mittens and so had 
not noticed the change in colour. Hand became 
gangrenous but wasn't amputated due to underlying 
condition. 

NHSLA has accepted the claimant's Part 36 offer of £2,500. 
Matter settled. PICU protocol and practices  to be 
updated/reviewed in particular when dealing with more 
vulnerable children with arterial lines. Case to be discussed 
further at local governance group.  
 

The claimant was transferred to the Hythe maternity Unit 
from PAH at 15 hours of age for midwifery supervision of 
the neonatal period. A blood sugar test was undertaken 
after the mother indicated difficulties with feeding. A low 
blood sugar was noted. Attempts to restore blood glucose 
levels were unsuccessful and the claimant was transferred 
to PAH. On arrival at the Neonatal Unit he began to fit. He 
continues to suffer from severe epilepsy, microcephaly, 
delayed development and is registered blind. 

The blood glucose reading was misread because the 
midwives had not been trained in the use of the new BM 
machine they had access to at Hythe Maternity Unit. As a 
consequence the claimant’s transfer to the Neonatal Unit 
was delayed and he suffered neonatal hypoglycaemia. 
Liability was admitted in July 2007 and settlement in the 
region of £5.45m was agreed between the parties and 
approved by the Court on 5

th
 October 2009. This matter was 

reported to Trust Board in March 2010. Following the 
incident all the midwives at Hythe were trained in the use of 
the new BM machine there and refresher training was also 
arranged. As part of the recommendations to Trust Board 
the whole question of members of staff being properly 
trained to operate any equipment they might have to use as 
part of their day-to-day work has been discussed and 
minuted at Divisional Governance Trust wide. 

Claimant underwent an assisted forceps delivery with 
episiotomy undertaken by Locum Registrar. Gauze swab 
found in vagina by midwife shortly after repair of 
episiotomy. Claimant passed further swab at home 
following discharge. 

Re-iteration re swab counts following procedures, published 
in theme of the week on the 16 June 2010. Fully investigated 
in accordance with Trust policy. Discussed at local Risk and 
Patient Safety forum on the 24 August 2010. 

Division D   

Risk Report (NHSLA) 2377 
Claimant brought a claim on behalf of deceased husband 
in relation to sepsis following heart surgery in July 2006.  
Deceased developed MRSA mediastinitis, acute renal 
failure, MRSA endocarditis and infection of mitral valve.  
Sternal wound also became infected and further heart 
surgery was undertaken to replace the infected mitral 
valve.  Deceased also underwent a tracheostomy and 
thereafter MRSA seeded to the brain and he developed 
hypoxic brain injury. Deceased passed away on 15 
October 2006. 
 

Risk Management Issues Identified by solicitor: 
Internal review regarding MRSA procedures and policies to 
ensure they are current, particularly in relation to the 
adequacy of hand hygiene/environmental audit scores. 
Review of the policy should be carried out of the policy 
regarding screening and how regularly screens should be 
repeated, particularly where patients have had to wait for 
treatment upon transfer from another hospital 
Actions taken: 
Revision of Trust policy in 2007 incorporated advice from the 
Department of Health Saving lives project at the same time 
to test patients weekly this was then adapted in 2009 to 
include repeat test for patients who remain in hospital for 
over 14 days as per DoH advice. They are then screened 2 
weekly. 
The policy is maintained by the infection prevention team at 
SUHT and any changes highlighted to the staff at SUHT. 
This is therefore updated as advice/actions are required. 
 
The trust follows a programme for assessing hand washing 
of all staff and returns are reviewed. Full saving lives 
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auditing occurs. 
This case was discussed at the local Governance Group 
19.1.2009 
Actions/Recommendations complete. 

The claimant underwent a right open pleurectomy on 5
th
 

September 2006. Thereafter he was diagnosed as 
suffering from MRSA. He had a stormy inpatient period 
before he recovered. 

A total of three patients all treated in the same theatre were 
noted to have contracted MRSA within a short period of time. 
An internal investigation took place.  This took the form of 
arranging for swabs of a number of key healthcare workers, 
a review of policies and an inspection of theatres by the 
Infection Control Team. As a consequence changes were 
made to skin preparation of patients. The sub-optimal air 
changes in theatres were noted and a plan put in place to 
resolve them. Also reinforcement amongst members of staff 
to be as diligent as possible about addressing cleaning 
issues 

Car damaged due to falling sign. Sign fixings found to be 
inadequate. 

In light of the vast amount of signs across the Trust – the 
assessment/maintaining of signs has been added to the 
Estates maintenance programme. 

 
*the lessons are identified as early on in a claim as possible – the above lessons have been identified through the claim 

process but also through prior investigation by the care group/division as identified above in accordance with the Trust 

Incident reporting procedures and Complaints procedures. 

 

*the Risk Reports (NHSLA) generated by the solicitors for action are clearly identified.  

 
 
Key Risks/Hotspots: 

• Failure to implement and evidence our Policy for the Aggregate Analysis and Learning from 
incidents, complaints and claims will result in failure of external assessments (eg NHSLA). 

• Opportunities for improving the quality and safety of our services will be lost. 
 
Next Steps: 

• Further develop this report in line with Trust policy and external requirements. 

• Ensure learning and improvement from incidents, complaints and claims is evidenced and 
embedded throughout the organisation 

 
Any issues for escalation: 

• Until the report and data is more robust it will not be possible to rely on it as a source of 
escalation. 
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Appendix A - Trust compliance assurance quarterly monitoring report for Quarter 2 2010 
 

Compliance 
Status (RAG) Out 

come 
Prompts T

ru
s

t 

D
iv

 A
 

D
iv

 B
 

D
iv

 C
 

D
iv

 D
 

Executive lead / Standard lead 

INVOLVEMENT AND INFORMATION 

1 Respecting and involving service users  G G G A G Judy Gillow /   Michael Marsh/ Julia Barton 

2 Consent to care and treatment G G G A G Michael Marsh /Derek Waller /Rob Wheeler 

PERSONALISED CARE, TREATMENT AND SUPPORT 

4 Care and welfare of service users 

A G G G G 

Judy Gillow /  Michael Marsh/ Gail Byrne / 

Derek Waller /    Carla Hartnell 

Comment – a number of key trust policies currently being 
updated 

5 Meeting nutritional needs 

A Y A A G 

Judy Gillow / Hilary Warwick 

Comment – No Trust Fasting policy and further MUST 
actions to be undertaken 

6 Cooperating with other providers 

Y G G G G 

Steve McManus / Paul Chamberlain 

Comment – Transfer and Discharge Policies to be 
updated 

SAFEGUARDING AND SAFETY 

7 Safeguarding service users from abuse 

Y G G G G 

Judy Gillow / Michael Marsh/  

Sarah Steele/ Jill Young 

Comment – revision of Policy and training underway 

8 Cleanliness and infection control - Covered by Hygiene Code G G G A G Judy Gillow / Tracy Adlam 

9 Management of medicines G G G A G Steve McManus / Michael Marsh / Andy Fox 

10 Safety and suitability of premises 
A G A A G 

Caspar Ridley /  Keith Dowell 

Comment – action plan underway 

11 Safety, availability and suitability of equipment 

Y Y G A G 

Steve McManus / Mary Clunie 

Comment – gaps in assurance re medical equipment 
training records and bariatric equipment and facilities 

SUITABILITY OF STAFFING 

12 Requirements relating to workers G G G G G Jane Hayward / Steve Harris/   Elaine Byrne 
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13 Staffing 

Y A Y A G 

Jane Hayward / Rosemary Chable /  

Margaret Fahey 

Comment – some minor gaps in assurance eg Junior 
doctors H@N rotas 

14 Supporting workers 

Y G G G G 

Jane Hayward / Judy Gillow / Jo Mountfield / Steve Harris 

Comment – improvements in child life support training 
underway 

QUALITY AND MANAGEMENT 

16 Assessing and monitoring the quality of service provision G G G G G Judy Gillow/ Michael Marsh/Julia Barton/Gail Byrne 

17 Complaints G G G G G Judy Gillow / Jenny Wesson 

21 Records 

Y G G A G 

Jane Hayward / Paul McMahon 

Comment – improvements required in record retention 
and Information Sharing Protocols 

 
 
CQC ‘Setting the bar’ guidance shown below to be used to assist in assessing overall compliance 

Number of concerns within each regulation/outcome (this has been taken 
to mean any non compliance with key prompts within an outcome). 
Please note - Similarly this has been applied to overall compliance with the 
16 Outcomes. Therefore a number of minor compliance issues across 
Divisions may effect the overall Trust rating or there may be a number of 
corporate concerns which influence the Trust score (even where all Divisions 
show green). 

 

Overall 

Full compliance Compliant 
Less than 4 minor concerns  Minor 
4 or more minor concerns, but less than 12 Moderate 
12 or more minor concerns Major 
Less than 4 moderate concerns Moderate 
4 or more moderate concerns Major 
One major concern or more Major 
 

Major 
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Appendix B – CQC Quality & Risk Profile Summary – Sept 2010 

Appendix B - 
CQC QRP 

CQC Risk 
rating 

Negative 
comments 

Much 
Worse 
than 

expected 

Worse 
than 

expected 

Tending 
toward 

worse than 
expected 

Similar to 
expected 

Tending 
toward 

better than 
expected 

Better than 
expected 

Much 
Better than 
expected 

Positive 
comments 

 
Total 

Outcome 1 
 

5 1 1  59 6 1 5 10 88 

Outcome 2 
 

    1     1 

Outcome 4 
 

4  2 2 36 5 2 3 8 62 

Outcome 5 
 

4  1  18 1  3 7 34 

Outcome 6 
 

1    3    1 4 

Outcome 7 
 

    3     3 

Outcome 8 
 

3 1 1  37 12  14 3 71 

Outcome 9 
 

1    9 1    11 

Outcome 10 
 

1   1 35 12 1 25 4 79 

Outcome 11 
 

    2     2 

Outcome 12 
 

   1 2     3 

Outcome 13 
 

1   1 17    1 19 

Outcome 14 
 

2   3 24 6  4 3 42 

Outcome 16 
 

   2 25 3   4 34 

Outcome 17 
 

    5     5 

Outcome 21 
 

3 1 3 1 64 4 1   77 

Total   25 3 8 11 340 50 5 54 41  

 


