	[image: image2.png]



	IOTA Care Ltd
Updated:15.3.25 

	 Duty of Candour: Notifiable Safety Incidents



Notifiable safety incident’ is a specific term defined in the duty of candour regulation. It should not be confused with other types of safety incidents or notifications.

A notifiable safety incident must meet all 3 of the following criteria:

1. It must have been unintended or unexpected.

2. It must have occurred during the provision of an activity that is regulated by the CQC.

3. In the reasonable opinion of a health/ social care professional, already has, or might, result in death, or severe or moderate harm to the person receiving care. This element varies slightly depending on the type of provider.

Paragraph 9 of Regulation 20 defines the harms for all regulated providers. In the reasonable opinion of a health / social care professional, appears to have resulted in, or requires treatment to prevent:

· the death of the person - directly due to the incident, rather than the natural course of the person's illness or underlying condition

· the person experiencing a sensory, motor or intellectual impairment that has lasted, or is likely to last, for a continuous period of at least 28 days.
· changes to the structure of the person's body

· the person experiencing prolonged pain or prolonged psychological harm, or

· a shorter life expectancy for the person using the service.

These definitions of harm are aligned to CQC’s notification system for reporting deaths and serious injuries.

These definitions are common to all types of service.

Moderate harm

Harm that requires a moderate increase in treatment and significant, but not permanent, harm.

Severe harm

A permanent lessening of bodily, sensory, motor, physiologic or intellectual functions, including removal of the wrong limb or organ or brain damage, that is related directly to the incident and not related to the natural course of the service user's illness or underlying condition.

Moderate increase in treatment

An unplanned return to surgery, an unplanned re-admission, a prolonged episode of care, extra time in hospital or as an outpatient, cancelling of treatment, or transfer to another treatment area (such as intensive care)

Prolonged pain

Pain which a service user has experienced, or is likely to experience, for a continuous period of at least 28 days.

Prolonged psychological harm

Psychological harm which a service user has experienced, or is likely to experience, for a continuous period of at least 28 days.
Identifying a notifiable safety incident

The presence or absence of fault on the part of a provider has no impact on whether or not something is defined as a notifiable safety incident. Saying sorry is not admitting fault.
Even if something does not qualify as a notifiable safety incident, there is always an overarching duty of candour to be open and transparent with people using services.
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Regulations 12, 14, 15, 16, 17, 18, 20, 21 and 22 of the Care Quality Commission (Registration) Regulations 2009 make requirements that the details of certain incidents, events and changes that affect a service, or the people using it, are notified to CQC. 
It is an offence not to notify CQC when a relevant incident, event or change has occurred. You can read a summary of the notification requirements below:
Changes to IOTA Care’s registration details? (Regulation 15):
Changes of provider for an activity

Changes of registered manager for an activity

Changes to a registered individual’s name

Changes to the membership of a partnership

Changes to an organisation’s name or address

The appointment of a new nominated individual

Changes to an organisation’s officers or directors (NHS bodies should use this section to tell us about new chief executives)

Changes of main contact email address and telephone number

 The appointment of a trustee in bankruptcy, receiver, or liquidator

The sequestration of a registered person’s estate

CQC must also be informed of the relevant changes to IOTA Care’s Statement of Purpose (Regulation 12)

CQC must be notified about absences of registered persons (and returns from absence) of 28 days or more? (Regulation 14)
CQC must be notified about changes to IOTA’s registration details? (Regulation 15)

Death of a person who uses the service (Regulation 16)
Deaths and unauthorised absences of people who are detained or liable to be detained under the Mental Health Act 1983 (Regulation 17)
Notifications about ‘other incidents’ (Regulation 18)
Serious injuries.

Deprivation of liberty applications and their outcomes.

Abuse and allegations of abuse.

Incidents reported to, or investigated by, the police.

Events that stop, or may stop, the registered person from running the service safely and properly.

The admission of a child or young person under 18 to a psychiatric ward or unit.

Duty of Candour’ (Regulation 20 of the Regulated Activities Regulations 2014)
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