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[bookmark: _Toc204783812][bookmark: _Toc106014094]Introduction
This policy supports the requirements of NHS England’s Patient Safety Incident Response Framework (PSIRF) and sets out FCMS (NW) Ltd’s (FCMS) approach to developing and maintaining effective systems and processes for responding to Patient Safety Events, to drive the learning and improvement of patient safety culture across all FCMS services. This approach is expected to continually grow and change as FCMS transition and embed PSIRF across the organisation, and this policy will be updated regularly to reflect that.
The PSIRF advocates a co-ordinated and data-driven response to Patient Safety Incidents. It embeds patient safety incident response within a wider system of improvement and prompts a significant cultural shift towards systematic patient safety management.
This policy supports the development and maintenance of an effective patient safety incident response system that integrates the four key aims of PSIRF:
· Compassionate engagement and involvement of those affected by patient safety incidents.
· Application of a range of system-based approaches to learning from patient safety incidents.
· Considered and proportionate responses to patient safety incidents and safety issues.
· Supportive oversight focused on strengthening response system functioning and improvement.
PSIRF is not a prescriptive set of rules, defining how incidents should be investigated and responded to. PSIRF is a framework which promotes a movement away from a reactive and bureaucratic approach to patient safety to a more proactive and flexible position, allowing learning response methods to be tailored to the individual circumstances of incidents, thus advancing continuous improvement in both quality and safety.
PSIRF replaces the Serious Incident Framework (SIF) 2015, and makes no distinction between patient safety incidents, and serious incidents. As such it removed the serious incident classification and the threshold for it. Instead, PSIRF promotes a proportionate approach to responding to patient safety incidents by ensuring resources allocated to learning are balanced with those needed to deliver improvement.
[bookmark: _Toc204783813]Purpose
The purpose of this policy is to set out FCMS’s overarching approach to the Patient Safety Incident Response Framework. This policy will describe the key values associated with PSIRF, the duties and responsibilities of key stakeholders, and will give reference to FCMS’s governance framework and wider strategy for the assurance of patient safety. 
This policy is not intended to be all encompassing and there are several supporting policies, standard operating procedures (SOPs) and documents which ought to be considered in conjunction with this policy. Please refer to the list of references at the end of this policy for a list of other relevant documents for consideration.
This policy is written with the intention of providing sufficient knowledge to allow people working within the capacity of any role at FCMS to:
1. Have sufficient understanding of the new approach set out by NHS England within the PSIRF.
2. Receive appropriate training, relative to their role to allow them to appropriately apply the principles of PSIRF to their daily duties and responsibilities. 
3. Understand the importance of adhering to FCMS’s PSIRF Policy and Plan.
4. Report events which relate to patient safety appropriately, regardless of severity of harm caused, to allow FCMS to learn from the themes, trends and patterns of patient safety events using systems-based analysis to drive quality improvement.
5. Encourage the involvement of patients, families and carers in all patient safety incident response processes to allow for a more meaningful and accurate understanding of events and improvements to take place.
[bookmark: _Toc106014095][bookmark: _Toc204783814]Scope
This policy applies to all FCMS workers, regardless of employment status, and who are performing a role that relates to the provision of clinical services. 
This policy should be applied to the treatment of all patients who are receiving care under the provision of a regulated activity, regardless of the type of service the individual is accessing, the circumstances of their care or the methods of how they access treatment.
This policy sets out principles and guidance relating to Patient Safety Incident Responses. Within the Patient Safety Incident Response Framework, NHS England define a Patient Safety Incident as “unintended or unexpected events (including omissions) in healthcare that could have or did harm one or more patients.”
[bookmark: _Toc204783815][bookmark: _Toc106014096]Exclusions
There is no remit under this policy and our approach to patient safety to apportion blame or determine liability, preventability, or cause of death in response to patient safety incidents. Responses and reviews are conducted for the purpose of learning and improvement. Other processes, such as Claims Handling, Human Resources investigations, professional standards investigations, Coroner’s inquests, and criminal investigations, exist for that purpose. The principle aims of each of these responses differ from those of a patient safety response and are outside the scope of this policy.
Information from a patient safety response process can be shared with those leading other types of responses where appropriate and subject to information sharing legislation, but other processes should not influence the remit of a patient safety incident response.
[bookmark: _Toc204783816]Our Patient Safety Culture
FCMS is a Social Enterprise health and wellbeing services provider, and as an organisation we are passionate in our drive to deliver exceptional care to our patients, who are the central focus of all that we do. Our organisational “why?” is to nurture an environment of inspiration, innovation and disruption so that the people within our world receive exceptional care for this generation and the next. 
FCMS recognise that Patient Safety is intrinsically linked to our success in achieving our organisational why and our company vision, values and goals. 
FCMS is committed to developing a patient safety culture that invokes trust not only from patients, families and carers, but also from our staff. It is vital that staff working at FCMS have faith and confidence that FCMS are driven to embed a culture of positivity, pro-activity and psychological safety when it comes to patient safety events and learning response methods.
[bookmark: _Toc204783817]Promotion and Development of Just Culture
All staff at FCMS must be treated in a consistent, constructive and fair way. 
In June 2018, the Professor Sir Norman Williams’s Review into Gross Negligence Manslaughter in Healthcare report stated, ‘A just culture considers wider systemic issues where things go wrong, enabling professionals and those operating the system to learn without fear of retribution’. The report goes on to say ‘‘…generally in a just culture inadvertent human error, freely admitted, is not normally subject to sanction to encourage reporting of safety issues. In a just culture investigators principally attempt to understand why failings occurred and how the system led to sub-optimal behaviours. However, a just culture also holds people appropriately to account where there is evidence of gross negligence or deliberate acts’.
FCMS take the position that it is extremely rare that a person comes to work, to purposely underperform or make a mistake. We recognise that our staff are at the centre of our work system, and can be influenced by a number of internal and external factors that can contribute to the occurrence of patient safety events.
FCMS’s standpoint aligns with Professor James Reason’s definition of Just Culture: “an atmosphere of trust in which people are encouraged, even rewarded, for providing essential safety-related information, but in which they are also clear about where the line must be drawn between unacceptable behaviour.”
FCMS are promoting and developing a Just Culture by:
· Utilising a systems-based approach to learning from Patient Safety Incidents and Complaints.
· Moving away from the requesting of written statements or reflections as staff contributions into learning response methods, and instead encouraging staff attendance at After Action Reviews, PSIRF Multi-Disciplinary Team meetings, and Swarm Huddles. 
· Where staff are unable to attend meetings as a learning response method to a patient safety event, the event is discussed in person with a line manager or clinical manager in an informal setting, unless there are professional capability concerns.
· Learnings and quality improvement actions are shared within FCMS’s Patient Safety Group which is a group meeting inclusive of all of our services, and both operational and clinical key leaders to ensure shared learning, and consistent approaches to patient safety events across the organisation. This includes all lessons learned, and quality improvement plans being shared for all patient safety events and a formal review of all Patient Safety Incident Investigations (PSII) reports including evaluation and approval.
· When deciding on action plans arising from patient safety events, staff involved in the incident are encouraged to feedback honestly and challenge is welcomed, by asking what would be beneficial to them and would help them to fulfil the duties of their role, to avoid recurrence of patient safety events.
[bookmark: _Toc204783818]Supporting Open and Transparent Reporting 
FCMS have reviewed our methods, processes and resources relating to incident reporting. It was recognised as part of the review that we could improve reporting, to enable this to become more open and transparent. Specifically, the following was identified:
1. Access to the incident reporting system was limited and could be improved by extending the number of persons with access to report incidents.
2. The data captured within the incident reporting system can be limited or have poor quality due to a lack of understanding of expectations and the information that is required to submit incidents.
3. The system could be improved with amendments made to forms to enable fields to become more counterintuitive and specific to FCMS.
FCMS are placing focus on data quality, and open and transparent reporting and improvements are underway, as detailed below.
[bookmark: _Toc204783819]Improvements in Patient Safety Culture
The Patient Safety Culture at FCMS continues to improve and develop. The preparation stages of PSIRF planning and implementation enabled FCMS to identify and highlight areas that require development to in turn improve our overall Patient Safety Culture. Ongoing projects of quality improvement relating to Patient Safety Culture include, but are not limited to:
· The development and roll out of personalised FCMS PSIRF training for all managers who may fulfil the role of a patient safety investigator, in addition to the mandatory Level 2 Patient Safety training provided by HSSIB. The internal training is in-person training which lasts 1 day at a time and refreshers are held regularly for continuous learning and improvement.
· The introduction and development of Patient Safety Group meetings which act as the lead assurance group for PSIRF implementation and patient safety learnings and actions.
· The introduction and development of Clinical Effectiveness Group meetings which acts as the lead clinical assurance for changes and amendments to clinical process and practice arising from patient safety event reviews and learning outcomes.
· A review of our audit program to ensure that patient safety is effectively audited as part of our existing audit pathways and processes.
· Organisation-wide sharing of a quarterly Patient Safety Bulletin.
· Focused improvements on Duty of Candour internal resources including amendment of FCMS’s Duty of Candour Policy and production of standardised company-wide templates and tools to support the delivery of Duty of Candour across the organisation.
· Appointment of a Head of Clinical Governance, a new role for FCMS.
· Restructure of the Clinical Governance Framework to align with PSIRF and new assurance groups.
· Development of Power BI dashboards to enable better understanding of local themes and trends.
· Definition of FCMS local patient safety priority themes within the Patient Safety Incident Response Plan (PSIRP).
· Updates and changes made to the Incident Reporting system to improve system usability and expand access.
· Bi-weekly Clinical Governance Drop-In sessions for specified Governance support, problem solving, fact checking and learning.
· Improvements to our Safeguarding Program, including a relaunch of Safeguarding Champions, and expansion of Safeguarding leadership.
· Training and resources developed on Effective Incident Reporting to improve data quality, processes and outcomes in both Incidents and Complaints.
· Publication of a multitude of Patient Safety resources, including:
· Patient Safety Glossary
· Patient Safety Event Management Flowchart
· Learning Response Method Decision Tree
· Updated Patient Letter Templates for Incidents and Complaints
· A review and development of Patient Literature relating to Patient Safety processes.
[bookmark: _Toc106014097][bookmark: _Toc204783820]Patient Safety Partners
The Patient Safety Partner (PSP) role is a new and evolving role developed by NHS England to help improve patient safety across the NHS. 
At FCMS, we welcome PSPs who will offer support alongside our people, patients, families, and carers to influence and improve safety across our range of services. PSPs can be patients, carers, family members or other lay people (including NHS staff from another organisation such as other UHUK members or ambulance services) and offers great opportunities to share experiences and skills and provide a level of scrutiny. This exciting new role will evolve over time with the main purpose of the role is to be the voice for our patients and community who utilise our services, ensuring patient safety is at the forefront of all that we do. 
PSPs will provide objective feedback focusing on maintaining safety and improvement. This may include attendance at our governance meetings and involvement with the production and review of relatable policies and procedures. The information may be complex, and partners will provide feedback to ensure patient safety is our priority. 
PSPs will be supported in their honorary role by the Clinical Governance Team and Clinical Leadership Team who will provide expectations and guidance for the role. They will have regular reviews and training needs will be agreed together, based on the experience and knowledge of each partner. 
The PSP role will be reviewed annually to ensure the role is aligned to the patient safety agenda as it continues to develop, and expanded to ensure we are represented by the diverse communities we serve, including population groups who may sometimes experience challenges in accessing our services. Patient voice groups are to be set up for FCMS where patients can feedback experiences including any learning around safety issues. 
We will endeavour to use and follow the framework for involving patients in patient safety guidance.
[bookmark: _Toc106014098][bookmark: _Toc204783821]Addressing health inequalities
FCMS recognises that the NHS has a core role to play in reducing inequalities in health by improving access to our services and tailoring those services around the needs of the local population in an inclusive way.
As a Social enterprise company, we are committed to delivering on our obligations under the Equality Act (2010) and will use data intelligently to assess for any disproportionate patient safety risk to patients from across the range of protected characteristics. The IT systems we use allow us to capture data that will allow for incidents to be analysed by protected characteristics to give insight into any apparent inequalities.
We will directly address if there are any particular features of an incident which indicate           health inequalities may have contributed to harm or demonstrate a risk to a particular population group, including all protected characteristics. When constructing our safety actions in response to any incident we will consider inequalities, and this will be inbuilt into our documentation and governance processes. 
We will also address apparent health inequalities as part of our safety improvement work. We understand that our services provide care to significant numbers of the Core20PLUS5 population cohort identified by NHS England and Improvement (2021). In establishing our plan and policy we will work to identify variations that signify potential inequalities by using our population data and our patient incident data to ensure that this is considered as part of the development process for future iterations of our patient safety incident response plan and this policy. We consider this as an integral part of the future development process.

Engagement of patient, families and staff following a patient safety incident is critical to the review of patient safety incidents and their response. We will ensure that we use available tools such as easy read, translation and interpretation services and other methods as appropriate to meet the needs of those concerned and maximise their potential to be involved in our patient safety incident response. 

FCMS endorses a zero tolerance of racism, discrimination, and unacceptable behaviours from and towards our people, our patients, carers, and families.

[bookmark: _Toc204783822]Engaging and Involving Patients, Families and Staff following a Patient Safety Incident
PSIRF recognises that learning and improvement following a patient safety event can only be achieved if supportive systems and processes are in place for those affected by patient safety incidents. It supports the development of an effective patient safety response system that prioritises compassionate engagement and involvement of those affected. This involves working with those affected to understand their individual requirements and preferences, being open and transparent as required to share learnings from patient safety incidents, and tailoring our approach to communication and engagement to meet their needs.
We are committed to continuous improvement throughout the services we provide. We want to learn from any event where care does not go as planned or expected by our people, patients, their families, carers, and other organisations. Getting involvement right with patients and families in our response is crucial, particularly to support the improvement of the services we provide. This involves being open and honest whenever there is a concern about care or treatment provided, or when a mistake has been made. 
Alongside professional and statutory requirements for Duty of Candour, FCMS commits to being open and transparent because it’s the right thing to do; this is regardless of the level of harm caused by an event. In-line with the PSIRF we will support those involved via a local network of Engagement Leads who will guide our people, patients, and their families through our patient safety learning responses to conclusion. 
In addition, we have complaints leads locally and centrally for those with a concern or are unhappy about their experience with FCMS. This allows the organisation to review the concern and make improvements where necessary and feasible. 
FCMS loves to hear great things about our people and the services we provide, and we welcome compliments from our patients and their families which are used to assist with learning from excellence. Feedback can also be left on our website.
FCMS recognises it can be beneficial for our staff members to seek support relating to patient safety events they may have been involved in, and advocates the equal importance of both mental and physical health. Our people are encouraged to access the dedicated VIP app and webpage where there are a range of guides and supportive resources. 
Patients, families and carers may find support from one of the following sources: (please note this is not an exhaustive list).
	Source
	Summary	

	Learning from Deaths
	Provides an explanation of what happens following a bereavement (including those referred to a coroner) and how families and carers can comment on care received. https://www.england.nhs.uk/publication/learning-from-deaths-information-for-families/

	Help is at Hand – Bereavement following suicide
	Specifically, for those bereaved by suicide; practical support and guidance for those who have suffered loss. https://www.nhs.uk/Livewell/Suicide/Documents/Help%20is%20at%20Hand.pdf

	Mental Health Homicide Support
	For staff and families; this information has been developed by London region independent investigation team in collaboration with the Metropolitan Police. It is recommended that, following a mental health homicide or attempted homicide, the principles of the duty of candour are extended beyond the family and carers of the person who died, to the family of the perpetrator and others who died, and to other surviving victims and their families.

	Child Death Support
	Child Bereavement UK and lullaby trust both provide support and practical guidance for those who have lost a child at any age.

	Complaints Advocacy
	The NHS Complaints Advocacy Service can help navigate the NHS complaints system, attend meetings, and review information given during the complaints. 

	Healthwatch
	Healthwatch are an independent statutory body who provide information to help make a complaint, you can find a list of your local Healthwatch on their website.

	Parliamentary and Health Service Ombudsman (PHSO)
	Make final decisions on complaints for patients, families and or carers when deemed not to have been resolved fairly by the NHS in England. 


	Citizens Advice Bureau
	Provides UK citizens with information about healthcare rights, including how to make a complaint about care received. 



[bookmark: _Toc97734154]
[bookmark: _Toc204783823]Patient Safety Incident Response Planning
PSIRF supports organisations to respond to incidents and safety issues in a way that maximises learning and improvement, rather than basing responses on arbitrary and subjective definitions of harm. Beyond nationally set requirements, organisations can explore patient safety incidents relevant to their context and the populations they serve rather than only those that meet a certain defined threshold. 
FCMS will take a proportionate approach to its response to patient safety events, ensuring the focus is on maximising improvement. To fulfil this, we will proactively undertake planning of our current resources for patient safety learning response and our existing safety improvement workstreams.
[bookmark: _Toc204783824][bookmark: _Toc63780480]Resources and Training to support Patient Safety Incident Response
FCMS has committed to ensuring that we fully embed PSIRF and meet the national training requirements. We have utilised NHS England Patient Safety Response Standards (2022), to provide resources and the training required for this to happen. 
We have governance arrangements in place to ensure patient safety learning responses are not led by our staff who were involved in the patient safety event itself. Responsibility for patient safety learning responses from our locally agreed priorities sits with our Patient Safety Incident Response Team. 
Patient Safety Learning Responses (PSLRs) sitting outside of our priorities will be led by a suitable senior leader within the relevant service business unit. Patient Safety Incident Learning Response Leads will have an appropriate level of seniority to influence within FCMS such as our clinical managers, this may depend on the nature and complexity of the patient safety event and the learning response required. 
The governance arrangements will ensure patient safety learning responses are not undertaken by staff working in isolation. The Patient Safety Incident Response Team will support patient safety learning responses wherever possible and can provide advice on cross-system and cross-area working where this is required. 
Our people affected by patient safety events will be afforded the necessary support and given time to participate in patient safety learning responses. All FCMS leaders will work within our just culture principles and utilise other teams to ensure our people are supported. FCMS service lines will ensure processes are adopted so leaders work within this framework to ensure psychological safety. 
We will utilise both internal and (where necessary) external subject matter experts with relevant experience, knowledge, and skills.
[bookmark: _Toc204783825]Training 
NHS England’s Patient Safety Incident Response Standards describe how patient safety incident responses should be resourced, including the training and competencies of those undertaking these responses and what they require. 
FCMS has produced in-house training tailored to the organisation’s approach to PSIRF, which are delivered to all of those leaders who may lead on a patient safety incident response. Tailored training will also be produced for all of our operational and clinical staff to ensure that they have the appropriate awareness and understanding of the principles of PSIRF, and what to expect should they ever be involved in a Patient Safety Event or associated learning response. We have also asked staff to complete the relevant HSSIB modules online that are relevant to their role. 

A training needs analysis has been developed as per our PSIRF plan and will be monitored on an ongoing basis, to ensure those with responsibility for, responding to and supporting patient safety events remains up-to date. This training will be delivered alongside a programme of safety skills training. Local Governance leads and clinical managers will be responsible in each unit for PSIRF implementation and will be involved and engaged with PSIRF. Oversight with be provided by the senior clinical leadership team and exec board members that are responsible for PSIRF. They will also undertake and complete the relevant training needed for their roles.  
[bookmark: _Toc204783826]Our Patient Safety Incident Response Plan (PSIRP)
Our PSIRP sets out how FCMS intends to respond to patient safety events over a 12-to-18-month period. The plan is not a permanent set of rules that cannot be changed. We will remain flexible and consider the specific circumstances in which each patient safety event occurred, and the needs of those affected as well as the plan. 
A copy of our PSIRP can be located on both our internal platform via the intranet - policies section, and on our website.
[bookmark: _Toc204783827]Reviewing our Patient Safety Incident Response Policy and Plan
Our patient safety incident response plan is a ‘living document’ that will be appropriately amended and updated as it is implemented to respond to patient safety incidents. We will review the plan every 12 to 18 months to ensure our focus remains up to date; with ongoing improvement work our patient safety incident profile is likely to change. This will also provide an opportunity to re-engage with stakeholders to discuss and agree any changes made in the previous 12 to 18 months. 
Updated plans will be published on our website, replacing the previous version.  
A rigorous planning exercise will be undertaken every four years and more frequently if appropriate (as agreed with our integrated care boards (ICB)) to ensure efforts continue to be balanced between learning and improvement. This more in-depth review will include reviewing our response capacity, mapping our services, a wide review of organisational data (for example, patient safety incident investigation (PSII) reports, improvement plans, complaints, claims, staff survey results, inequalities data, and reporting data) and wider stakeholder engagement. As we work across two ICBs we will work with an ICB collaborative lead. 
[bookmark: _Toc204783828]Responding to patient safety incidents
Patient safety incident reporting arrangements
All our staff are responsible for flagging incidents to be recorded and reported, including potential and actual patient safety events on our Incident Reporting System (IRS) regardless of the severity of harm. The reporter that reports the incident on the IRS is responsible for sharing all relevant and appropriate information known at the time the report is made. Each incident report will be reviewed by a Clinical Governance Lead or Clinical Manager, who will consider whether the incident meets the criteria of a Patient Safety Incident and then escalate as appropriate to the Head of Clinical Governance or another member of the Clinical Leadership team.
The Head of Clinical Governance will request that Patient Safety Incidents are responded to utilising an appropriate Learning Response Method, and will be available to guide and support Patient Safety Incident Investigators throughout the review process. Assurance of this process will be gained and reflected upon at bi-monthly Patient Safety Group meetings, and any concerns escalated to the Senior Leadership Team at Senior Quality Review meetings.
The organisation also has corporate oversight of all patient safety events and service lines have their own mechanisms in place to ensure patient safety events are responded to proportionately and in a timely manner. This will include consideration of Duty of Candour (Duty of Candour Procedure, found in policies on our intranet). Most events will require a local review and learning response (if necessary), undertaken by individual business units. Those events where the opportunity to learn and improve would be of greatest value, will be led by the Clinical Governance team with support from the Clinical Leadership team and Senior Leadership team.
Incidents that appear to meet requirements for reporting externally will be advised by the Clinical Governance team and Clinical Leadership team, decisions on this will be made during Swarm Huddles and as part of a weekly Incidents and Risk meeting attended by both the Head of Clinical Governance, Head of Quality and Risk, Clinical Leadership team and an appropriate non-executive director. There will be occasions where events require the efforts of cross-system working with relevant partners, the Integrated Care Board (ICB) will support a collaborative approach with these arrangements if required.
FCMS’ IRS is LFPSE accredited and patient safety events will be logged as appropriate utilising the LFPSE function. Further information regarding this process is available within our PSIRP.
Patient Safety Incident Response Decision-Making
FCMS will have arrangements in place to meet the requirement to review patient safety events under PSIRF. Some of these will require a mandatory response, others will require review or referral to another body and/or team; these are set out in the PSIRF plan. 
PSIRF itself sets no further national thresholds to determine what method of response should be utilised for learning and improvement. FCMS has developed a range of response mechanisms to balance the efforts between learning and exploring emerging issues alongside ongoing improvement work. During the work to create our plan, we considered our patient safety data and engagement with key stakeholders to identify our patient safety profile. We have used and will build on this intelligence for our local priorities and our toolkit for responding to patient safety events. 
We have established a process for our response to events, that allows for a clear set of mechanisms allowing for oversight of our learning responses. 
We will hold a weekly decision-making Incidents and Risk meeting, as referred to above, to review events from escalation within service lines, and a decision will be made on an appropriate level of response. This is to identify those events that appear to meet the need for further exploration due to the possibility of meeting the criteria for a full review. This group will have delegated responsibility for the consideration of events for PSII (Patient Safety Incident Investigation) or a patient safety learning response for oversight of outcomes. All recommendations made will focus on system-based approaches utilising the SEIPS (systems engineering initiative for patient safety) model, ensuring recommendations are valid and contribute to existing safety improvement plans or establishment of such, if they are required. 
The Senior Quality Review group will hold overall oversight of such processes, allowing for challenge where required, to ensure the Board of Directors can be assured the true intent of PSIRF is being implemented across our organisation to ensure we are meeting the national response standards.
[bookmark: _Toc204783829]Responding to cross-system incidents/issues
The Clinical Governance and Clinical Leadership teams will assist in the coordination of these events identified to other providers directly, via each organisations reporting processes. Where required summary reporting can be utilised to share insights with other providers about their patient safety profile. 
We will work with partner providers and relevant ICBs to establish and maintain robust procedures to facilitate flow of information and minimise delays to joint working on cross-system events. The patient safety team will act as a single access point for such working arrangements and hold supportive procedures to ensure this is effectively managed. 
FCMS will refer to ICBs to assist with the co-ordination where a cross-system event is felt to be complex to be managed by a single provider, we anticipate the ICB will provide support and advice with identifying a suitable reviewer, should this circumstance arise.
[bookmark: _Toc204783830]Timeframes for learning responses
Timescales for Patient Safety Incident Investigations (PSIIs) 
Where a full PSII is indicated, this will be started as soon as practically possible following the identification and completed within three months. Locally led PSIIs should not exceed six months. 
Timeframe for completion will be agreed with those affected, as part of setting the terms of reference; this remains subject to them being willing and able to be involved in that decision. A balance will be drawn between conducting a thorough review, the impact extended timescales can have on those involved and the risk of delaying findings which may adversely affect safety. 
In exceptional circumstances (i.e., when a partner organisation requests a pause, or processes of external bodies delay access to information) FCMS can consider whether to progress and determine whether new information would indicate the need for further review once this is received. The decision for this would be made by the Patient Safety Incident Response Team. 
There may be occasions where a longer timeframe is required for completion, in this case, all extended timeframes will be agreed between FCMS and those affected.
[bookmark: _Toc204783831]Timescales for Patient Safety Learning Responses (PSLRs) 
A Patient Safety Learning Response must be started as soon as practically possible following a patient safety event is identified. These learning responses should not exceed six months in duration.
[bookmark: _Toc204783832]Safety action development and monitoring improvement
FCMS acknowledges any form of patient safety learning response will allow the circumstances of an event or set of events to be understood, but this may only be the beginning. To reliably mitigate risk, better safety actions are required. 
We will have systems and processes in place to design, implement and monitor safety actions using an integrated approach of reducing risk and limiting the potential for future harm. This process follows from any initial findings of any form of learning response which could result in aspects of trust’s working systems where change could reduce risk and harm. FCMS will generate safety actions in relation to each of these defined areas for improvement. Following this, we will have measures to monitor safety actions and set milestones for review. 
Patient Safety Learning Responses should not describe recommendations, as this can lead to premature attempts to devise a solution. To achieve successful improvement, safety action development will be completed in collaborative way with a flexible approach and support from the Quality and Senior Clinical Leadership team, through the Patient Safety Group meetings, any issues will be escalated to Senior Quality Review and Clinical Effectiveness Group as required.
[bookmark: _Toc204783833]Development of Safety Actions 

FCMS will utilise processes for development of safety actions as outlined by NHS England; Safety Action Development Guide, (2022): 
· Agree areas for improvement: specify where improvement is needed, without defining solutions. 
· Define context: this will allow agreement on the approach taken to safety action development. 
· Define safety actions to address areas of improvement focuses on systems in collaboration with those teams involved. 
· Prioritise safety actions to decide on testing for implementation. 
· Define safety measures to demonstrate if actions are influencing what is intended. 
· Safety actions will follow SMART principles and have designated owners. 
[bookmark: _Toc204783834]Safety Action Monitoring 
Safety actions must continue to be monitored within service lines governance arrangements to ensure any actions put in place remain impactful and sustainable.
[bookmark: _Toc204783835]Safety Improvement Plans (Local Priorities) 

Safety improvement plans bring together findings from various responses to patient safety events and issues. FCMS will have several safety improvement plans in place which are adapted to respond to outcomes of improvement efforts and other influences as national safety improvement programmes. 
Our PSIRP has outlined local priorities for focus or response under the PSIRF. These were developed due to the opportunity they offer for learning an improvement across areas where there is no existing plan or where improvement efforts have not been accompanied by reduction in risk or harm. 
We will use the outcomes from existing patient safety reviews and any relevant learning response conducted under PSIRF to create related improvement plans to assist focus on our improvement work. Our Business units will work collaboratively with Corporate Teams and others to ensure there is an aligned approach to development of plans and resultant improvement efforts. 
Where overarching systems issues are identified by patient safety learning responses outside of our priorities, a safety improvement plan will be developed. These will be identified through the PSIRF governance processes. 
Monitoring of progress for safety improvement plans, will be overseen by the Patient Safety Group.
[bookmark: _Toc204783836]Oversight Roles and Responsibilities 
Principles of oversight 
Working under PSIRF, organisations are advised to design oversight systems to allow an organisation to demonstrate improvement rather than compliance with centrally mandated measures. 
FCMS follows the “mindset” principles to underpin the processes we have in place to allow us to implement PSIRF as set out in the framework and supporting guidance. 

Responsibilities 
Alongside FCMS responsibilities, our lead ICBs, and our regulator the Care Quality Commission (CQC), will have specific responsibilities under PSIRF. Specific responsibilities relating to those working for FCMS are set out within the PSIRP.

FCMS board members 
The Board is responsible and accountable for effective patient safety incident management across FCMS. This includes supporting and participating in cross-system/ multi-agency responses, and/or independent patient safety incident investigations (PSIIs) where required.
 
Executive Leads 
To meet these requirements, FCMS has designated the Chief Operating Officer (COO) as the executive lead to support PSIRF. This enables us to:
· Ensure we meet the national patient safety standards. 
· Ensure that PSIRF is central to overarching safety governance arrangements.
· Quality assuring learning response outputs. 

The COO will provide direct leadership, advice, support in complex/ high profile cases, and liaise with external bodies, as required, in collaboration with the Medical Director. 

The COO has the overarching responsibility for the quality of patient safety learning responses and PSIIs. They also have the overarching responsibility for safety learning and improvement. The Medical Director is overall accountable for patient safety for FCMS. 

Each Executive Director is equipped with the training and professional development as described in the national patient safety incident response standards.
[bookmark: _Toc204783837]Complaints and Appeals process
FCMS recognises that there will be occasions when patients, services users and carers are dissatisfied with the aspects of care and services provided by the us. 
It is important to understand that there is a distinction between complaints and concerns as the use of the word complaint should not automatically mean that someone expressing a concern enters the complaints process.
The first point of contact with us to raise a concern is usually via the local teams or via our website. 
Complaints are defined as expressions of dissatisfaction from a patient, their family or carer, a person acting as their representative or any person who is affected or likely to be affected by the action, omission or decision of FCMS and requires a formal review. 
We are committed to dealing with any complaints that may arise quickly and as effectively as possible as set out in the NHS Complaints Standards 2022, as published by the PHSO.
[bookmark: _Toc97733658][bookmark: _Toc97734159]Complaints will be handled respectfully, in line with our Complaints Policy ensuring that all parties concerned are involved and engaged in the process and assured that the issues raised have been comprehensively reviewed and the outcomes shared in an open and honest manner. 
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