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1. Introduction
The duty of candour provisions of the Health (Tobacco, Nicotine etc. and Care) (Scotland) Act 2016 (The Act) and The Duty of Candour Procedure (Scotland) Regulations 2018 (The 2018 Regulations) set out the obligations on and the procedure that those providing health services, care services and social work services in Scotland are required by law to follow when there has been an unintended or unexpected incident in providing those services that results in, or could result in, death or harm. 

2. Purpose

The overall purpose of the Duty is to ensure that organisations are open, honest and supportive when there is an unexpected or unintended incident resulting in harm or death to an individual, as defined by the Act.

3. Duty of Candour Provisions

The Duty of Candour provisions set out a range of things that need to happen when unexpected or unintended harm has occurred. The duty creates a legal requirement for health and social care organisations to inform people when they have been harmed as a result of an unintended or unexpected event from their care and which is unrelated to their illness or condition. For the purposes of the Duty of Candour, an “apology” means a statement of sorrow or regret in respect of the unintended or unexpected incident. An apology or other step taken in accordance with the duty of candour procedure does not of itself amount to an admission of negligence or a breach of a statutory duty.

4. Responsible Person

As the Act introduces a statutory Organisational Duty of Candour, the responsible person is an organisation. Depending on where and when the incident that resulted in death or harm took place, it is for the services within the Health and Social Care Partnership to decide whether the NHS Board or Local Authority is the responsible person and will activate the Duty of Candour Procedure.

For the purposes of this procedure, the responsible person is West Lothian Council. 

The responsible person has responsibility for:

· Carrying out the procedure
· Undertaking any training required by regulations
· Providing training, supervision and support to any person carrying out any part of the procedure as required by Regulations
· Reporting annually on the Duty.

5. Duty Trigger

The trigger for the Duty is “an unintended or unexpected incident”, which occurs in the provision of a service and the incident must result in the outcomes listed below. The outcome must relate directly to the incident rather than to the natural course of the person’s illness or underlying condition.
For the Duty to be affected, in the reasonable opinion of a registered health professional, the incident must have resulted in a particular outcome. The professional giving the opinion must be independent, i.e. they must not have been “involved” in the incident.

The Head of Service should be made aware as soon as is reasonably practical of any incident occurring that might trigger the Duty.

6. Incident and Outcomes

The incident must result or be likely to result (in the reasonable opinion of a professional) in the outcomes listed below in order to trigger the Duty of Candour:

· Death of the person
· A permanent lessening of bodily, sensory, motor, physiologic or intellectual functions
· An increase in the person’s treatment
· Changes to the structure of the person’s body
· The shortening of the life expectancy of the person
· An impairment of the sensory, motor or intellectual functions of the person which has lasted, or is likely to last, for a continuous period of at least 28 days
· The person experiencing pain or psychological harm which has been, or is likely to be, experienced by the person for a continuous period of at least 28 days
· The person requiring treatment by a registered health professional in order to prevent:
· The death of the person, or
· Any injury to the person which, if left untreated, would lead to one or more of the outcomes mentioned above.

7. Summary of Duty of Candour Procedure

The key stages of the procedure include:

1) to notify the person affected (or family/relative where appropriate);
2) to provide an apology;
3) [bookmark: _GoBack]to carry out a review into the circumstances leading to the incident;
4) to offer and arrange a meeting with the person affected and/or their family, where appropriate;
5) to provide the person affected with an account of the incident;
6) to provide information about further steps taken;
7) to make available, or provide information about, support to persons affected by the incident.
Annex A to this procedure includes a check list for ensuring that all steps required by the duty of candour procedure are taken.

8. Procedure Start Date

The procedure start date is the date that the organisation receives confirmation from a registered health professional that, in their reasonable opinion, an unintended or unexpected incident appears to have resulted in, or could result in an outcome listed above and that relates directly to the incident rather than to the natural course of the relevant person’s illness or underlying condition.

Where the duty of candour procedure start date is later than one month after the date on which the incident occurred, an explanation of the reason for this has to be provided to the relevant person.

9. Relevant Person

A ‘relevant person’ is the person who has been harmed during the incident, or where that person has died, or is, in the opinion of the responsible person (the organisation), lacking in capacity or otherwise unable to make decisions about the service provided, a person acting on behalf of that person.

10. Notifying the Relevant Person

The Duty of Candour legislation states that the relevant person should be notified as soon as reasonably practicable but it should be considered good practice to notify the relevant person within 10 working days of the procedure start date.
This notification can be by various methods including telephone, face to face or by letter. It is important to remember that where a duty of candour procedure start date is more than a month after the incident, the organisation must provide the relevant person with an explanation of why this is.
It is good practice to consider the following:

· Who is already in contact with the relevant person?
· What discussions or information exchange has already taken place?
· What is the relevant person’s current understanding of the incident and the service response to this?
· Where the conversation takes place?
· Who should be part of, and who should lead that conversation?
· What support should be available to the relevant person during the conversation and afterwards?
· Who will be the single point of contact following the discussion with the relevant person?

The notification must include:

· an account of the incident to the extent that the service is aware of the facts at the date the notification is provided;
· an explanation of the actions that the service will take as part of the procedure; and
· in the case where the procedure start date is later than one month after the date on which the incident occurred, an explanation of the reason for the delay in starting the procedure.

The support needs of relevant persons should be considered at the earliest possible opportunity and while following the duty of candour procedure.

11. Communication with the Relevant Person

Reasonable steps must be taken to find out the relevant person’s preferred method of communication and to ensure that communication with the relevant person is in a manner that they can understand.
It is recognised that in some instances communication channels may not exist or preferences are unknown. Establishing contact by telephone in the first instance might be necessary to find out what method of communication to use, and to begin dialogue on what steps might need to be taken in following the duty of candour procedure
If the relevant person cannot be contacted or the relevant person does not wish to speak with a representative of the service, the attempts made to contact them need to be included as part of the written record of following the duty of candour procedure.
There is no requirement to provide information where relevant persons have indicated that they do not wish to receive it.
The Regulations do not permit or require disclosure any information that would prejudice any criminal investigation or prosecution or contravene any restriction on disclosure arising by virtue of an enactment or rule of law.

12. Making an Apology

In addition to any apology provided at the time of the incident, as part of the duty of candour procedure the service must offer the relevant person a written apology (this can be by electronic communication if that is the relevant person’s preferred means of communication) in respect of the incident. A written apology must be provided if the relevant person wishes it.
The written apology should be personal and be provided at an appropriate time during the duty of candour procedure, taking account of the facts and circumstances in relation to the particular incident.
This should take account of the circumstances relating to the relevant person and, wherever possible, the known personal meaning or impact of the unexpected or unintended incident.
The Act sets out that ‘an apology’ or other step taken in accordance with the duty of candour procedure does not of itself amount to an admission of negligence or a breach of a statutory duty.
Your apology should be based on the individual circumstances and there are some general good practice points that should be followed:

· the timing of the apology is very important and should be done without delay;
· to make the apology meaningful do not distance yourself from the apology or let there be any doubt that you or your organisation accept any wrongdoing;
· the language you use should be clear, plain and direct;
· your apology should sound natural and sincere;
· your apology should not question the extent of harm suffered by the person affected;
· your apology should not minimise the incident;
· it is very important that you apologise to the right person or people


Use the ‘Four Rs’:
· REFLECT – stop and think about the situation. 
· REGRET – give a sincere and meaningful apology.
· REASON – if you know, explain why something has happened or not happened and if you don’t know, say that you will find out.
· REMEDY – what actions you are going to take to ensure that this won’t happen again and that the organisation learns from the incident.

13. Who Should Apologise?

The Act states that the responsibility for the formal apology rests with the responsible person – this is the organisation delivering the service. The Head of Service and Senior Managers in Social Policy have delegated responsibility for ensuring that a formal apology is made on behalf of the council, in line with the requirements of the procedure.

14. Meeting the Relevant Person

The Head of Service or Senior Manager must invite the relevant person to attend a meeting and give them the opportunity to ask questions in advance. Reasonable steps should be taken to ensure that the meeting is accessible to the relevant person, having regard to their needs. For example, reasonable adjustments that are required to be made for someone who has a disability.
The meeting must include:

· a verbal account of the incident;
· an explanation of any further steps that will be taken by the organisation to investigate the circumstances which it considers led or contributed to the incident;
· an opportunity for the relevant person to ask questions about the incident;
· an opportunity for the relevant person to express their views about the incident; and
· the provision of information to the relevant person about any legal, regulatory or review procedures that are being followed in respect of the incident in addition to the procedure.

Following some unexpected or unintended incidents there may be several review processes operating in parallel. This can be confusing for people. To try to lessen this confusion, meetings with relevant persons must include details of other procedures which are being followed including their differing scope and focus.

In circumstances where an organisation is concerned, for example, that an unintended or unexpected incident was contributed to by factors influencing the capability of an employee it may be helpful for the relevant person to know that in addition to the systems review that is in operation, a separate process has been put in place to identify whether an employee may benefit from support and/or consider matters not related to organisational review and learning.

15. After the Meeting

After the meeting the relevant person must be provided with:

· a note of the meeting;
· contact details of an individual member of staff acting on behalf of the service who the relevant person may contact in respect of the procedure. This member of staff should be a single point of contact for the relevant person.

If the relevant person does not wish to, or is unable to attend the meeting, they must still be provided with the information set out above (other than a note of the meeting) if the relevant person wishes it.

16. Review of Incident

The council must carry out a review of the circumstances which they consider led or contributed to the unintended or unexpected incident. This could include a range of health and social work processes but could also include a Health and Safety investigation, and external processes such as Care Inspectorate investigation or Mental Welfare Commission investigation, with the outcome of any external process forming part of the report of the review.
Best practice requires that reviews involve clinical and care professionals with the relevant subject matter expertise, as appropriate.
Where a review is not completed within three months of the procedure start date, the relevant person must be provided with an explanation of the reason for the delay in completing the review.
In carrying out the review, the council must seek the views of the relevant person and take account of any views expressed. Arrangements should be put in place that ensure review processes consider the views of the relevant person and are able to demonstrate the way in which these views have been taken account of.
17. Writing a Report of the Review

The council must prepare a written report of the review, which must include:

· a description of the manner in which the review was carried out;
· a statement of any actions to be taken by the organisation for the purpose of improving the quality of service it provides and sharing learning with other persons or organisations in order to support continuous improvement in the quality of health, care or social work services; and

· a list of the actions taken for the purpose of the procedure in respect of the incident and the date each action took place.

There is a legal requirement to include details of the dates when each element of the duty of candour procedure took place. The aim is to provide an overview of the process from the point where the duty of candour procedure was activated to the point the review is concluded.

Where possible, written reports on reviews should be written in a manner that minimises the need for extensive redaction.

18. Sharing the Report with the Relevant Person

The council must offer to send the relevant person:

· a copy of the written report of the review;

· details of any further information about actions taken for the purpose of improving the quality of service provided by the organisation or other health, care or social work services; and

· details of any services or support which may be able to provide assistance or support the relevant person, taking into account their needs.
It is important to think about how the report of the review is written if it is to be shared with the ‘relevant person’. It should not contain jargon or acronyms which are difficult to understand. It should be clear and understandable.
Review reports should include information on the actions that are to be taken to make improvements in systems and processes influencing the quality of care delivery. The actions taken to share learning with other organisations (such as those who might have similar organisational processes to the ones that formed the basis of the review) should be outlined in the written review report.

19. Where More Than One Organisation is Involved

The duty of candour procedure is the legal responsibility of the organisation who provided a health service, care service or social work service where the incident occurred. Other health and social care providers may have been involved in the provision of care and services, but they are not responsible persons (organisations) in respect of that incident.

Where more than one organisation needs to be involved in the duty of candour review, all parties are expected to co-operate fully throughout the duty of candour procedure and share lessons learned and necessary actions identified by the procedure.
Where this is the case, the relevant person must be informed as part of the notification process, that the council is the responsible person, as defined by the legislation, who will carry out the procedure.

20. Monitoring and Reporting

The Act sets out that a responsible person that provides a health, care, or social work service during a financial year must prepare an annual report, as soon as reasonably practicable after the end of that financial year.
A written record must be created for each incident to which the duty of candour procedure is applied, including a copy of every document or piece of correspondence relating to the application of the duty of candour procedure to the incident.

The council is required to publish an annual report on when the Duty has been applied. This will include the number of incidents, how the organisation has implemented the duty and what learning and improvements have been put in place. Therefore, a record must be retained on Sphera for each incident where the Duty has been triggered.

21. Training and Support

The Head of Service and Senior Managers have delegated responsibility to ensure that all employees who may be required to carry out any part of the procedure, receive relevant training and guidance on the duty of candour procedure, and are aware of any services and support which may be available to relevant persons.

Further Scottish Government guidance and signposting can be found in the following link Organisational Duty of Candour: non-statutory guidance - revised March 2025 - gov.scot




Annex A – The Duty of Candour Checklist


Throughout the process:

· Support and assist relevant person(s) and staff
· Consider and give support or assistance 
· Staff receive training and guidance on all requirements of the procedure 
· Staff to be provided with details of the services and support relating to their needs arising from the incident


Step 1: Identifying and contact relevant persons

· Do you know who the relevant person is in this incident?
· Are you confident all relevant persons have been identified?
· Is their preferred method of communication already known? If not, this needs to be determined and noted 
· Has it been possible to contact them? If not, a not should be made of the attempts to make contact
· If the relevant person requested that the were not to be contacted, note this and follow their wishes

Step 2: Notify the relevant person 

· Provide the relevant person with an account of the incident and what actions are going to be taken. (Note that if it has been more than one month since the incident, you need to explain why it has taken this amount of time)

Step 3: Arranging a meeting 

· Provide the relevant person with the opportunity to ask questions in advance of the meeting

At the meeting:
· Apologise
· Tell the person what happened 
· Tell them what further steps are being taken 
· Give them the chance to ask further questions and to share their views 
· Tell them about any other relevant, ongoing processes 
· Offer to provide them with a note of the meeting and the organisation's contact details (they may not wish to receive the note)
· Keep a record of this meeting note

Step 4: Carry out a review 

· Start a review – seek the views of the relevant person unless they have expressed that they do not want to be contacted
· Prepare a report – that includes the manner in which it has been carried out
· Ensure that the report focuses on improving quality and sharing learning 
· The report should include the actions taken in respect of the duty of candour procedure 
· Offer to send the relevant person a copy of the report – remember to let them know of any further actions ahead 
· Make sure that a written apology is offered

Step 5 (Optional): Hold a final meeting with the relevant person
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