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Patient Safety Incident Response Policy


1. Purpose
To ensure Elixir Medics responds to patient safety incidents promptly, transparently, and consistently, so we:
· protect patients from immediate harm,
· meet legal and regulatory responsibilities (including openness and duty of candour where applicable),
· investigate proportionately,
· learn and improve to reduce recurrence.

2. Scope
Applies to all staff (clinical, admin, contractors, locums) and all settings where Elixir Medics delivers care (clinic premises and any agreed outreach, if introduced).

3. Definitions
Patient safety incident: any unintended or unexpected incident that could have or did lead to harm for a patient receiving healthcare.
Harm levels (use local definitions):
· No harm / near miss: event did not reach patient or reached patient with no harm.
· Low harm: minimal harm, short-term and/or minor treatment required.
· Moderate harm: significant but not permanent harm; prolonged treatment or increased care required.
· Severe harm: permanent harm or life-changing impact.
· Death: death related to the incident.
Never Event: serious incident that is preventable with national safety guidance in place (rare in outpatient MH but included for completeness).

4. Policy statement (what we commit to)
Elixir Medics will:
· prioritise immediate safety and clinical response,
· encourage a no-blame reporting culture (accountability for reckless behaviour still applies),
· investigate in a just and fair way,
· communicate openly with patients and families,
· implement and track improvement actions,
· review themes at governance meetings.

5. Roles and responsibilities
All staff
· take immediate action to reduce harm,
· report incidents promptly (same day wherever possible),
· preserve evidence and document objectively,
· escalate urgent risks without delay.
Registered Manager (RM)
· oversees incident system, ensures investigations and actions are completed,
· decides investigation level, assigns investigator,
· ensures learning is shared, actions tracked, and audits completed.
Clinical Director / Clinical Lead
· provides clinical oversight, approves clinical conclusions,
· supports high-severity investigations and patient communication.
Safeguarding Lead
· advises on safeguarding thresholds and referrals,
· ensures safeguarding actions are integrated into incident response.
Data Protection Lead / IG Lead (if separate)
· manages data breach aspects and reporting where relevant.

6. What must be reported 
Report all:
· self-harm or suicide attempt during/linked to appointment contact
· violent/aggressive incidents or threats to safety
· medication errors (prescribing, dispensing advice, administration if applicable)
· missed deterioration/red flags, failure to escalate to urgent care
· wrong patient / confidentiality breach
· safeguarding failures, allegations, or disclosures
· restrictive practice or liberty concerns (blocked exit, restraint, “patient not free to leave”)
· complaints indicating safety risk
· equipment failures affecting care (e.g., emergency kit missing)
· near misses that could have caused harm

7. Immediate response (first 0–60 minutes)
Step 1: Make safe
· Provide urgent clinical care within competence.
· Call 999 for emergency medical/psychiatric risk (imminent suicide risk, severe agitation, collapse, anaphylaxis, major injury).
· Remove other patients from risk; ensure staff safety.
Step 2: Escalate internally
· Inform the Senior Clinician on duty and the RM as soon as practical (immediately for moderate/severe risk).
Step 3: Preserve evidence
· Keep relevant records, messages, call logs, CCTV (if present), and physical evidence safe.
· Do not alter clinical notes; add an addendum clearly labelled with date/time.
Step 4: Document
· Record a factual account in the clinical record and the incident form: what happened, what actions were taken, who was informed.

8. Reporting process (same day / within 24 hours)
· All incidents must be entered into the Incident Reporting Form/System by end of day or within 24 hours.
· The RM reviews new incidents daily (or next working day).
· High-risk incidents trigger immediate governance notification.
Minimum incident record
· date/time/location, people involved (IDs), harm level, immediate actions, escalation steps, safeguarding consideration, and follow-up plan.

9. Triage: severity and investigation level (RM decision)
Level 1 – Rapid review (within 48–72 hours)
· near misses, no/low harm, straightforward medication, or admin errors.
· aim: quick learning and immediate fixes.
Level 2 – Standard investigation (within 10 working days)
· moderate harm, repeated pattern, system issues (e.g., missed escalation).
· includes structured analysis and action plan.
Level 3 – Comprehensive investigation (within 20–30 working days)
· severe harm, death, major safeguarding failures, high reputational/regulatory risk.
· RM + Clinical Director oversight, detailed timeline, contributory factors, and board/provider sign-off.

10. Investigation method (proportionate learning approach)
For Level 2–3 investigations, use a structured approach:
1. Timeline: what happened, when, and who did what
2. Care delivery review: was assessment, documentation, escalation appropriate?
3. Contributory factors: people, process, environment, equipment, communication, workload, training
4. Root causes / system causes (avoid blaming individuals for system problems)
5. Actions: specific, measurable, owner, deadline
6. Effectiveness check: audit/review date to confirm improvement

11. Patient communication and openness (including duty of candour approach)
Elixir Medics will communicate with patients (and/or families/representatives where appropriate) in a timely, compassionate manner when something has gone wrong.
Minimum standard for significant incidents
· explain what is known so far,
· apologise where appropriate,
· explain immediate actions taken,
· describe next steps/investigation process,
· provide a contact point and expected update timeline.


12. Safeguarding interface (must be considered every time)
During triage, the RM/Clinician must explicitly consider:
· Does this involve an adult at risk?
· Is there abuse/neglect/exploitation/coercive control?
· Is a referral to local authority safeguarding needed?
· Are there children potentially at risk indirectly?
Record the safeguarding decision and referral outcome.

13. External reporting and notifications (principles)
Elixir Medics will make external notifications when required, depending on the event type and regulatory duties. Examples include:
· urgent escalation to emergency services,
· safeguarding referrals to local authority,
· information governance reporting pathways for serious data breaches (per IG policy),
· CQC notifications where applicable to registered activities and notifiable safety events (handled by RM).

14. Staff welfare and support
After serious incidents, Elixir Medics will:
· debrief staff,
· offer supervision/support (including access to occupational support if available),
· address immediate workload or staffing risks,
· reinforce a just culture.

15. Learning, actions, and governance oversight
· All incidents are reviewed for themes and learning at clinical governance meetings.
· Action plans are tracked in an Action Log until completed.
· Learning is shared via briefings and updated SOPs/training.
Examples of improvement outputs
· updated triage/red-flag guidance,
· revised ADHD prescribing monitoring template,
· appointment safety protocols for high-risk patients,
· reception escalation prompt,
· safeguarding training refresh.

16. Records management
· Incident reports and investigation documents are stored securely with access control.
· Patient identifiers are minimised in learning communications.
· Retention follows the Elixir Medics records policy.

17. Monitoring and audit
Minimum audits (pre-opening plan + post-opening schedule):
· monthly: incident volume, time-to-triage, time-to-close, action completion rates
· quarterly: medication incidents themes, safeguarding referrals, restrictive practice events
· annually: full review of policy effectiveness and major learning summary


ELIXIR MEDICS 
PATIENT SAFETY INCIDENT REPORT FORM


A) Incident ID: ____________
· Date/time of incident: ____________ Date/time reported: ____________
· Location: ☐ Reception/waiting ☐ Clinic room ☐ Phone/video ☐ Email/portal ☐ Other: ______
· Reporter name/role: ____________________ Contact: _______________
· Senior clinician informed? ☐ Yes ☐ No Name: __________ Time: ______
· RM informed? ☐ Yes ☐ No Time: ______
B) Patient / person(s) affected
· Patient ID (use initials/ID not full name if possible): ____________
· DOB/age: ____________
· Others affected: ☐ Family ☐ Staff ☐ Other patients ☐ Third party
C) Incident type (tick all that apply)
Clinical / safety
· ☐ Self-harm / suicide attempt / imminent risk during contact
· ☐ Violence/aggression/threats
· ☐ Missed deterioration / red flags / failure to escalate
· ☐ Assessment/documentation issue (clinical)
· ☐ Medication/prescribing error or unsafe prescribing concern
· ☐ Allergy/anaphylaxis (if applicable)
· ☐ Restrictive practice / liberty concern (blocked exit / not free to leave)
· ☐ Safeguarding concern / allegation of abuse or neglect
· ☐ Infection control / environmental safety issue
· ☐ Equipment/emergency kit issue
Information governance
· ☐ Confidentiality breach / wrong recipient
· ☐ Data loss/theft/unauthorised access
Other
· ☐ Complaint with safety implications
· ☐ Other: __________________________
D) What happened
· Summary:

· Detailed description (include timeline):


E) Immediate actions taken (first response)
· Immediate clinical action / de-escalation used:

· Emergency services called? ☐ No ☐ 999 ☐ 111 ☐ Crisis team/urgent MH referral
Time called: ______ Outcome: ____________________________
· Patient outcome at end of event: ☐ Stable ☐ Escalated to ED ☐ Left clinic ☐ Other: ____
· Any injury/harm? ☐ No ☐ Yes → describe: _______________________________
F) Harm assessment (tick one)
· Actual harm: ☐ Near miss ☐ No harm ☐ Low ☐ Moderate ☐ Severe ☐ Death
· Potential harm if not intercepted: ☐ Low ☐ Moderate ☐ Severe
G) Contributory factors (tick all that apply)
· ☐ Communication / handover
· ☐ Documentation / record access
· ☐ Training/competence
· ☐ Workload/capacity
· ☐ Environment/rooming/privacy
· ☐ IT/system failure
· ☐ Policy/SOP unclear or not followed
· ☐ Human factors / fatigue
· ☐ External partner (lab/pharmacy/GP)
· ☐ Other: ________________________
H) Safeguarding check (mandatory)
· Safeguarding concern present? ☐ No ☐ Yes
· Adult at risk? ☐ No ☐ Yes Children impacted indirectly? ☐ No ☐ Yes
· Safeguarding lead informed? ☐ Yes ☐ No Time: ______
· Safeguarding referral made? ☐ No ☐ Yes Ref/details: _______________
I) Duty of candour / patient communication (if applicable)
· [bookmark: _Int_ocmS7y2P]Does this meet “notifiable safety incident” threshold? ☐ No ☐ Possibly ☐ Yes
(CQC definition: unintended/unexpected during regulated activity and might result in death/severe/moderate harm.
· Patient/representative informed? ☐ No ☐ Planned ☐ Yes (date/time): ______
· Apology given (where appropriate)? ☐ No ☐ Yes
· Planned follow-up contact (who/when): __________________________________
J) External notifications considered (tick)
· ☐ CQC statutory notification (Reg 18) considered/submitted 
· ☐ ICO breach report considered/submitted (within 72 hours if notifiable) 
· ☐ Police / emergency services involvement
· ☐ Local authority safeguarding referral
· ☐ Other: ________________________
K) Immediate containment / corrective actions
· Actions taken now (who/what/by when):
1. _____________________ Owner: _______ Due: ______
2. _____________________ Owner: _______ Due: ______
L) Investigation
· Investigation level: ☐ L1 rapid review ☐ L2 standard ☐ L3 comprehensive
· Investigator assigned: _______________ Target closure date: __________
· Learning summary (to complete after review):

M) Sign-off
· Reviewed by RM: _______________ Date: ______
· Clinical sign-off (if needed): ____________ Date: ______
· Closed date: ______ Action plan complete? ☐ Yes ☐ No
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