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1 EXECUTIVE SUMMARY 
 
This policy sets out the process to be followed in relation to incident management across the 
Trust.   This includes:- 
 

1. Identifying and reporting an incident 
2. Reviewing incidents 
3. Responding to incidents 
4. Reporting associated with incidents 

 
This document also takes account of existing internal and statutory reporting requirements 
such as: 

 

 Medicines and Healthcare Products Regulatory Agency (MHRA) 

 Health & Safety Executive (HSE) 

 National Reporting & Learning Service (NRLS) to be replaced in 2021/22 by: 
Patient Safety Incident Management System (PSIMS) 
 

2 INTRODUCTION 
 
The Trust recognises the importance of promoting a culture in which incidents, accidents 
and near misses are reported at the earliest possibility, as this provides the organisation with 
an opportunity to address contributory factors and potentially prevent reoccurrence.  In 
addition, developing a culture where staff are confident to report incidents will support the 
Trust in becoming a learning organisation, committed to learning lessons from incidents.  
 
2.1 Patient Safety Incident Response Framework 

 
The Patient Safety Incident Response Framework (PSIRF) guides the NHS on how to 
develop the cultures, systems and behaviours necessary to respond to patient safety 
incidents in a way that ensures we learn from them and improve. (NHS England/NHS Improvement 

2020) 

 
The Patient Safety Incident Response Framework (PSIRF) 2020 replaces the NHS Serious 
Incident Framework of 2015.  

 
Implementation of the framework; Until an organisation formally moves over to the PSIRF, 
NHS Improvement and NHS England expect organisations to continue to abide by the 2015 
Serious Incident Framework and all its relevant reporting and incident investigation and 
management requirements. 
 
In 2020, the Isle of Wight NHS Trust signed up to become one of the South East’s Early 
Adopter sites. With guidance from the National Patient Safety Team, in April 2021 the Trust 
implemented and went live with the introduction of the Patient Safety Incident Response 
Framework using the nationally recommended templates for investigation. 
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The Patient Safety Incident Response Framework responds to calls for a new approach to 
incident management, one which facilitates inquisitive examination of a wider range of 
patient safety incidents “in the spirit of reflection and learning” rather than as part of a 
“framework of accountability”. Informed by feedback and drawing on good practice from 
healthcare and other sectors, it supports a systematic, compassionate and proficient 
response to patient safety incidents; anchored in the principles of openness, fair 
accountability, learning and continuous improvement. (NHS England/NHS Improvement 2020) 

 
This Trust adopted a patient safety incident local response plan (PSIRP: ref 
http://intranet.iow.nhs.uk/SI1 ) which sets out how the Isle of Wight NHS trust will seek to 
learn from patient safety incidents reported by staff and patients, their families and carers as 
part of its work to continually improve the quality and safety of the care it provides. 
 
This plan will help us measurably improve the efficacy of our local patient safety 
investigations (PSIs) by: 
 
a. refocusing patient safety investigation towards the rigorous identification of 

interconnected causal factors and systems issues 
b. focusing on addressing these causal factors and the use of improvement science to 

prevent or continuously and measurably reduce repeat patient safety risks and 
incidents 

c. transfer the emphasis from the quantity to the quality of PSIs such that it increases 
our stakeholders’ (notably patients, families, carers and staff) confidence in the 
improvement of patient safety through learning from incidents 

d. Demonstrating the added value available from the above approach. 
 
Therefore a culture of reporting will support the Trust’s Patient Safety agenda.   
 
It is important that all staff across the Trust understand the full range of incidents that should 
be reported, including near miss incidents, which allow the Trust to proactively identify areas 
for improvement. 
 
The reporting of incidents should include incidents, accidents, adverse outcomes, near 
misses, hazards and serious untoward outcomes.  NB the term incident will be used 
throughout this policy to signify any of the aforementioned issues. 

 

http://intranet.iow.nhs.uk/SI1
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The Trust recognises that when the opportunity for learning is missed, this can result in a 
loss of public confidence in the Trust.  All incidents are an opportunity to identify what went 
wrong and to put things right to prevent a recurrence. 
 
The Trust promotes and encourages an open and fair reporting culture and all staff can be 
confident that this approach will be adhered to at all times, except where malicious, criminal 
or gross/repeated professional misconduct is involved. 
 
The Trust supports a Just Culture approach. A just culture guide is useful when assessing 
concerns about individuals to ensure they are treated consistently, constructively and fairly. 
 
As made clear in The NHS Patient Safety Strategy, a systems approach to improving the 
safety of healthcare should be adopted. Most incidents are caused by weaknesses in 
systems which lead to conditions that make it difficult for individuals to do the right thing. 
Policies must clearly articulate a systems approach to the analysis and management of 
patient safety incidents and ensure these are updated by staff trained in patient safety and 
systems thinking. (NHS England/NHS Improvement 2020) 
 
The Just Culture guide can be found using the following link: 
https://www.england.nhs.uk/patient-safety/a-just-culture-guide/  
 
The Trust contributes to the NHS Improvement National Reporting and Learning System 
(NRLS). From mid-2021 a new national Patient Safety Incident Management System 
(PSIMS) will enter its public testing phase. The new system will be phased in to replace the 
current National Reporting and Learning System (NRLS).  
 
3 DEFINITIONS  

(this list is not exhaustive) 
 

 Incident – an event which has the potential to produce unexpected or unwanted effects, 
or any event which has a consequence or a learning point i.e. an event that causes a 
loss, injury, or a near miss to a patient, staff, or others. 

 

 Accidental Injury – Any injury, no matter how small, to patients, staff and other 
persons. 

 

 Ill Health (Work related only) – Any case of known or suspected work-related ill health 
e.g. infection, back injuries following manual handling. 

 

 Patient Safety Incident/Event – Any incident directly related to patient treatment or 
care, which did or could have resulted in adverse or untoward outcome (e.g. drug error, 
medical equipment failure, etc.).  

 

 Data Security and Protection Incident (DSPI) - A data security and protection incident 
occurs where there is a suspected breach of one of the data protection principles. 
These incidents include any breach of confidentiality (patient/employee or other), 
misfiling of clinical notes, lost notes etc. Reporting of these incidents is via a strict 
criteria contained within the NHS Digital Guide to the Notification of Data Security and 
Protection Incidents  

 

 Information & Communications Technology (ICT) Security Incident 
 An ICT security incident is defined as an adverse event, caused either intentionally or 

accidentally, that could damage the Trust’s information assets, reputation and/or 
wellbeing of patients or staff.  These include: 

 

https://www.england.nhs.uk/patient-safety/a-just-culture-guide/
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o Unauthorised access: Access to information that has not been officially authorised 
or access that has been obtained fraudulently. 

o Malicious activity: Activity that seeks to deliberately impact on the performance of 
the Trust’s network or reputation, either by restricting or overloading the network or 
its resources.  

o System alerted activity: Activity that has been detected by the Trust’s internal 
security systems and flagged as suspicious.   

o Suspicious activity: Activity that has aroused the suspicions of other members of 
staff as being either malicious or known to contravene Trust policy. 

o Loss of data: Information, clinical or otherwise, that has been mislaid, deleted or 
stolen.  

o Loss of portable electronic device: The loss/compromise of laptop, mobile phone, 
personal digital assistant (PDA) or any other portable electronic device that has the 
ability to transmit, receive, record, process or store data.  

o Virus/Spyware: Malicious programs that seek to corrupt, disrupt, monitor or steal 
information assets. In the event of an ICT Security Incident, staff should follow the 
procedure in Appendix C 

 

 Fire Incident – Any incident, no matter how small, involving fire, firefighting equipment 
or fire warning systems (including false alarms). 

 

 Infection Control – Failure to decontaminate hands or equipment, dispose of sharp 
instruments, use of personal protective equipment or other breaches of the infection 
control policy, leading to or likely to lead to healthcare associated infection for patients, 
staff or visitors. 

 

 Violence, abuse or harassment – Any incident involving verbal abuse, unsociable 
behaviour, racial or sexual harassment or physical assault, whether or not it results in 
injury, where there is intent to cause a person harassment, alarm or distress. 

 

 Security Incident – Any untoward incident involving theft, loss or other damage to Trust 
(criminal damage) or personal property, intrusions, false alarms (not fire alarms), 
absconded patients and other incidents compromising security. 

 

 Medicines Related Incidents – Any incident involving the prescribing, administration, 
monitoring, storage, handling or supply of medicines 

 

 Accidental property loss or damage – any incident where equipment, buildings or 
other property is damaged (e.g. dropping a TV set, walls damaged by trolleys). 

 

 Loss of patient’s property - any loss of patient’s property e.g. glasses, hearing aids 
etc. 

 

 Food Allergy - The organisation must report any food allergy related patient safety 
incident via their incident reporting systems. Ensure any incidents involving food 
allergens, are investigated and any learning identified is communicated to others and 
relevant actions taken, regardless of whether actual harm has been caused 

 

 Near Miss/Hazard – any incident which did not result in injury/ill health or property 
loss/damage, but had the potential to do so (e.g. medication prescribing error, incorrect 
theatre list, scaffold collapse, accidental release of biological agent, etc.). 

 

 PSII (patient safety incident investigation) – Patient safety incident investigations are 
conducted to identify new opportunities for systems-based patient safety improvement. 
The aim is not to determine or apportion blame. Other specialist organisations and 
investigation types have been established to consider issues such as criminality¸ 
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culpability¸ or cause of death; Referrals should be made to these specialists whenever 
appropriate. 
 
The key objective is to identify the inter-related¸ system-based contributory and causal 
factors that resulted in an incident. These findings are then used (and often confirmed 
by the selective investigation of any other very similar events) to identify effective, 
sustainable systems-based improvements. 

 

 PSIRF – Patient Safety Incident Response Framework was published in Winter 
2019/20. The Patient Safety Incident Response Framework (PSIRF) has been 
developed as a result of the 2018 engagement programme. Building on the evidence 
gathered and wider industry best-practice, the PSIRF is designed to enable a risk-based 
approach to responding to patient safety incidents, prioritising support for those affected, 
effectively analysing incidents, and sustainably reducing future risk.  

 

 PSIRP – Patient Safety Incident Response Plan. The PSIRF is underpinned by ‘Just 
Culture’ behaviours, decisions and actions that assist learning and improvement without 
fear of inappropriate sanction for those involved and not performance management.  

 
Each provider will develop a Patient Safety Incident Response Plan (PSIRP) following a 
review of the local incident reporting profile from the previous 3-5 years. This allows for 
a risk based approach to incident investigation rather than a blanket approach to all 
incidents. The plan identifies local and national priorities for investigation and 
improvement. The plan covers a range of incident management activities and alternative 
responses and addresses a wider range of severity outcomes. 
 
PSIRP mandatory (national) requirements – the following list of events will be a 
mandatory requirement to conduct a patient safety incident investigation; these can be 
found on the following link: https://www.england.nhs.uk/patient-safety/incident-response-
framework/  
 
o Incidents meeting the Never Events criteria. 
o Patient deaths identified as being more likely than not due to problems in care 

following a case record review. 
o Mental health-related homicides (the organisation responsible for the patient’s care 

should discuss the management of the investigation with the appropriate regional 
independent investigation team). 

o Maternal deaths and neonatal deaths meeting the current ‘Each Baby Counts’ 
criteria. (HSIB’s maternity webpage provides further information on its 
responsibilities, investigation criteria, investigation process and how it works with 
trusts in relation to maternity investigations) 

 
This list will be reviewed at least every three years and updated as new national risks 
emerge 

 
4 SCOPE 
This policy applies to all staff, including, agency, voluntary, locum, and bank staff of the Trust 
and extends to all areas where the Trust owes a statutory duty of care and responsibility to 
employees, patients, visitors and the public in general. 
 
5 PURPOSE 
The purpose of this document is to set out what is required from staff in relation to incident 
management which will depend on their role in the Trust.  
  

https://www.england.nhs.uk/patient-safety/incident-response-framework/
https://www.england.nhs.uk/patient-safety/incident-response-framework/
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6 ROLES AND RESPONSIBILITIES 

6.1 The Trust Board 
 
The Trust Board are responsible for ensuring that the Trust culture is one that is conducive 
and supportive of incident reporting, and promotes a culture of learning from events. 
 
6.2 Chief Executive 

 
The Chief Executive is ultimately accountable for ensuring that the Trust has in place a 
robust incident management framework, which includes a Patient Safety Incident Review 
Plan, ensuring that:- 
 

 the incident reporting culture remains fair 

 staff are encouraged to report incidents 

 lessons learned are shared across the Trust as appropriate 
 
A number of specific responsibilities have been delegated to other Executive Directors as 
follows.  
 
6.3  Associate Director of Corporate Affairs 

 
The Associate Director of Corporate Affairs has management responsibility for the Trust’s 
Risk Register, which is part of the incident management system, Datix. 
 
6.4 Director of Governance and Risk 
 
The Director of Governance and Risk (for Portsmouth and Isle of Wight) is responsible for 
ensuring that the incident management framework and patient safety incident response plan 
satisfactorily supports the Trust’s Patient Safety agenda and that the Divisions ensure 
adequate resources are deployed to ensure continual improvement and learning through the 
analysis of reported incidents. 
 
6.5 Executive Directors 

 
Executive Directors are accountable for ensuring that across their portfolio there is a robust 
culture of reporting and that reported incidents are responded to in a timely manner and that 
lessons are learned at every opportunity. 
 
Should an Executive Director become aware that incident reporting is being discouraged 
they must address this swiftly and robustly with the staff member(s) in question. 
 
6.6. Divisional Quality Meetings 

 
The Divisional Quality Meetings will include a review of the Quality Dashboards and all 
incidents reported across their suite of services; this ensures trends, risks, and issues are 
identified and responded to as appropriate. In addition, they will also undertake deep dives 
into particular trends or associated risks, as outlined in the local PSIRP. 
 
The Divisional Quality meeting members will ensure that line managers within the care 
groups have reviewed their incidents, formally approved the incidents and ensure they are 
satisfied with how the relevant line manager has responded to the incident and to ensure 
they have chosen an appropriate ‘response technique’ as identified in the PSIRF.  
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The Divisional Quality Meetings will ensure that reports are provided on their incident 
management to the PSIRP Oversight Group and the Patient Experience & Safety Sub-
committee, who in turn will report to the Quality & Performance Committee, as required. This 
will include evidence of learning from events and any service improvements made. The 
Divisional Quality members must ensure they develop, implement and monitor effective 
sustainable improvements to prevent harm. 

6.7 PSIRP Oversight Group (weekly) 
 
This Executive-led, high level staff group will monitor the effectiveness of the Trust’s PSIRP 
and receive data assurance of outcomes of specific response techniques used, such as 
cluster analysis, audits, structured judgement reviews, immediate actions/hot debrief reports, 
after action reviews and patient safety incident investigations. Any identified action plans or 
service improvement plans will also be monitored for effectiveness and sustainability.  
 
This Committee is responsible for the sign off of patient safety incident investigations (PSIIs) 
and safety improvements. 
 
6.8 Patient Experience & Safety Sub-committee 
 
The Patient Experience & Safety Sub-committee is responsible for ‘confirm and challenge’ in 
relation to Quality Governance and, as such, will hold the Divisions to account for the way in 
which they manage incidents.  This will include an overview of any summaries arising from 
the PSIRP oversight group, including escalation of findings relating to particular trends or 
associated risks or any service improvements. 
 
6.9  Person identifying the incident 
 
Where staff become aware of an incident, they should take any immediate action necessary 
to make the situation safe, including securing their own safety and that of others involved, 
and inform their own line manager as appropriate.   
 
NB: staff may not be directly involved in an incident but they may witness an incident; it is 
important that the incident is reported.  Where more than one staff member is aware of an 
incident it should be agreed who will log the incident to avoid duplication. The person 
identifying the incident should complete the necessary DATIXWeb incident form within one 
working day, or as soon after the incident as possible. Access to incident reporting tools is 
available via the following “featured link” on the Trust’s intranet page: 
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In the event that the web incident form is not available (off-line) staff should complete a hard 
copy of the  form and notify their line manager as soon as possible.  The form can be 
completed and printed from the same page as the electronic form. It is the reporters 
responsibility to ensure that this manual form is transferred to DATIXWeb incident form as 
soon as it is back on-line. 
 
The DATIXweb electronic reporting system will automatically notify managers when an 
incident form is completed; examples below: 
 

 All incidents are sent to the Clinical Director/Head of Nursing for the Division/Care 
Group selected at the time of reporting 

 Health & Safety incidents go directly to the Lead for Health, Safety and Security 

 Medication category incidents are directed to the Trust’s pharmacy senior leadership 
team  

 Safeguarding incidents go directly to the Trust’s Safeguarding team  

 Information Governance Incidents go directly to the Information Governance Lead 
Officer 

 
Notifications will be based on completion of the following fields: 
 

 Division/care group 

 Speciality 

 Area/Dept 

 Location 

 Category  

 Sub-category 

 Result 

 Degree of harm 

 Line manager etc., 
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6.10 Line Managers 
 
Line managers should ensure that immediate action (as necessary) has been taken to make 
sure the situation is safe. 
 
All line managers in the Trust will have access to the DATIXWeb Incident Reporting module 
and should access relevant incident forms once reported, adding their initial response to the 
Investigation/”line managers’ comments” section (please refer to the User Guide for line 
managers on the incident reporting page/incident home page). Line managers will be notified 
via email when a relevant incident has been reported.   
 
All submitted incident forms must be reviewed by the line manager within 5 working days of 
the incident being reported. In the absence of a line manager due to sickness/leave etc., a 
deputy should be designated to respond to incident forms on their behalf. Guidance can be 
found in the line managers’ user guide. 
 
Line Managers must review the following: 
 

 Whether the incident aligns to the PSIRP and therefore requires one of the response 
techniques 

 The ‘actual’ degree of harm and category of every incident to determine if this is 
appropriately graded; any differences of opinion should be discussed sensitively with 
the reporter to support their development. 

 Whether “Duty of Candour” may be applicable and if so ensure duty of candour 
principles are followed and recorded in the patient notes and on the incident form. 

 Whether actual harm was caused, or patients’ care was compromised and to ensure 
this is reflected on the DATIXweb incident form. 

 Ensure patient details are included in the “people involved/affected” screen 

 Whether the reporter’s line manager needs to be changed to the appropriate line 
manager for the service in which the incident occurred in order for the appropriate 
response to the patient safety incident to be carried out. 

 The need to report the incident to any ‘external’ agency, e.g. Health & Safety Executive 
(RIDDOR), Medicines & Healthcare Products Regulatory Agency. 

 Whether any staff member in question needs to be debriefed or supported (e.g. 
through the counselling service offered via Occupational Health). 

 Whether the incident appears to be indicative of a trend, issue or emerging risk that 
needs to be escalated to the PSIRF oversight group. 

 
6.11  Datix Administrators 
 
The Datix Administrators are responsible for: 
  

 Reviewing all incident forms awaiting closure 

 Reviewing all incident forms with a request for incident to be “rejected” 

 Escalating matters of concern to relevant managers 

 Identifying forms that have not had senior (line manager or relevant other) approval 
and returning these as appropriate.   

 Ensuring data is quality checked, including removing any person identifiable data from 
the free-text fields to ensure quality compliance and readiness for upload to national 
systems 

 Ensure e-mail addresses are appropriate for feedback of line manager’s comments to 
the reporter of the incident, upon closure of the record 

 ‘Approve’ any contacts that are linked to the incident form; this may include merging 
records and managing duplicate records. 
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 Monitor the completion of Duty of Candour fields 

 Save  and close the incident once all appropriate field have been verified 
 
The Datix Administrators are responsible for ensuring that there is suitable training available 
to staff. They will also offer relevant managers training on the report functionality of the 
system so the managers can produce their own relevant reports.   
 
 
6.12 Safeguarding Leads 
 
The Lead for Adult Safeguarding is responsible for ensuring any incident involving an adult 
with care and support needs is responded to appropriately, offering advice and supervision 
in relation to reporting and responding in line with The Care Act 2014, and local 
safeguarding policy. 
 
The Named Nurse for Children’s Safeguarding should offer oversight to any incident where a 
child has come to harm, ensuring it is reported and responded to according to local and 
national policy. 
 

 
6.12 Heads of Nursing /Heads of Operations/ Clinical Directors 

 
Heads of Nursing, Heads of Operations and Clinical Directors will receive notification of all 
incidents across their Care Groups and are responsible for: 
 

 Ensuring an assurance framework is set up within their area to identify and review 
incidents against the PSIRP  

 Ensuring appropriate action/investigation is managed for patient safety incidents, as 
identified in the PSIRP  

 Ensuring the “Duty of Candour” process is embedded and addressed within their area, 
including adherence to the legal framework for Duty of Candour 

 Ensuring any lessons learnt are shared via the PSIRP oversight group and as well as 
available for submission to the Patient Experience & Safety Sub-committee, as required 

 
Where an incident does not relate to a Care Group specifically, but relates to a corporate 
function,it is the responsibility of the relevant Executive Director to ensure that the above 
steps are undertaken. 
 

6.13 Patient Safety Specialist 
 
The Patient Safety Specialist will lead on patient safety across the Trust and is responsible 
for providing patient safety expertise, providing dynamic, senior leadership, visibility, and 
support. In addition, they will support the development of a patient safety culture, safety 
systems and improvement activity. 

6.14 Information Governance Lead Officer (IGLO) 

 
The Information Governance Lead Officer is responsible for ensuring that all Information 
Governance incidents are reviewed within 5 working days, ensuring a working collaboration 
with the areas from where the incident occurred.  Where it is determined that the incident 

meets a significant Data Security and Protection Incident, or where immediate safety 
actions need to be taken, this should be escalated to the Divisional Lead for further 



 

Page 14 of 32 
Incident Management Policy  
Version No 10.0 

discussion and identifying a suitable response technique at the weekly patient safety 
incident meeting.  
 
The IGLO is responsible for ensuring that all Data Security & Protection incidents are 

reported, as appropriate, to the Information Commissioners Office in line with the reporting 
through the Data security Protection Toolkit (DSPT). The guidance to General Data 

Protection Regulation as Implemented by the Data Protection Act 2018 (GDPR); guidance to 
the Notification of Data Security and Protection Incidents, can be found on the following link 
https://www.dsptoolkit.nhs.uk/Help/29  

 

6.15 Head of Health, Safety & Security 
 
The Health & Safety and Security Department is integrated into the work of the Organisation 
to help develop and maintain a safe and secure working environment for all. This includes 
patients, relatives and visitors to the Organisation and of course the staff who support all 
services. 
 
The Health & Safety and Security Department is a multi-disciplinary unit which includes Fire 
Safety, Security, Local Security Management Specialist Role (LSMS), and the Back Care 
Advisory Team, which includes manual handling and ergonomic support. The Control of 
Substances Hazardous to Health (COSHH) Co-ordinator supports COSHH risk assessment, 
through the Sypol software system, for the entire Organisation. 
 
The Head of Health, Safety & Security is responsible for ensuring that all managers and staff 
are aware when an incident is RIDDOR reportable (Reporting of Injuries Disease or 

Dangerous Occurrences Regulations).  They will support managers when carrying out 

investigations and support employees who, from an incident, have concerns regarding safety 
in their department. 
 
The Head of Health, Safety & Security (or nominated deputy) is also responsible for 
reviewing all verbal abuse/physical assault and security incidents and ensuring that 
appropriate actions are taken.   
 

6.16 Local Security Management Specialist (LSMS) 
 
The local security management specialist is responsible for: 
  

 Reviewing incidents relating to physical security matters and providing reports on trends 
and security management performance by sharing findings with the PSIRF oversight 
group. 

 Providing support, advice and guidance to all staff in measures to deal with security 
management and incidents 

 Arrange for zero tolerance letters and behavioural agreements to be issued where 
necessary 

7 POLICY DETAIL/COURSE OF ACTION 

7.1  Communication and notification of incidents/accidents. 

 
7.1.1 Patients /relatives/carers/contractors 

 

https://www.dsptoolkit.nhs.uk/Help/29
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Duty of Candour was introduced following the Mid Staffordshire Inquiry recommendations 
(the Francis Report) and aims to address the culture of silence in the NHS (based on the 
“Being Open” Policy).  It places a contractual duty on health and care providers (including 
NHS Boards) under the NHS Standard Contract to inform service users if they believe 
treatment or care has caused death or serious injury and to provide an explanation.  Failure 
to apply the Duty when this is required could result in significant financial penalties for the 
Trust 
   
Duty of Candour process and guidance can be found using the following web address: 
http://intranet.iow.nhs.uk/Home/Corporate/Quality-Governance-Team/Duty-of-Candour   
 
Compliance of Duty of Candour process will be monitored through the monthly Quality 
Report, with data provided by the Quality Governance Team. 
 
In the event of an incident occurring to a contractor the Estates Department should be 
notified immediately. 

 
7.1.2 External agencies 

 
Responsibility for reporting to external agencies is as follows:- 
 

 NHS Improvement –The National Reporting and Learning System (NRLS) is a central 
database of patient safety incident reports. ... All information submitted is analysed to 
identify hazards, risks and opportunities to continuously improve the safety of patient care. 
All patient safety incidents should be reported through NRLS. 
 

 Health & Safety Executive (HSE) – Serious incidents are reported to HSE directly by 
managers, in conjunction with the on-call Health & Safety Manager.  

  

 Wessex Patient Safety Team – The team are informed directly via STEIS (Strategic 
Executive Information system) – the national Incident reporting system; STEIS entries 
are uploaded by a nominated individual from within the Quality Governance team. 
 

 Medicines and Healthcare Products Regulatory Agency (MHRA) – Trust 
employees must report suspected problems / adverse incidents with a medicine or 
medical device to the MHRA using the Yellow Card Scheme. (see appendix E). 
Members of the public should also be encouraged to do so. Adverse incidents must 
also be reported via Datix to the Chief Pharmacist or nominated deputy and Medical 
Devices Department Co-ordinator for issues with medicines and medical devices 
respectively. This allows the Trust medicines use and safety team and Medical Devices 
department to investigate as appropriate. 

 

 Local Authority Safeguarding team – any member of staff can refer a safeguarding 
concern to Local Authority; for guidance and advice the following web address 
signposts to the Trust’s local Safeguarding Adult team and includes guidance on 
making a referral to local authority: http://intranet.iow.nhs.uk/Safeguarding-Adults-at-
Risk 

   

 Child Death Overview Panel (CDOP) – all child deaths notified to CDOP, which is a 
formal sub-committee of the IW Local Safeguarding Children’s Board (LSCB) by the 
Head of Safeguarding Children.  

 

 The Coroner – where appropriate the Coroner will be advised of incidents by the 
Inquest team.  

http://intranet.iow.nhs.uk/Home/Corporate/Quality-Governance-Team/Duty-of-Candour
http://intranet.iow.nhs.uk/Safeguarding-Adults-at-Risk
http://intranet.iow.nhs.uk/Safeguarding-Adults-at-Risk
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 National Health Service Resolution (NHS R) – clinical and non-clinical claims will be 
notified to NHS R by the Head of Legal Services. 
   

 Human Tissue Authority – reported as appropriate by the Human Tissue Act 
Designated Individual or Person Designate in their absence (via Pathology Service). 

 

 RIDDOR – Reporting of Injuries Disease or Dangerous Occurrences Regulations is 
undertaken in accordance with National guidelines, as advised by the Head of Health, 
Safety & Security.  

 

 Information Commissioners Office – all data security & protection incidents are 
reported to the Information Commissioners Office by the Trust’s Information 
Governance Lead Officer, in line with reporting through the Data Security Protection 
Toolkit.  

 

 NHS screening programs - Public Health England (PHE) is responsible for the NHS 
Screening Programmes and the Screening Quality Assurance Service (SQAS). PHE is 
an executive agency of the Department of Health and works to protect and improve the 
nation's health and wellbeing, and reduce health inequalities. Where the incident 
involves any part of a PHE National Screening Committee screening programme 
pathway a ‘Screening Incident Assessment Form’ (SIAF) should be completed in 
addition to a DATIX. A new SIAF should be downloaded (by typing the following web 
address) for each new screening incident reported to ensure the most recent version is 
used. The PHE Screening Quality Assurance team will assess and respond to each 
SIAF submitted.  

 https://www.gov.uk/government/publications/managing-safety-incidents-in-nhs-
screening-programmes  

 
The NHS Screening Programmes covered are: 
  

 
 

 
 

 
 

ious Diseases in Pregnancy Programme  
 

  
 

Each area is responsible for maintaining a log of incidents they have reported to 
External Agencies, reporting this information on an annual basis to the relevant 
Subcommittee and taking action on any shortfalls identified. 

 
7.1.3 Fraud and Corruption 

 
If fraud or corruption is suspected, confidentiality is vital to ensure the integrity of the 
information and any subsequent investigation.   
 
Further information is available on the Trust’s intranet site via the following address: 
http://intranet.iow.nhs.uk/Fraud   
 
 

 

https://www.gov.uk/government/publications/managing-safety-incidents-in-nhs-screening-programmes
https://www.gov.uk/government/publications/managing-safety-incidents-in-nhs-screening-programmes
http://intranet.iow.nhs.uk/Fraud
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7.1.4 RIDDOR reporting 

 
It is a duty under the Reporting of Injuries, Diseases and Dangerous Occurrences 
Regulations 1995 that work-related incidents are reported to the Health and Safety 
Executive (HSE). If someone has died or has been injured because of a work-related 
accident this may have to be reported (see appendix D for criteria).  
 
A RIDDOR reportable incident must be indicated on Datixweb incident record and there is a 
tick box facility for this; this alerts senior managers that an incident /accident has occurred 
and that it is reportable externally. It is the responsibility of the Departmental lead or 
responsible person to access the Health & Safety Executive website and complete the online 
RIDDOR reporting form; this must then be electronically attached to the Trust’s incident 
record as an attachment. 
 
The following web address is the path for the RIDDOR on-line form: 
http://www.hse.gov.uk/riddor/report.htm   There is also a link on the front page of the Trust’s 
intranet site. (If the intranet is not accessible then contact the On-Call Health, Safety & 
Security Manager who will ensure that you are provided with the correct advice and 
paperwork to complete a report to be forwarded to the HSE). 

 
7.1.5   Media Involvement 

 
Where an incident identifies potential media interest, the line manager must inform the 
Communication & Engagement Department immediately. 
 
7.1.6 Information Governance 
 
The scope of a higher level Information Governance incident, as determined by the NHS 
Digital Guidance, is as follows:  
 

 Confidentiality Breach, Availability Breach, Integrity Breach 

 The type of incident will typically breach of one of the above wider principles of the 
General Data Protection Regulation and/or the Common Law Duty of Confidentiality.  

 This includes unlawful disclosure or misuse of confidential data, recording or sharing of 
inaccurate data, information security breaches and inappropriate invasion of people’s 
privacy.  

 Personal data breaches which could lead to identity fraud or have other significant 
impact on individuals; the risks to individuals as a result of a breach must be assessed 
and the affected individual must be informed about a breach when their rights and 
freedoms are a high risk, including providing advice to help an individual protect 
themselves from the effects of a data breach..  

 

PERSONAL DATA BREACH 
A personal data breach means a breach of security leading to the accidental or unlawful 
destruction, loss, alteration, unauthorised disclosure of, or access to, personal data. This 
includes breaches that are the result of both accidental and deliberate causes. 
 
(Ref: personal data breaches – Information Commissioners Office) 

 

http://www.hse.gov.uk/riddor/report.htm
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Further information on data breaches can be found using this link: https://ico.org.uk/for-
organisations/guide-to-data-protection/guide-to-the-general-data-protection-regulation-
gdpr/personal-data-breaches/  
 
7.1.7 Cyber Incidents 
 
A cyber incident is a breach of a system's security policy in order to affect its integrity or 
availability and/or the unauthorised access or attempted access to a system or systems; in 
line with the Computer Misuse Act (1990). 
 
In general, types of activity that are commonly recognised as being breaches of a typical 
security policy are: 
 

 Attempts to gain unauthorised access to a system and/or to data. 

 The unauthorised use of systems for the processing or storing of data. 

 Changes to a systems firmware, software or hardware without the system owners 
consent. 

 Malicious disruption and/or denial of service. 

7.2 Incident Investigation 
  
7.2.1 Incident grading, investigation and PSIRP 
 
INCIDENT GRADING 

 
DEGREE OF HARM: grading is based on the risk rating tool and allows for the 
categorisation of the incident as Green, Yellow, Amber or Red. Prior to requesting closure of 
any incident, the degree of harm should be re-reviewed based on the outcomes of any 
reviews. 
 

1 None 2  Minor 3 Moderate 4 Severe 
5 Death (attributable 

to the patient safety 
incident) 

 
 

https://ico.org.uk/for-organisations/guide-to-data-protection/guide-to-the-general-data-protection-regulation-gdpr/personal-data-breaches/
https://ico.org.uk/for-organisations/guide-to-data-protection/guide-to-the-general-data-protection-regulation-gdpr/personal-data-breaches/
https://ico.org.uk/for-organisations/guide-to-data-protection/guide-to-the-general-data-protection-regulation-gdpr/personal-data-breaches/
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INVESTIGATION: Response to patient safety incidents by line managers 
 
 
Every incident reported should have a response in line with the Trust PSIRP. If an incident is 
not categorised as a local or national priority by the PSIRP, it still requires a response in line 
with the below listed PSIRP response techniques. 
 
In addition to the responsibilities listed in section 6.11 of this policy the following non-
exhaustive list of actions should then be completed for every patient safety incident by the 
appropriate line manager responsible for the service in which the incident occurred: 
 

 Calculation of the potential impact in line with the Trust Risk Management Policy 
(potential impact grading table) 

 Documentation of investigation response technique applied to the incident (line 
manager comments box) 

 Investigation findings (line manager comments box) 

 Lessons to be learned and any changes in process made (lessons to be learned box) 

 How/When lessons to be learned will/have been implemented (lessons to be learned 
box) 

 Any wider relevant documentation uploaded to the incident record (documents tab) 

 Indication of response technique used; indicate in PSIRF section of incident record 
on Datix 

 
 
NB In the absence of a specific Line Manager due to sickness/leave etc. a deputy may 
need appointing to respond to incident forms on their behalf. 

 
When an incident cannot be identified as fitting into one of the response techniques in the 
PSIRP, this should be escalated to the PSIRP oversight group for consideration. 
 
A patient safety incident is investigated or reviewed under this framework to understand the 
circumstances that led to it, for the purpose of system learning and improvement, and not:  
 
• to determine the cause of death (where applicable); that is for Coroner’s  

• to hold any individual or organisation to account; this includes judgements on avoidability, 
preventability, liability, predictability, etc.  
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(NHS England/NHS Improvement 2020) 

 
 

PSIRP (Patient Safety Incident Response Plan) 
 
The Trust’s patient safety incident response plan (PSIRP) sets out how the Isle of Wight 
NHS Trust will seek to learn from patient safety incidents reported by staff and patients, their 
families and carers as part of its work to continually improve the quality and safety of the 
care it provides. The link to the Trust’s response plan can be found on the local PSIRF 
intranet page (http://intranet.iow.nhs.uk/SI1 ). 
 
The overarching plan should be accessed to identify the Trust’s agreed Local Priorities for 
the current year. Specialty specific areas will have further identified priorities (e.g. 
Ambulance, Mental Health and Maternity)  
 
 

http://intranet.iow.nhs.uk/SI1
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PSIRP – response techniques 
 

 
 

 
7.2.3  Timescales for incidents reported on the Trust’s Incident & Risk Management system 
(Datix)  
 
The current timescales are as follows (for all Trust Divisions): 
 

 5 working days to review new incidents  

 20 working days to process incidents 

 10 working days for Datix team to process incidents for closure 

 

7.3  General Issues 
 
7.3.1 Recommendations and Action planning 

 
It is a vital part of incident management that any recommendations and actions are 
monitored to ensure they have been completed. Following identification of recommendations 
by the investigating team, the Division’s Head of Nursing is responsible for ensuring that all 
actions are “SMART1” and have a lead person and target completion date; the 
recommendations/actions are to be added to the record on Datix by the Quality Manager 
and will be monitored until their completion; evidence will be required to be added to the 
Datix record. Actions may also be added by line managers to assist with the incident 
management process in line with action management as above. 
 
Action plans as a result of the outcome of a cluster review, will have the action plan linked to 
the main incident reference number that first initiated the cluster review; this will prevent 
duplication of results. 
 
7.3.2 Sharing of lessons learnt 

 
Lessons learned from incidents and any subsequent investigation/enquiry should be shared 
across the Trust through a variety of mechanisms from individual reflection, team safety 

                                                
1
 SMART – smart, measurable, achievable, relevant, timely 
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huddles, and via local Quality groups, the PSIRP oversight group, and also via the Trust’s 
Patient Experience & Safety Sub-committee. 
 
7.3.3  Process for staff to raise concerns 

 
In addition to the incident reporting system, the Trust also has in place a Raising Concerns 
(Whistleblowing) Policy that can be followed; the following address can be used to gain 
access to advice and guidance on the Trust’s intranet site. 
http://intranet.iow.nhs.uk/Home/Corporate-Support/Human-Resources-
Development/Raising-Concerns-Whistle-Blowing  
 
7.3.4 Duty of Candour and Being Open Conversations 
 

There is a dedicated page to Duty of Candour on the Trust’s intranet. Further information 

can be found at: http://intranet.iow.nhs.uk/Home/Corporate/Quality-Governance-Team/Duty-

of-Candour  

The duty of candour (whether contractual, statutory or professional) rests on the same 

fundamental principle: being open and honest.  

The Statutory duty of candour, CQC Regulation 20, forms part of inspections of 

organisations against the fundamental standards - failure to comply with this regulation can 

result in penalties for providers.  

The Duty of Candour regulations require the Trust ensure that we are open and honest with 

patients / relatives when things go wrong, and that there is support available for staff.  

In line with Duty of Candour this means that we must: 

 Make sure we have an open and honest culture at all levels within our organisation. 

 Give a verbal apology, when an incident has occurred; or we think that an incident has 

occurred.  

 Tell patients and / or relatives in a timely manner when a patient safety incident 

investigation is being carried out  

 Provide reasonable support to the 'relevant person' after the incident  

 Provide in writing a truthful account of the incident, as known at the time, and an 

explanation about the inquiries and investigations we will carry out and when the person 

will receive the outcome.   

 Reiterate the apology in writing 

 Ensure that a record is made of all action taken in response to following these 

regulations. 

Staff must also be open and honest with their colleagues, employers and relevant 

organisations and take part in reviews and investigations (when requested) and also be 

open and honest with their regulators, raising concerns where appropriate. Professional duty 

of candour is captured within the relevant professions code of conduct / professional 

standards.  

A being open conversation with patients, carers and families is expected to be completed in 

the event of any patient safety incident 

http://intranet.iow.nhs.uk/Home/Corporate-Support/Human-Resources-Development/Raising-Concerns-Whistle-Blowing
http://intranet.iow.nhs.uk/Home/Corporate-Support/Human-Resources-Development/Raising-Concerns-Whistle-Blowing
http://intranet.iow.nhs.uk/Home/Corporate/Quality-Governance-Team/Duty-of-Candour
http://intranet.iow.nhs.uk/Home/Corporate/Quality-Governance-Team/Duty-of-Candour
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Information on being open and the supporting tools can be found at: 
www.nrls.npsa.nhs.uk/beingopen 
 
 
8 CONSULTATION 
 
This policy revision consultation has included all managers with assigned responsibilities 
within this policy and other relevant stakeholders as per the list below:-  
 
Lead for Information Governance 
Associate Director of Corporate Affairs 
Head of Health, Safety, Security & Estates 
Lead for Quality Governance 
Lead for Pharmacy 
Lead for Adult Safeguarding 
Lead for Information Technology 
Chief Nurse including Midwifery and Allied Health Professionals  
 
The policy will have been submitted to the Patient Experience and Safety Sub-Committee for 
final approval and sign-off. 
 
9 TRAINING 
 
New staff will attend the mandatory Corporate Induction Programme, where information will 
be available on incident reporting. 
 
The following training is also recommended: 
 

 Risk Register training (via Pro4 on-line - classroom based) 
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 Datix drop-in sessions (via Datix Administrators) for any queries or help required 
relating to the use of DATIXweb incident management system 

 
10 MONITORING COMPLIANCE AND EFFECTIVENESS 
 
Summary/trend reports of reported incidents are produced/built upon request on a weekly, 
monthly, quarterly, or ad-hoc basis and include:  

 

 Dashboards showing incidents, risks, complaints and claims are available to all areas 
via DATIXweb 

 Any incidents reported following a response technique, as indicated in the PSIRP. 

 Slide packs, as requested, for the Patient Experience & Safety Sub-Committee 
 
11 OTHER RELEVANT POLICIES/DOCUMENTS  

(via Trust’s Intranet site; list not exhaustive) 
 

a. Patient Safety Incident Response Framework 
b. Information Governance Policy 
c. Risk Management Policy 
d. Information Security Policy 
e. Counter Fraud & Corruption Policy 
f. Being Open & Duty of Candour Policy 
g. Health & Safety Policy 
h. Security Policy 
i. Claims Handling & Management Policy 
j. Confidentiality – Code of Practice 
k. National Whistleblowing Policy 
l. DATIXWeb Step by Step Instructions, including Line Managers Instructions 

  
 
12 APPENDICES 
 
Appendix A Financial and Resourcing Impact Assessment on Policy Implementation 
Appendix B Equality Impact Assessment (EIA) Screening Tool 
Appendix C ICT Security Incident 
Appendix D RIDDOR guidance 
Appendix E MHRA guidance 
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Appendix A  
Financial and Resourcing Impact Assessment on Policy Implementation 

 
NB this form must be completed where the introduction of this policy will have either a 
positive or negative impact on resources.  Therefore this form should not be completed 
where the resources are already deployed and the introduction of this policy will have no 
further resourcing impact. 
 

Document 
title 

Incident Management Policy  

 

Totals WTE Recurring  
£ 

Non 
Recurring £ 

Manpower Costs   Nil Nil Nil 

Training Staff  Nil Nil Nil 

Equipment & Provision of resources  Nil Nil Mil 

 
Summary of Impact:  
 
Risk Management Issues:   

 
Benefits / Savings to the organisation:  Equality Impact Assessment 
 
 Has this been appropriately carried out?    YES  
 Are there any reported equality issues?    NO 
 
If “YES” please specify:  
 
Use additional sheets if necessary 
 
Please include all associated costs where an impact on implementing this policy has been 
considered.  A checklist is included for guidance but is not comprehensive so please ensure 
you have thought through the impact on staffing, training and equipment carefully and that 
ALL aspects are covered. 

Manpower WTE Recurring £ Non-Recurring £ 

Operational running costs Nl Nil Nil 

     

Totals:  Nil Nil Nil 

 

Staff Training Impact Recurring £ Non-Recurring £ 

    

Totals:     

 

Equipment and Provision of Resources Recurring £ * Non-Recurring £ 
* 

Accommodation / facilities needed Nil Nil 

Building alterations (extensions/new) Nil Nil 

IT Hardware / software / licences  Nil Nil 

Medical equipment Nil Nil 

Stationery / publicity Nil Nil 
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Travel costs Nil Nil 

Utilities e.g. telephones  Nil Nil 

Process change Nil Nil 

Rolling replacement of equipment Nil Nil 

Equipment maintenance Nil Nil 

Marketing – booklets/posters/handouts, etc. Nil Nil 

   

Totals: Nil  Nil  

 

 Capital implications £5,000 with life expectancy of more than one year. 
 

Funding /costs checked & agreed by finance: Nil 

Signature & date of financial accountant: Nil 

Funding / costs have been agreed and are in place: Nil 

Signature of appropriate Executive or Associate Director: Nil 
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Appendix B 

 
Equality Impact Assessment (EIA) Screening Tool 

 
1. To be completed and attached to all procedural/policy documents created within 

individual services. 
 
2. Does the document have, or have the potential to deliver differential outcomes or affect 

in an adverse way any of the groups listed below?  
 
If no confirm underneath in relevant section the data and/or research which provides 
evidence e.g. JSNA, Workforce Profile, Quality Improvement Framework, 
Commissioning Intentions, etc. 
 
If yes please detail underneath in relevant section and provide priority rating and 
determine if full EIA is required. 

 

Gender 

 Positive Impact Negative Impact Reasons 

Men Yes   

Women 
 

Yes   

Race 

Asian or Asian 
British People 

 
Yes   

Black or Black 
British People 

 
Yes   

Chinese 
people  

 
Yes   

People of 
Mixed Race 

 
Yes   

White people 
(including Irish 
people) 

 
Yes   

 

People with 
Physical 
Disabilities, 
Learning 

 
Yes 

  

Document Title: Incident Management Policy  

Purpose of document 
The purpose of this policy is to ensure that staff and managers are 
aware of their roles and responsibilities in relation to completion of 
incident reporting. 

Target Audience All staff  

Person or Committee undertaken 
the Equality Impact Assessment 

Karen Kitcher, Incident Lead 
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Disabilities or 
Mental Health 
Issues 

Sexual 
Orientat
ion 

Transgender 
 

Yes   

Lesbian, Gay 
men and 
bisexual 

 
Yes   

Age 

Children  
 

 
Yes   

Older People 
(60+) 

 
Yes   

Younger 
People (17 to 
25 yrs.) 

 
Yes   

Faith Group Yes 
 

 

Pregnancy & Maternity 
 

Yes 
 

 

Equal Opportunities 
and/or improved 
relations 

 
Yes 

 
 

 
Notes: 
 
Faith groups cover a wide range of groupings, the most common of which are Buddhist, 
Christian, Hindus, Jews, Muslims and Sikhs. Consider faith categories individually and 
collectively when considering positive and negative impacts. 
 
The categories used in the race section refer to those used in the 2001 Census. 
Consideration should be given to the specific communities within the broad categories such 
as Bangladeshi people and the needs of other communities that do not appear as separate 
categories in the Census, for example, Polish.  
 
3. Level of Impact  
 
If you have indicated that there is a negative impact, is that impact: 

  YES NO 

Legal (it is not discriminatory under anti-discriminatory law)   

Intended   

 
If the negative impact is possibly discriminatory and not intended and/or of high impact then 
please complete a thorough assessment after completing the rest of this form. 
 
3.1 Could you minimise or remove any negative impact that is of low significance?   Explain how 
below: 

 
 

3.2 Could you improve the strategy, function or policy positive impact? Explain how below: 

 
 

3.3 If there is no evidence that this strategy, function or policy promotes equality of opportunity or 
improves relations – could it be adapted so it does?  How? If not why not? 
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Scheduled for Full Impact Assessment Date: 

Name of persons/group completing the full 
assessment. 

 

Date Initial Screening completed  
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Appendix C  
ICT Security Incident 

 
1. Initial Report 

Take any immediate and appropriate action to minimise or stop the breach 
Inform the ICT Service Desk  
Inform your manager 
Keep a record of the incident to include dates, times, a description of the incident and any 
action taken on DATIX-Web incidents. 
 

2. Line Manager 
Confirm that appropriate action to minimise or stop the breach has been taken 
Review the incident log and revise where appropriate 
 

3. ICT Service Desk 
Determine extent of incident and level of breach, ensuring details are logged appropriately 
Perform any appropriate actions to halt or further minimise the breach  
Inform ICT Managers if appropriate  
 

4. ICT Management Team 
Determine extent of incident and level of breach, ensuring details are logged appropriately 
Ensure all possible and appropriate action has been taken to minimise, stop or isolate the 
breach. 
Inform Directors for Information Management & Technology and Corporate Governance 
Determine appropriate contacts to inform of incident, i.e. HR, affected 3rd parties, 
employees 
Identify source/cause of incident and effects 
Ensure the incident is contained and that no further breaches occur as a result 
Investigate source/cause and effects of incident. 
Document incident ensuring cause, symptoms, effects, action taken and preventative 
measures are included 
Advise GovCertUK if deemed appropriate 
 

5. Review Incidents 
Review incident with ICT team and ICT management in the first instance, drawing in other 
parties such as Human Resources as appropriate and timely, to determine whether: - 

 Appropriate action was taken 

 A timely course of action was taken 

 Appropriate personnel informed at appropriate time 

 A breach of policy occurred 

 Disciplinary action should be taken 

 End user training should be offered 

 Trust polices should be reviewed and/or revised 
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Appendix D 
 

RIDDOR Guidance 
Types of reportable incidents 

 
 

 What do you need to report?  

The following are reportable, if they arise ‘out of or in connection with work’:  

 the death of any person, whether or not they are at work  

 accidents which result in an employee or a self-employed person dying, suffering a specified 
 injury, being absent from work or unable to do their normal duties for more than seven days  

 accidents which result in a person not at work (e.g. a patient, service user, visitor) suffering an 
 injury and being taken directly to a hospital for treatment, or if the accident happens at a hospital, 
 if they suffer a specified injury  

 an employee or self-employed person has one of the specified occupational diseases or is 
 exposed to carcinogens, mutagens and biological agents  

 specified dangerous occurrences, which may not result in a reportable injury, but have the 
 potential to do significant harm.  

 
The full guidance for employers can be found by typing the following address into a web 
browser: http://www.hse.gov.uk/pubns/hsis1.pdf   

http://www.hse.gov.uk/pubns/hsis1.pdf
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Appendix E 
 

Medicines and Healthcare Products Regulatory Agency (MHRA) 
 
From MHRA website: https://www.gov.uk/government/organisations/medicines-and-
healthcare-products-regulatory-agency  

 
GOV.UK (2021) 
 
Report via following link: 
 
Yellow Card Scheme - MHRA 
 
 
 

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://yellowcard.mhra.gov.uk/

