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[bookmark: _The_partnership_agreement]Specifically for the duty of candour, all incidents are to be named as a notifiable safety incident (NSI) and, as dictated within the Health and Social Care Act 2008 (Regulated Activities) Regulations 2014 Regulation 20: Duty of candour, a notifiable safety incident is to detail how the organisation responded to this duty.

Regulation 20 explains that both the statutory duty of candour and the professional duty of candour have similar aims, that is to make sure that those providing care are open and transparent with the people using their services whether or not something has gone wrong.

A notifiable safety incident should not be confused with other types of safety incidents or notifications, and must meet all three of the following criteria:

1. It must have been unintended or unexpected
2. It must have occurred during the provision of regulated activity
3. In the reasonable opinion of a healthcare professional, it already has, or might, result in death or severe or moderate harm to the person receiving care.

If any of these criteria are not met, it is not a notifiable safety incident (but remember that the overarching duty of candour to be open and transparent always applies). 
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All incidents must be reported by each person involved/present at the time and reported through normal line-management channels to enable an initial review to be undertaken to bring about any immediate response that is necessary/appropriate. 

The NSI should be raised as detailed within the CQC’s document titled Regulation 20: Duty of Candour. In this document, a flow diagram illustrates how to identify a notifiable safety incident. When considering a notifiable safety incident, this organisation will use the following CQC definitions when defining the degrees of harm:

· Moderate harm
· Severe harm
· Moderate increase in treatment
· Prolonged pain
· Prolonged psychological harm.

The diagram at Annex A illustrates the process to be followed when a notifiable safety incident has been identified.

A template for reporting a notifiable safety incident can be found at Annex A to the Significant Event and Incident Policy. 

Once reported, the notifiable safety incident is to be investigated and managed as with any other reportable incident. Furthermore, a record of all communication to support the incident is to be retained in a log. This does not need to be a separate register to that which details all other incidents, such as the Significant Events Register. 
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Following any incident or event, part of the management response will be to instigate an investigation that includes an audit. Lessons learnt are shared amongst the team to prevent future incidences or, in cases of a positive event, best practice processes are shared to enhanced patient outcomes. 

Further information is detailed in the Quality Assurance and Clinical Audit Policy. 
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NHS Resolution states that saying sorry is always the right thing to do, is not an admission of liability, acknowledges that something could have gone better and is the first step to learning from what happened to prevent it recurring. 

Further reading is available in the NHS Resolution Saying sorry guidance document and also the CQC’s guidance titled Regulation 20: Duty of Candour.

A letter template to assist with the initial response is available at Annex B.
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The following links provide additional guidance:

· NHS Resolution Duty of candour animation
· MDU Duty of candour at a glance
· GMC The professional duty of candour
· NMC Guidance on the professional duty of candour
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Further reading can be sought from the CQC guidance titled What you must do when you discover a notifiable safety incident.
















[bookmark: _Annex_A_–][bookmark: _Toc216262636]Annex B	Sample letter template
The following text must be copied, edited and individualised as per each case. 

Following our initial meeting which took place on [insert date] to inform you of a notifiable safety incident under the statutory duty of candour, I am writing to provide you/your [identify relationship, e.g., husband, wife, etc.] with all the relevant information that was provided at that initial face-to-face meeting.

As discussed at the initial meeting, we investigated this event and explained our findings to you as follows [insert details of findings]. 

*Delete if not applicable 

[As discussed at the initial meeting, we stated that we are undertaking further enquiries and when these have been completed, we will inform you of the outcome.]  

OR

[As discussed at the initial meeting, we stated that we were undertaking further enquiries. These have been completed, and the outcome is as follows.]

Please find the enclosed leaflet that details the duty of candour. This has been created by an organisation called AvMA and has been endorsed by the Care Quality Commission.

We would like to express our sincere apologies that this event occurred as the organisation aims to provide the good, high-quality services that our patients expect.

[bookmark: _Annex_B_–]

Notify the service user


Explain that an incident has occurred


Provide reasonable support to the service user


Provide an account


Ensure the account is a true reflection of the incident


Ensure it is a factual account at the time of notification


Provide advice


Explain what further enquiries may be appropriate


Ask the service user if they have any questions


Offer an apology


This must be a meaningful apology


Ensure the word 'sorry' is used


Provide information in writing


Provide the service user with a written version of the incident


Ensure they recieve a written apology
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