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	Ein cyf / Our ref: 201/23/FOI 


	Dyddiad / Date: 11th August 2023 


Further to your request for information dated 14th July 2023, I am pleased to provide the following response. 
Your request:
I should be grateful if you would direct me to or send me a copy of the Health Board's own guidance and procedures used to assist its clinicians in complying with the reporting and investigation requirements set out in the NHS Wales National Incident Reporting Policy Implementation Guidance Document (Phase 1) issued by NHS Wales Delivery Unit.
Page 14 of the Delivery Unit's guidance contains a section on Governance and Assurance Requirements. 

To help present my request more specifically, I would like to see the guidelines and procedure(s) that would be followed in, for example, the hypothetical case of a routine surgical procedure not going to plan and the patient then needing emergency surgery in order to save their life.  An incident of this kind would seem to be categorised under the heading of unusual, unexpected or surprising incidents on page 7 of the Delivery Unit's guidance.

Our response:
Betsi Cadwaladr University Health Board (BCUHB) follow the All-Wales Guidance for reporting and investigating Patient Safety incidents which is supported by our reporting system Datix Cymru.
 
In the hypothetical case of a routine surgical procedure not going to plan and the patient then needing emergency surgery in order to save their life, if there was an adverse incident (i.e. an action or omission that contributed to the event) then it is expected that an incident report be completed by a member of the service on Datix Cymru (a guide to reporting is attached).  This would trigger the incident review process and subsequent investigation proportionate to the incident. If the patient's outcome from the adverse incident is severe or catastrophic harm, then this would be reported to the NHS Wales Executive (formerly NHS Delivery Unit) and on completion of the investigation an outcome form submitted for their closure.
Please see documents embedded below. 
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We welcome correspondence through the medium of Welsh
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Introduction

This document provides you with a guide for how to use the Incident Reporting and Management
Functionality. Incident records allow you to capture and manage all details relating to an incident
record and any relevant external reporting. You can also capture and manage actions and action
plans that have been assigned.

You can review a full notification and message history for the record, information about and the
response, also save attachments or reports with additional information.

The information entered into the functionality is also used for reporting and analysis purposes
and so it is vital that the data is accurate and useful.

For additional information on features such as reporting and other functionality common across the
Capture module, there will be a separate guide developed.

Appendix One contains more detailed information on the focus reviews required for incidents
relating to patient falls, medication, equipment, sharps injuries, manual handling and pressure
damage.

Appendix Two provides details on the Once for Wales Code Set and further information regarding
the Dictionary of Medication and Devices.

Logged in Users

Before you add a new incident record to the system you must do a full search using the contacts
module to establish if the person affected or anyone else involved is already a contact in the
system. If an incident record is found you will need to click on the ‘generate from’ key to create a
new record, this will also link the records together. More information on how to generate from can
be found under ‘How to add a new incident record’.

Aspects of the Form

% This icon indicates that a field is mandatory, and you are required to complete
it before saving or submitting the form.

~ This icon indicates that the field you are completing is a dropdown list. Clicking
this icon will allow you to select the relevant option(s).

This icon indicates a date field. Clicking the icon will allow you to select a date from
a calendar, or you can simply type the date in using the dd/mm/yyyy format.

Any field that shows this icon next to it indicates that there is additional
information available to help you complete it correctly. Click the icon to view the
additional guidance.

G Inamulti-select field, where you can choose more than one option from
a dropdown, clicking this icon will remove the currently selected value(s)

| Save button





How to access the system

You can record an incident record by clicking on the URL link.

If you are sent an email notifying you of the incident, the email will contain the URL link that will
take you directly to the incident record once you login.

If you are an authorised user and need to login to the system, you can do this by using your
Active Directory account. This is the same login name and password you use to login to your PC.

If you encounter any issues, then please contact your Local System Lead at the Health Board /
Trust.

Landing Page

When you login to the Incident Reporting and Management functionality you will be
presented with the landing page below, the status area contains all the tools necessary to
add a new record, manage a record and produce statistical and listing reports.

1. The left-hand navigation panel contains all the tools necessary to add a new incident,
manage a record and produce statistical and listing reports.

2. The status area records where the incident record sits within the workflow.

3. Pinned queries allow instant access to the most frequently used searches.

Add a new incident Incidents
J yrpes @ @
Statuses Pinned queries
Design a report
69 Records 50 Overdue

o New Incident  Patient Accicent Query 27 Records

New search
» Management review/Make it safe

plus

52 Records 49 Overdue

Saved queries

# Under Investigation -
Concise/Comprehensive

4Records 4 Qverdug

Help @ ‘
o Awaiting closure 7Records 6 Overdue

(losed 4Records

& Rejected 1 Records /






The below table provides the information that is displayed on the landing page:

Left -hand navigation
panel

Field name

Explanation

Add new Incident

If you click on this, you can add a new
Incident record

My reports

If you click on this, you can run saved
custom reports

Design a report

If you click on this, you can create a
custom report

New Search

If you click on this, you can search for
records

Saved queries

If you click on this, you can use saved
queries for re-use

Statuses

New incident

This is a holding area when a new
incident is reported.

Management Review/Make it
safe plus

These records are awaiting a review and
make it safe actions by a manager within
2 working days.

Under investigation

This status indicates that the incident has
undergone a management review and
initial make it safe actions and has been
identified for further investigation within 25
working days.

Awaiting Closure

This status indicates that all appropriate
actions have been taken and the incident
is awaiting final review before closure
within 30 working days.

Closed All actions are complete, and record has
been closed.
Rejected This status is used for any rejected

incidents, these can be duplicate
incidents or those not identified as
incidents.

Pinned Queries

Pinned Queries

Pinned queries allow instant access to
the most frequently used searches. If
you click on any of the pinned queries it
will open the records within the query

If you click on any of the status areas, it will take you to a listing page. The records displayed
can be sorted by clicking on any column heading. Select the record you wish to view by

clicking on any of the numbers/words.

How to Add a New Incident Record

If you logged out of the system you can click on the link to the reporting form.

If you are logged into the system, please:

1. Click Capture > Incidents in the top application menu.
2. Click Add new Incident in the left-hand navigation menu.
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URLDatL P Capture -~ Evaluate - Strategy v Implement v Assess

4 Back to Dashboard Incidents

= Once for Wales Concerns Mangement System - Incident Reporting Form
. Add a new incident
\vag oo

Incident Affecting?

“* Who was affected
Design a report

\ [~]

New search

Saved queries When did the incident happen
+ Incident date (dd/mm/yyyy)
s
eip &2
# Time (hh:mm)

Reported Date

| &
Where did the incident happen
pture; 2o odule=INC. )1

12

Enter the information for the incident record ensuring all mandatory fields are completed.

The fields that you are required to complete to add a new Incident record are described in the
table below, this includes the section names, field names, descriptors and what type of incident
information will display what fields within the reporting form:

Section Field Description
Incident Affecting? Who was affected Select the relevant field form the drop-down menu.

If the contact type is anything other than Service
User/Relative/Public, a search of the contact module can
be undertaken by entering the forename and surname of
the person affected.

If no record is found, the following fields relating to the
person involved in the incident are available to be
People Affected Contact Type completed manually:

Sub type

Title

Forenames

Date of Birth

Date of Death

Email

Postcode.

Field Description

If the contact type is a Patient/Service User, the search
NHS/ID Number function will trigger. You can select to search via
People Nadex, NHS number.

Affected  |p Number Enter the appropriate number and search.

Was the person injured in the If yes, this will trigger an Injury Details section.

incident?
Injury Select type of injury form drop-down menu.
Body part Select which body part the injury is location on in the

Injury Details drop-down menu.

Treatment Select the relevant treatment received for the injury.






Add another

The Add Another field allows you to capture details of
other persons affected.

When did the
incident
happen

Incident date
(dd/mm/yyyy)

The date the incident occurred.

Time (hh:mm)

The time the incident occurred.

Reported Date

This record auto populated at time of reporting.

Responsible
Service

Incident Service

The Service under which the incident occurred.
Not visible on Primary Care Reporting Forms.

Where did the

Location of incident

The Location the incident took place.

Incident
happen? . : — .
Exact Location Please enter the exact location the incident took place if
not available in Location field.
Enter details of the incident, enter only the facts not
Description personal opinions and do not enter any personal
identifiable information. i.e., names.
Incident Immediate action taken Enter details of actions taken at the time of the incident.
Details/What |Vehicle registration number Enter details as appropriate e.g., vehicle involved.
Happened |g,oking/CAS number if Enter details as appropriate. This is a WAST reference
applicable (WAST) number.
Laboratory specimen Enter details as appropriate e.g., specimen involved.
number
Incident Type Select the Type of Incident that has occurred from the
options in the drop-down menu
Sub Type Enter the Sub type of incident that has occurred from
. the drop-down menu.
I(réﬁltcr‘lz:tl: m: Sub Subtype Enter the Sub subtype of incident that has occurred
section may form the drop-down menu.
trigger Fire Additional Options Please select all appropriate options if this field has
additional been made visible.

questions for
completion by
the reporter)

Fire alarm activation:
Additional Options

Please select all appropriate options if this field has
been made visible.

Was a ligature used?

Please select Yes or No as appropriate if this field has
been made visible.

Method violence and
aggression was received by

Please select appropriate option if this field has been

made visible.






Field Description

What model of physical intervention |Please select all appropriate options from list.
(training) used?

What technique was used. Please select appropriate option from list.
Who took the lead in the Please select appropriate staff from options from
intervention? list.

What other staff were involved in Please select appropriate staff from options from
intervention? list.

Restrictive Practice Time physical intervention Please end the time in the physical intervention
(Triggered for commenced. commenced.

Physical Restraint Time physical intervention Please end the time in the physical intervention
event — Care planned |concluded. concluded.

and Physical restraint|Legal status of patient / service user|Please select appropriate option from list.
event — Not care Why was intervention used? Please select appropriate option from list.
planned incidents). Was medication used? Please select Yes or No from drop down

Additional
Information

Who administered the medication? |Please enter the information of the person who
administered the medication in this field.

Was any other person injured Please select appropriate option from list.
during the intervention?
What was the outcome for the Please select appropriate option from list.

patient / service user

Was there a post incident welfare  |Please select Yes or No from drop down

debrief with staff?

Was any equipment involved in the |Select yes if there are any equipment involved in

incident? the incident.

Was there any medication involved?|Select yes if there are any medication involved in
the incident. A controlled drug field will be visible
if yes is selected

Was a Controlled Drug involved? |Select yes if there are any controlled drugs
involved in the incident.

Does the incident have Information |Select yes if there are any information

Governance considerations? governance considerations related to the
incident, If yes is selected an Information
Governance section will be visible.

Does this incident have any Select yes if there are any safeguarding

safeguarding elements? elements related to the incident.

Is this related to Coronavirus/Covid |Select yes if the incident is related to Covid 19.

19?

Is this related to Industrial Action? |Please select Yes/No
If Yes is selected, the below industrial action
questions appear

Date of Industrial Action Please enter date of the industrial action

Further information pertinent to Please type in any information pertinent to the

Industrial Action industrial action

Is this incident connected to the Select yes if the incident is related to nursing

nursing care? care.

IPC antigens Visible if the type Infection Prevention and
Control is selected

Are there any documents to be Select yes if you have any documents to attach

attached to this record on submission, this will trigger fields at the

bottom of the form. You will also be able to
attach documents after submission.
Was any other contact involved in  |If there were other contacts involved complete
the incident the other contact fields that will be triggered by
answering yes to this question.





Field

Has personal data been
disclosed outside of the

. organisation?
Information 9

Governance

Has there been (or is likely to
be) any impact to the
individuals as a result of the
incident?

Reporter’s view on level of
harm

Incident Severity Potential Harm/Priority

Does this Incident need
external reporting?

Incident Manager

Description

Select yes if the information has been disclosed outside
of the organisation.

If yes is selected, please select the type of personal
data that is included. This is a multi-pick option. If other
is selected a further field will populate to capture the
information.

This is a multi-pick option, please select all relevant
options.

Enter the level of harm from a drop-down menu options
Enter the potential harm of the incident from a drop-
down menu

Select yes if it needs to be reported externally

Reporters should select their Line Manager or
Departmental Manager.

Who have you informed of the|Select who you have informed about the incident from

L incident?
Communication

Is this incident highly
confidential (not for
circulation)?

Role

Type

Forename
Police Officer Details 5,,name

Email
Add another

Contact (triggered from
question in Additional |Contact Type
Information)

Other Contact Role (Persons)

Injury

Injury Details Body part

the drop-down list. If ‘Police’ is selected, a further
section ‘Police Officer details’ is triggered.

Select yes if this incident is not for wide circulation.
This field should also be used in “Freedom to Speak Up
Safely” cases.

Auto populated with Police Officer in attendance
Auto populated with Other Type of Contact
Enter in forename

Enter in surname and search, if there is no matching
contact, you can leave the details within the section
Enter email address

Allows you to add the details of a 2" Police Officer if
required
Select the contact type from a drop-down list.

If the contact type is anything other than
‘Patient/Service user’, a search of the contact module
can be undertaken by entering the forename and
surname of the person affected.

If no record is found, the following fields relating to the
person providing feedback are available to be
completed manually:

Email:

Address Line 1

Address Line 2

Address Line 3

Postcode

Primary Contact number

Secondary Contact number

Language (preferred language for contact)

Was the person injured in the incident? If yes, this will
trigger an Injury detail section.

Select type of injury form drop-down menu
Select which body part the injury is location on in the





Treatment
Add another

Link as
Description
Choose file

Documents (triggered
from question in
Additional Information)

Field

Was the patient/appropriate
person informed that an
incident occurred?

When was the
Patient/Service User
/appropriate person
informed? (dd/mm/yyyy)
Were the members of staff
involved in the incident
involved in informing the
Patient/Service
User/appropriate person?

drop-down menu
Select the relevant treatment received for the injury

The Add Another field allows you to capture details of
other persons affected.

Select from drop down
Free text to document file type
Click to browse and attach file

Description
Yes/No drop down

Enter date the discussion took place

Yes/No drop down

Please provide details of staff |[Enter details of staff who were involved

members who informed the
Patient/Service
User/appropriate person.
Please provide details of the
Patient/Service
User/appropriate person who
was informed.

Was an apology provided to
the Patient/Service
User/appropriate person?
Was a truthful account of the
facts known at the time
shared with the
Patient/Service
User/appropriate person?
Was the Patient/Service
User/appropriate person
advised about next
investigative steps to be
undertaken?

Reporter

Openness and
Transparency
(Triggered for
incidents graded
Moderate and above).

Details of Person
reporting the Incident

Additional Reporter
Details

Reporters Location

Reporters Service

Enter details of the Patient/Service User/appropriate
person who was informed

Yes/No drop down

Yes/No drop down

Yes/No drop down

If you are logged in your details will automatically
populate. If you are not logged in, you will need to add
your details in this field and then submit the Incident
record

Please enter the Location of the Reporter at the time
the Incident took place.

Please enter the Service the Reporter was under at the
time the Incident took place.

Note: For the Details of person affected section the Reporter section and any other contact
section, you can clear the information that may be automatically populated by clicking Clear
section, within the section. When a new Incident Record is recorded an email notification can

be sent to the relevant Handler/Investigator.





People Involved

It is important that anyone that is involved in the Incident is linked as a contact. To add any other
contacts to a record, click as appropriate one of the following links:

e Create a new Person Affected link
e Create a new Other contact link

Complete all mandatory fields and click Check for Matching Contacts to ensure that the contact
does not already exist. If a record exists, click Choose and complete any incident specific
information as appropriate.

If a record does not exist, click Cancel and complete the Contact Details and any Link Details.
Click Create New Link > Save.

Contact Matching

The system not only integrates with the Master Patient/Service user Index but also contains
a large contact database in the background which provides you with incredibly useful
information. This will enable you to search on how many times an individual has been
involved in an incident, complaint etc. If you need to manually enter a contact then the
person responsible for managing the record will need to perform an “approval” process on
each contact submitted to ensure that duplicate contact records are not created, the new
contact will initially be marked as ‘unapproved’ and they will need to approve or reject them.

It is extremely important that you always search for contacts before creating any new
contact records. If new contacts are created the person responsible for handling/managing
the record must ensure they follow the correct process when they approve the contact. It
is extremely important that we do not create duplicate contacts in Datix Cymru
wherever possible.

In the contact type field, you must select the Type of Contact that you are searching for.

For Patient/Service User

When the Contact Type of Patient/Service User is selected, you will need to select NHS
number in the ID number Type field, in the ID number field enter the Patient/Service Users
NHS number and select search, the system is integrated with the Master Patient Index and
will pull the demographic details of the Patient/Service User into the system.

If you do not have the NHS number and the Patient/Service User’s contact information is
already in the database, you can also search using the Hospital number.

If you do not have the Patient/Service User's NHS number, you will need to look this
information up in your Patient/Service User Information system (e.g. Myrddin).

Once you confirm this is the correct Patient/Service User, select choose, if it is not please
click clear section. A further search will need to be carried out or manually add the
Patient/Service User’s details in.





m

Contact Role
| Person Affected

Contact Type

Patient v |

NHS/ID Number

When searching for patient's detalls please search by NHS number

1D Number Type 1D Number
| NHS number | v | 12345678 ‘
Add m nbers

Matching contacts x

Choose D

Person Affected Choose | 1

when searching for Staff please Search using forename, surr
when searching for any other cantacts please search using f

Patient Service User

* Ssubtype

Basic demographic information will be returned at this point, however additional
Patient/Service User's demographic information will be available in the contacts database.
If any data is missing from visible fields and you have this information, then please add it
to the record e.g., e-mail address. The data that has been populated will be greyed out and
read only on the form.

Title

mrs|

* Forenames

# Surname

|
|
\
\

Date of birth (ammvyyyy)

01/01/1950

Date of death (da
Fill this in for a pa

01/01/2019

Postcode

©F33 999

* Primary Contact Number

For Employee/Member of Staff

For best search results when searching for staff then please add in the forename, surname
and email address. If you do not select all of these fields prior to searching you may be
presented with a large number of contacts on your list to choose. If the employee/member
of staff is not presented to you then you can manually input the staff details, however, this
will then need to be checked and approved by the person responsible for managing the
record.

Any Other Contacts

When searching for any other contacts please search using forename & surname only. If
the contact is not presented to you then you can manually input the staff details, however,
this will then need to be checked and approved by the person responsible for managing
the record.

*Please note the search button is currently in the Type section of the form — we are working
to relocate this field to more suitable place on the form.





Approval of Contacts
The person responsible for a managing the record will need to check all contacts are approved:

e Click ‘People Involved’ to confirm their contact details. This brings up a list of staff/people
involved
e |f the contact shows as unapproved (red) in the approval status — click on the name to

confirm the contact details

People Involved

1D
Approval Contact Number 1D
status 1D Type Role (Persons) Type Numbers Subtype Surname Forenames Tel1 Body part (primary) Injury (primary)

395  Named Person Affected McAvoy James
Consultant

Create a new Person Affected link

Other Contacts

D
Approval Number 1D Date of Age
status 1D Contact Type Type Numbers Subtype Surname Forenames birth (Persons) Language Tel 1

394 Employee/Member Additional Crompton Rachel
of Staff Clinical
Services

Check the contact details are correct and add any additional information you may have - At the
bottom of form Click on the ‘Check for matching contacts’ button to confirm if there is already an
approved contact for the contact.





Contact Details
* Subtype

‘ Service User ‘ v

* Title

‘ Mrs

Gender

< |

Date of birth (da/mmiyyyy)

Date of death (da/mmiyyy)

P e
o o
) -

Disahilities

< |

Nationality

< |

Ethnicity

| < |

Religion

Marital status

Current approval status

_ * Approval status

‘ Back to record ‘ Unlink contact Check for matching contacts

If you find the correct contact, please select choose. This contact record will then replace the
contact record of the unapproved contact.

If no matching contacts are found the user needs to amend the ‘Approval status’ field. This is
done by clicking on the drop-down arrow at the side of the field — the user should then select
‘Approved’ from the drop-down list.

The ‘Approval status’ field will then be updated. The user then needs to click the ‘save’ button —
this will link the record to the user.

The contacts that have been searched for correctly and are available in the system will
automatically be approved.





To Generate a Record (left hand side panel)

Click Capture in the top application menu.
Select the module you want to generate a record from.
Find and select the appropriate record.
Click Generate from in the left-hand navigation menu.
Select Incident in the Module to generate record in drop-down field.
Select the desired workflow status in the Approval status drop-down field.
Select the appropriate checkboxes as needed:
Copy links to contacts?
Copy documents?
Copy respondents?
e Link generated record to master record?
8. Click Generate. The new feedback record is generated and linked to the existing record.

NOo ok owdh=

URLDGtix Capture Evaluate Strategy Implement Assess

Claims

Generate from selected records

Cenerate gotions
# Module to generate record in:

‘ Incidents ‘ v ‘

+ Approval status

| New Incident ‘ ~ ‘

Copy links to contacts?
Copy documents?
. Copy causal factors?
Link generated record to master record? .

Cancel | Generate






Incident Investigation/Managing an Incident

When an incident has been reported onto the system, it initially sits within the New Incident
Status.

Reviewers must go into the new incident check the information is correct and complete any
missing fields.

When you save the record, you will be asked to add in the Reviewer/Investigator field.

If you are not ready to undertake your Management Review, i.e., you need more information
from staff, you would select no and change the approval status to Management Review
and Make it Safe Plus status and save the record.

You are able and encouraged to add progress notes at this stage as you can add these
without having to complete all mandatory fields.

If you are ready to undertake the Management Review, you would select yes and change
the approval status to Management Review and Make it Safe Plus status and save the
record and proceed to the Incident Investigation tab to begin your management review.

Management Review

* Investigator(s)

Please add all the staff that will be reviewing or investigating this incident in this field

| X

| [v)

% Are you ready to start the Management Review

| v

Approval Status

Current approval status

% Approval status

Management review/Make it safe plus

Cancel





Information Governance Section

The Information Governance section is triggered when the reporter selects YES to the question “Does
this Incident have Information Governance considerations?”. The information Governance Section is
found in Incident investigation:

4 Back to Dashboard

Information Governance Management Review

A _

Has personal data been disclosed outside of the organisation?

[E] Incident Details

[E] People Involved

Y
() None

N
() Don't Know

.@ Incident Investigation]

What type of personal data is included?

Corporate Review

Mame/initials x

DOB x Address x NHS/hospital number x

concerned?

Section Field Description
Has there been (or is there likely to be) |Please select the relevant impact. This is a multi-pick
any impact to the individuals as a result |option.
of the incident?
Who does this incident relate to? Please select who the incident relates to. This is a
multi-pick option.
If ‘other’ is selected please see box below
Who does this incident relate to? Other, [Please type who the incident relates to
please specify
PI lect where th tah iscl to.
Where has the data been disclosed ease select where the data has been disclosed to
. X This is a multi-pick option.
accidentally or deliberately?
If ‘other’ is selected please see box below
Information Where has the data been disclosed Please type where the data has been disclosed to
Governance |accidentally or deliberately? Other,
Management please specify
Review How many personal data records are Please type the number of personal data records that

are concerned with the incident

How many individuals are affected by
this incident?

Please type the number of individuals that are affected
by this incident

Is the recipient aware of the breach?

Yes/No/Don’t know drop down

Is the data subject(s) aware of the
breach?

'Yes/No/Don’t know drop down

Is it likely that the recipient knows the
data subject(s)?

'Yes/No/Don’t know drop down

Has a complaint been received by the
organisation?

'Yes/No/Don’t know drop down

If yes is selected, an alert message pops up reminding
the reviewer to link the complaint to the record

Has the data been recovered?

'Yes/No/Don’t know drop down

Has any inaccurate data been
removed/updated/corrected to avoid

further incidents?

Yes/No/Don’t know drop down






Has there been or is there likely to be
press or media interest relating to the
breach?

'Yes/No/Don’t know drop down

If yes is selected, an alert message pops up reminding
the reviewer to complete and Early Warning Notification
for submission

Has there been or is there likely to be
social media activity relating to the
breach?

'Yes/No/Don’t know drop down

Have individuals directly involved with
the incident completed their statutory and
mandatory information governance
training within the last 2 years?

Yes/No/Don’t know drop down

The information Governance Team Review section will only show to those users who have permitted

access
Section Field Description
What is the type of Information Please select what type of information governance the
Governance Incident? incident relates to
What are the potential consequences of |Please type what the potential consequences of the
the incident? incident are
) . Please type what preventative measures are in place
What preventative measures are in
place?
Does this personal data breach require |None/Yes/No
notification to the ICO?
If yes is selected please see boxes below
Date ICO notified Please enter date ICO was notified of the IG breach
Information
Governance ICO reference number Please type ICO reference number

Team Review

Where notification exceeds the 72-hour
timescale, please explain why?

Please type reasons for notifications exceeding 72-hour
timescale

ICO Status

Open/Closed drop down

Recommendations/actions provided by
ICO

Please type recommendations/actions provided by ICO

Record of correspondence with ICO

Please type any record of correspondence with ICO

Does this personal data breach require
notification to the data subject(s)?

None/Yes/No

If yes is selected please see boxes below

Date data subject notified

Please enter date that the data subject was notified

Record of correspondence with data
subjects

Please type any record of correspondence with the
data subjects

Summary of |G actions taken

Please type the summary of IG actions taken






Duty of Candour

The Duty of Candour panel is triggered when the incident relates to a Patient/Service User and the
investigator selects the severity: Moderate, Severe or Catastrophic/Death on the question - Following the
Management/Initial review, what level of adverse outcome was considered?

Reporter’s view on level of harm  Enter the level of harm from a drop-down menu options

Enter the potential harm of the incident from a drop-
down menu

Does this Incident need external |Select yes if it needs to be reported externally
reporting?

Potential Harm/Priority

Please select appropriate level from options in drop-
Following the Initial/Management |down menu. If Moderate, Severe or
Incident Severity  review, what level of adverse Catastrophic/Death is entered further Duty of Candour
outcome was considered? questions are visible in this section and a Duty of
Candour panel is visible to complete.
Following the initial review, has the Please select Yes or No as appropriate. If Yes is
grading changed chosen the following narrative box is visible
Please explain why the grading Complete narrative box with full explanation to cover
has changed since the record was [the reason for change.
submitted

You can access the Duty of Candour panel by clicking onto this on the left-hand side.
[E] Incident Details
[=] People Involved

Incident Investigation

5]
[E] Duty of Candour (DoC)
[E] Corporate Review

External Reporting

(]

Progress notes

Actions

(]

[E] Notifications, Communication &
Feedback

[E] Documents and Templates

[E] Linked records

It is the responsibility of the allocated manager to review the incident record and complete





the Duty of Candour section. This involves checking the information included in the incident
record, to ensure that it is accurate, complete, relevant, reliable, and timely.

Section

Duty of
Candour

Duty of
Candour -
Initial
Notification

Duty of
Candour -
Written
Notification
and
Investigation
Response

Field Description
Date NHS Body first became aware the |Enter the date that the NHS Body first became aware
DoC was triggered (dd/mm/yyyy) the DoC was triggered

) ) Select the Duty of Candour Point of contact from the list
Who is the Duty of Candour Point of of staff available

Contact for this case?

Brief description of the circumstances in |Free text box — Please type the brief description of the
which the duty came into effect circumstances in which the duty came into effect

Has the Duty of Candour Point of Please select ‘Yes’ or ‘No’ from the drop down

Contact for this case made initial 'in

person' contact with the Service User or |If ‘Yes'’ is selected, the next section for Duty of Candour

the person acting on their behalf? appears

Date of 'in person' initial notification Enter the date of 'in person' initial notification
(dd/mm/yyyy)

Method of initial notification Please select the method of how the initial notification

was conveyed to the Service user or the person acting
on their behalf

If ‘Other Method’ is selected, the below question

appears

Other method (further details) Free text box — Please describe how the initial
notification was conveyed if this option has been
selected

Following the 'in person' initial notification,Please select ‘Yes’ or ‘No’ from the drop down
has written correspondence been sent to
the Service User or person acting on their|lf ‘Yes’ is selected, the below question appears
behalf

If ‘Yes' is selected, the next section also appears
Was the written correspondence sent to [Please select ‘“Yes’ or ‘No’ from the drop down
the service user or the person acting on
their behalf in Welsh?
Date written notification sent Enter Date written notification sent
(dd/mml/yyyy)

Final response due date (dd/mm/yyyy) |Enter Final response due date

*Please note - This date must be manually calculated to
reflect 30 working days from the date of the written
notification being sent*

Has the investigation response been sentPlease select ‘Yes’ or ‘No’ from the drop down

to the Service User or person acting on

their behalf? If ‘Yes' is selected, the below question appears

Final response done date (dd/mm/yyyy) |[Enter Date Final response sent





Management Review/Make it Safe Plus section in readiness for review.

The Management Review is accessed either by reviewing New Incident and selecting yes
to start the Management Review or moving it straight onto the management review or
clicking into the incident within the Management Review/Make it Safe Plus workflow and
onto a reported incident.

Once you have clicked onto the appropriate record, you can access the Management

Review panel by clicking onto Incident investigation on the left-hand side. Once you have
selected yes to starting the Management Review, the form triggers.

Incident Investigation
E Incident Details

Management Review
E People Invalved

# Reviewer/Investigator

.[ El Incident Investigation ] Please add all the staff that will be reviewing or investigating this incident in this field

Corporate Review ‘ ‘ v |

Progress notes
Actions Management Review

It is the responsibility of the allocated manager to review the incident record and complete
the management review/make it safe plus section.

This involves checking the information included in the incident record, to ensure that it is
accurate, complete, relevant, reliable and timely.

Section Field Description
Investigator(s) Enter the reviewer/investigator.
Date management review started Enter the date that the management review was
(dd/mmlyyyy) started.

o Enter findings of the review.
What were the findings of the

management review?

Were the immediate actions taken Enter all actions taken to prevent recurrence.
sufficient to prevent recurrence?
Are further immediate actions required at [Enter all further actions required to prevent recurrence.

this time?
Management
Review Staff Absence Visible if person affected is type ‘Staff/Contractor. If

there was a staff absence, further date fields are visible
to capture the start and end date of absence.

Were temporary staff involved in the Select the appropriate radio button.

incident?

Does this require a focused review? Selected the appropriate radio button (Focused Review

appears in the Side Panel). If yes, please ensure you
complete the focused review e.g., Falls, Pressure Ulcer,
Sharps, Manual Handling.

Is this incident connected to nursing This is automatically populated from the reporting form.
care?






Further investigations following
management review?

Select close or investigation timeframe.

If following Management Review/Make it Safe Plus it is sufficient to close, the Yorkshire
Contributory Classification Framework* and conclusion will appear for completion.

Further investigations following management review?

| Management Actions Sufficient-Close

[~

Yorkshire Contributory Factors Framework

Domain 1: Situational Factors

* Team Factors: Was there any failure or team function?
For example; Conflicting Teamn Goals, Poor Delegation, Lack of respect for colleagues, Absence of feedback

() Yes
) No
) Maybe

+# Individual Staff Factors: Were there any reasons this incident was more likely to occur with the particular staff involved?
For example; fatigue, stress, rushed, distraction, inexperience

+* Task characteristics: Did the task features make the incident more likely?
For example; unfamiliar task, monotenous task, difficult task

) Yes

Complete all required fields. You will also be required to complete the below sections:

Section

Field

Description

Casual Factors
Framework Summary.

Which are the most important contributory
factors for this incident?

Enter the most important casual
factors.

Conclusion.

Is this incident related to the five harms of
Covid 19?

Select from drop-down menu.

Conclusion.

Enter conclusion following
review/investigation.

Severity of incident post investigation.

Enter the severity of incident
following the investigation. This
should be the severity of harm
caused by the organisation.

Result.

Enter the outcome of the incident
following investigation.

Recommendations.

Enter recommendations.

Lessons learned.

Enter any lessons for learning.

Feedback to incident reporter.

Enter narrative which will be sent to
the reporter.

Date review/investigation completed.

Enter date review completed
dd/mm/yyyy.






* Acknowledgement to the Yorkshire and Humber Improvement Academy.

If following Management Review/Make it Safe Plus a proportionate investigation is required,
the form will trigger on selection of the below. If you are not yet ready to complete a
Proportionate Investigation, select no and change the approval status to Under Investigation.

Further investigations following management review?

| v

Management Actions Sufficient-Close

Proportionate Investigation required - 30 Days

Proportionate Investigation required - 60 Days

Approval Status

Current approval status

# Approval status

When you are ready to complete a Proportionate Investigation, you can access this by
clicking on the status area below and selecting the appropriate record.

Statuses

m New Incident 79 Records 72 Overdue

= Management review/Make it safe

s 52 Records 49 Overdue
= Under Investigation 4 Records 4 Overdue
= Awaiting closure 7 Records 6 Overdue
u Closed 8 Records

m Rejected 1 Records

You will then need to click on the Incident Investigation Side Panel.

[E] Incident Details

[E] People Involved

[E] Incident Investigation
Corporate Review
External Reporting
Progress notes

Actions

You will need to change ‘No’ to ‘Yes’ on the Are you ready to complete a Proportionate






Investigation question, this will trigger the Proportionate Investigation panel (30 or 60

days).

Section

Field

Description

Proportionate
Investigation

Date concise investigation started

Enter the date that the concise
investigation was started

Incident consequences

Enter incident consequences

Further Duty of Candour Discussion
Undertaken

If yes is selected, further Duty of
Candour narrative appears.

Further Narrative Duty of Candour

Enter details of discussion

Narrative of Patient/Service User
Journey/Timeline/Key Issues

Enter details of the Patient/Service
User journey

Narrative of Findings

Enter findings

What is the chance of this incident re-
occurring

Drop down of matrix
Consequence
Likelihood

Grade

Responsible Directorate/Unit

Enter responsible directorate

Responsible Monitoring Committee

Enter responsible monitoring
committee

Just Culture Tool considered

Select from drop-down box

Following the Proportional Investigation is

any further investigation required?

Select from drop down box

If the incident is ready to close following the Proportionate Investigation, the Yorkshire

Contributory Classification Framework and Conclusion will appear for completion, as noted

above.

Corporate Review (left hand side panel)

The Corporate Review panel has been added for corporate teams (including Health & Safety,
Patient Safety, Tissue Viability Nurses, RRails Review and other corporate specialist teams) to

keep track of the corporate management of various incidents.

Corporate Review

Type of Corporate Specialist Review

Health and Safety
Other
Patient Safety

RRails Review

TVN Corporate Review






Section

Field

Description

Corporate Specialist
Reviews for:

e Health & Safety

o Patient Safety

Reviewer

Enter the reviewer

Actions taken

Enter actions taken

Who has been informed

Enter communication information

Date Closed

Enter date the incident is closed

Reviewer Notes

Enter any notes in relation to the
management of the incident

TVN Corporate
Specialist Review

TVN actions taken

Enter actions taken

Date Closed

Enter date the incident is closed

Other Corporate
Specialist Review

Other - actions taken

Enter actions taken

Date Closed

Enter date the incident is closed

RRAILS Review

Resus Issue Confirmed

Select from drop down

RRAILS Review: Reviewed by

Enter reviewer information

RRAILS Review: Reviewed date

Enter review date (dd/mm/yyyy)

protocol

Was there failure to follow the NEWS

Select from drop down

Was a review undertaken within 72 hours? |Select from drop down

Include in NRLS export Select from drop down

If actual harm is 4-5 is the incident NRLS |Select from drop down
Ready

Datix Admin Select Yes or No. If yes is selected a

further 3 fields are visible to capture
the information changed and the
member of staff making the changes

Corrections made to records?

Date Exported to NRLS Enter date exported (dd/mm/yyyy)

External Reporting (left hand side panel)

The External Reporting Panel has been added for corporate teams to keep track of the
management of various incidents that require reporting to external bodies.





External Reporting

To whom are you externally reporting?

v

HTA
Information Commissioner

MHRA

NHS Wales Delivery Unit
Other Health Body
Public Health Wales

MHRA Report form (yellow card)

-

Section

Field

Description

External Reporting

To whom are you externally reporting?

Multi pick selection:
Counter fraud

NHS Wales Delivery unit
HIW

HSE

HTA

Information Commissioner
MHRA

MHRA Yellow Card
Public Health Wales
SABRE

SHOT

Welsh Government
Other Health Body

What is being externally reported?

Multi pick selection:

Reportable Incident (Sl)
Adverse reaction

Fatal Drug Poisoning

HTA breach

IG breach

IRMER breach

Early Warning Notification to WG
RIDDOR

Originated in other Health Body

Is a joint review required?

Select “Yes’ or ‘No’ from the drop-down
menu

If ‘Yes’ is selected, the below question
appears






Aneurin Bevan University Health Board
Welsh Ambulance Service NHS Trust
Other NHS Organisation

Betsi Cadwaladr University Health
Board

Cardiff & Vale University Health Board

Cwm Taf Morgannwg University Health
Board

Hywel Dda University Health Board
Powys Teaching Health Board

Public Health Wales

Swansea Bay University Health Board
Velindre University NHS Trust

If yes, please specify which
organisation(s)

Free text — Please type a brief
description of action taken in relation to
joint investigation

If yes, brief description of action taken
in relation to joint investigation

Select ‘Yes’ or ‘No’ from the drop-down

Are you the lead Organisation for Duty menu

of Candour?

Depending on what is being reported externally various extra questions trigger for completion.
Note: The NHS Wales Delivery Unit and Welsh Government reporting forms are currently under review
Case Management (left hand side panel)

The Case Management Panel is available as required for Case Managers to assist with the
management of violence and aggression incidents in the NHS.

Case Management

* Were security in attendance?

| [v]

Is there Case Management Involvement

| [v]

Case Manager

| [ v]

Immediate action taken by the Case Manager






Section

Field

Description

Case
Management

Were security in attendance

Select from drop down

Is there Case Management Involvement

Select from drop down

Case Manager

Select Case Manager from drop
down

Immediate action taken by the Case Manager

Enter any action taken from Case
Manager

Progress Notes (sec incident)

Enter progress notes confidential to
Case Manager only

Exact Category of Behaviour

Select from drop down

Repeat offender

Select from drop down

Was this a hate incident?

Select from drop down

Type of hate crime?

Select from drop down

If Annex G Completed, what was the outcome?

Select from drop down

Was Restrictive Physical Intervention used during this
incident?

Select from drop down

Was NHS property damaged or stolen?

Select from drop down

Contributory factors

Select from drop down

Contact made with

This is a multi — coded field, please
select from drop down options

Feedback given to

Select from drop down

Action Taken?

Enter action taken

Were the Police in attendance?

Select from drop down

Outcome

Select from drop down

Status of case

Select from drop down

Has a management plan been completed to assist in

preventing recurrence?

Select from drop down






Progress Notes (left hand side panel)
Progress notes are a way of adding notes to records that will be given a time stamp.
Users can be given rights to edit all progress notes or just their own by their administrator.
1. Click Progress notes in the left-hand navigation menu.
2. Type into the Notepad field
3. Click Save.

LDatix Capture = Evaluate ~ Strategy Implement
OR p g p

Nurse Staffing Act - Investigation

[§] Irve=deatenszesalinon 179 | Bloggs Joe
E ombudsman
Progress notes
®
Actions
YYYYY
Communication and feedback
[E] Documents and Templates
. [E] Progress notes
s
cord
Print i
Author and date Note Edit
Mr Michael Simpson - Complaints Corporate  This is another progress note to check ordering e
Audit trail Lead
17/02/2021 15:09:16
Mr Michael Simpson - Complaints Corporate This is a test progress note &
Add new feedback Lead

17/02/2021 15:09:00
Generate from

) (%<0 o . @

Linked Records (left hand side panel)

This gives you the ability to link records together, e.g. where a feedback record is linked to an
incident. Make a note of the Function (Module) and Record ID number you want to link to the
record.

1. From the Link Module drop-down list, select the module.

2. In the Module Link ID enter the Record ID to link to this feedback record.
3. Clink Link.

4. Click Save

implement ~

Add new feedback Feedback
My reports.

Adding link to feedback with ID 92
Design a report

New search . ' # Link Madule !
v
Saved queries
. 4 Module Link ID
List search results
Clear the current search otes

Help &






Documents and Templates (left hand side panel)

To add a new document Click Attach a new document
1. Select a format from the Link as drop-down list.

2. Type a description of the document in the Description field.

3. Click Browse from the Attach this file field and navigate to the file on your computer.
4. Select the file and click Open.

5. Click Save

URLDOtix Capture « Evaluate « Strategy Implement = Assess -

Add new feedback Feedback

My reports
New document
Design a report .
8 P . + Link as

New search ] v |
Saved queries .l % Description l
List search results

. * Attach this file
Clear the current search Choose a file |nc- file chosen

Cancel . Save

Help &

To add a new template

1. Select the document template you want to merge from the Word Document drop-down
list.

2. Click Merge into a template. The relevant field values from the feedback record are merged into
the document template.

Notifications, Communication and Feedback (left hand side panel)

The Notification, Communication and feedback section is used to send emails directly from Datix
Cymru.

When you send an email from Datix Cymru, the system logs the email directly in the record as
message history. Responses to the email will be sent to the sender’s usual email account and
will need to be added to the record as a document.

In addition to sending an email, you can include a document that has already been saved
to the record.

To do this, please select a document (or multiple documents if necessary) from the drop-
down list in the ‘Communication & Feedback Document Attachment’ of the
Communication and Feedback section, amend the title and body of the email message as
appropriate and click send.





Communication and feedback

All users

[~

Additional recipients

subject

‘ Datix Cloud 1Q feedback message

Body of Message

€ ¢? | Paragraph ~ B I Y A v &~

E= L o HgL OQOROY O

This is a feedback message from Maria Stolzenberg. Incident form reference is HDD13 The feedback is: Please go to httpsi//hyweldda.private.prod-uk.datixcloudiq.co.uk/capture/?
action=incident&recordid=13 to view the incident

Message history

Date/Time sender Recipient Body of Message Attachments

If you select notifications, it will show you a list of staff that were notified at the time the
Incident was reported.

Actions (left hand side panel)

The Actions module will need to be completed where any issues/failures have been identified.
All actions must be added to the record separately. Example of two actions have been identified

o The need to update a policy
o The need to deliver training

You will need to add these actions in one at a time and ensure you assign the correct staff
member responsible for managing the action through to the completion against the record. You
can do this by:

Click Create a new action.

Complete all the required fields.

In the Assigned To section, click Search.

In the Forename and Surname fields, enter a name.
Click Search.

Select a contact. You can add multiple contacts.
Click Save Action.

N o g s~ 0D~





Final Check list before closing down the Incident Record

All the field have been completed accurately

All relevant panels have been completed and reflects the outcome of the Incident
All actions that have been identified from the Investigation have been added to

the record and closed if possible
All relevant documentation has been uploaded.

Any Unapproved Contacts highlighted in RED will need to be approved or

updated

All staff involved will need to be added as a contact, including the completion of
their role they undertook within the incident, i.e., witness, provided comments,

etc.

Basic Search and Reporting

When performing a search, you will be shown a copy of your incident form. You can select any
values from a field in order to search for them. For example, if you wanted to see a specific
record and you had the ID number you could enter this into the ID field and Click on Search. If it
is relating to a particular type and service, you would simply select that Incident type and the

service in the drop down and Click Search.

Below are some handy hints for searching:

Symbol

Explanation

Wildcard searches are particularly useful for searching within text boxes. For example, to
show all complaints where the word “Needle” appears in the description, you would
search for*needle*. This would locate the word where any text can come before it, or
after it.

Searches for all records where a particular field has no value recorded in it. For example,
an = sign in the “Closed Date” field would return all records where there is no recorded
closed date.

Searches for all records where a particular field has a value recorded in it, regardless of
what it is. For example, == in the “Closed Date” field would return all records where a
closed date has been recorded.

For additional information on features such as reporting and other functionality common across the
Capture module, a separate guide will be produced. Alternatively, contact your Local System Lead

in the Health Board / Trust.






Appendix One

Medication Incidents

You can record incidents that involve medication in two ways. Either via incident type or by
indicating medication was involved.

Incident Type

4 Who was affected?

Patient/Service User v

# Incident Type

Medication, IV Fluids v
# Sub Type
Medication prescribing error v

4 Sub Subtype

Duplication of medication v

Additional Information

# Were there any medications involved?

‘ Yes

When medication has been indicated in the incident a medication form triggers on the reporting
form (overleaf).





Administered Intended / Suspected

‘ c = | “ ‘ C|ear

#Search for drug adminiszerad or omitted #5earch for intended / suspectad drug
']
Brand name of drug administered Brand name of drug intended / suspected
Manufacturer of drug administered IManufacturer of drug intended | suzpeczed
Clzss of drug administered (Class of drug intended | suspeced
Type of drug administered.prescribed, dispensed or omited Type of drug intended / suspected
Routs administered, prescribed, disoensed or omited Routeintended  suspecied
Dise administered, prescribed, dispensed or omitted Dosz intended / suspected
Form administered, prescribed, dispensed or omitted Form intended / suspected
Drug administered or omitted BNF classification (1-15) Drug intended BNF claszification (1-15)
Drug administered or omitted batch number Intended drug batch number
Drug dminsstered or omitied ethics commitize name and reference Drug intended ethics commiitee name and reference
|z the drug administered or omitted under clinical trial? |z the drug intended under dinical trial?
|z the drug administered or omitted 2 manufactured specdal? |z the drug intended a manufactured special?
|z the drug administered or omitted 2 parallel import? |z the drug intended a parallel import?

Stzge at which eror ocourred

Type of error

| v

You can search for the administered medication and the intended. You should complete all
required fields.

If you are unable to find the medication you require to report, please complete the section below
the medication table:





+% Other Important Factors

| v]

New Medication

Please add medication below, if you are unable to find name in medication section

A radio button allows the Reporter to indicate if the medication involved is a controlled drug

Equipment Incidents

You can record incidents that involve equipment in two ways. Either via incident type or by
indicating equipment was involved.

Incident Type Additional Information

* Incident Type # Was any equipment involved in the incident?

‘ Equipment, Devices ‘

% Sub type

Medical devices

Non-medical equipment

When equipment has been indicated in the incident, an equipment form triggers on the reporting
form. You should complete all required fields.





Type of product

| [ v]

Manufacturer name

Serial Number

Equipment ID

Description and location of the defect/problem

Focused Review Incidents
Some Incidents may require a focused review as part of the proportionate investigation.

Within the Management Review section there is question asking if a Focused Review is
required (select Yes).

# Does this require a focused review?

If yes, please ensure you complete the focused review pane
e.g Falls, Pressure Ulcer, Sharps, Manual Handling

{iﬁl Yes

() No

This will then trigger the Focused Review option in the side panel and a selection of Focused
Reviews will appear.

[E] Incident Details

[E] People Involved

[E] Incident Investigation
Corporate Review

[E] External Reporting
Progress notes
Actions

[E] Notifications, Communication &
Feedback

The question ‘What type of Focused Review is this?’ is now visible in this panel.
Please select the type of review to be conducted.





Focused Review

# What type of Focused Review is this?

il [~]

Extravasation
Falls

Manual Handling
Pressure Damage

Sharps -

Please select the type of review that is to be conducted and the appropriate Investigation tool
will be triggered for completion. You should complete all the required fields.

Falls Incidents

You can record incidents that involve falls under the incident sub type on the reporting form.

+ Who was affected?

I Patient/Service User ‘ v l

#* Incident Type

I Accident that did, or may, result in personal injury ‘ v l
# Sub Type
I Slip, trip or fall ‘ v l

# Sub Subtype

I Fall from bed/trolley ‘ v l

The Falls Investigation Tool is triggered for completion as part of the proportionate investigation.
You should complete all the required fields, following selection at Focused Review

Was there anything particular about the time of day that might have contributed to this fall?

What were the available staff on the ward doing at the time of the fall / where were they?






Pressure Damage Incidents

You can record incidents that involve pressure damage under the incident type on the reporting
form this includes device related (d) and non-device related pressure damage.

% Who was affected?

\ Patient/Service User ‘ v l

+# Incident Type

\ Pressure Damage, Moisture Damage ‘ v l
4 Sub Type
Pressure ulcer category 1\ ‘ v
Device-related pressure ulcer category 3 (d) -

Device-related pressure ulcer category 4 (d)

Device-related suspected deep tissue injury (d)

Device-related unstageable pressure ulcer (d)

Moisture-associated skin damage (MASD) (incontinence-associated)

Moisture-associated skin damage (MASD) (not incontinence-associated)

Pressure ulcer category 1

Please complete all required fields in the Pressure Damage tool as part of the proportionate
investigation, following selection at Focused Review.

Pressure Damage

Details of the pressure damage you are investigating

* How long has the individual been in this care environment

| |

* Reason why the individual is receiving care?






Manual Handling Incidents

You can record incidents that involve manual handling under the incident sub type on the
reporting form.

Incident Type

+ Who was affected?

‘ Staff/Contractor ‘ v ‘

* Incident Type

‘ Accident that did, or may, resultin personal injury ‘ v ‘
* Sub Type
‘ Manual Handling - Patient/service user handling ‘ v ‘

% Sub Subtype

‘ Management of the falling patient/service user ‘ v ‘

Please complete all required fields in the Manual Handling tool as part of the proportionate
investigation, following selection at Focused Review.

Manual Handling

% Description of Activity (e.g. what was being done, method/technigue used, how many staff involved etc.)
You must enter a value in this field

% Load / Patient Factors (e.g. weight, size, shape, contents, compliance etc.)
You must enter a value in this field






Sharps Incidents

You can record incidents that involve sharps under the incident sub type on the reporting form.

* Who was affected?

| Staff/Contractor v |
# Incident Type

| Accident that did, or may, resultin personal injury v |
# Sub Type

| Contact with needles or medical sharps v |
# Sub Subtype

| During preparation - contaminated/used v |

Please complete all required fields in the Sharps Incident tool as part of the proportionate
investigation, following selection at Focused Review.

1. What was the risk from the sharps injury?

(*) Where a patient or the source of blood or body fluids is known this will be reportable to the Health and Safety Executive, contact
the H&S team and Occuptational Health for advise VIRUS

[ ] Clean medical sharp (no blood, body fluid or drugs/chemical contamination)
[ ] Contaminated with body fluids (patient does not have a blood bourne virus)
[ ] Contaminated with drugs/chemical

[ ] Patient has or suspected to have a blood Bourne virus (*)

[ | Were hloods taken from the staff member and patient?

2. What type of medical sharp was involved?

| v

Describe device type






Extravasation

You can record incidents that involve Extravasation under the incident sub type on the reporting
form.

Incident Type

% Incident Type

‘ Treatment, Procedure 4 ‘
% Sub Type
‘ Treatment or procedure issues v ‘

% Sub Subtype

‘ Extravasation (infusion injury) v ‘

Please complete all required fields in the Extravasation tool as part of the proportionate
investigation, following selection at Focused Review

Extravasation

What type of extravasation is this?

| v]
Size of Extravasation

| |
Is this a late presentation of Extravasation?

| v]
What Extravasation symptoms are present?

If you have a photograph of the Extravasation site, please upload in the document panel

| v]

Does this meet the criteria for a plastic surgeon?
As a general guideline, advice should be obtained from a plastic surgeon for: Extravasation of vesicant involving an area greater than

2cm

| v]
Name of drug causing Extravasation

Vesicants are designated with (V)

| v]
Type of IV access?

| v

Drug used to treat the Extravasation?

| v






Appendix Two — Additional Information

National Once for Wales Code Set

The current version of the code set is held in the Coding Workstream shared folder in the
Once For Wales Resource Library. This is accessible via your Local System Lead in the
Health Board / Trust.

Dictionary of Medications and Devices

Datix Cymru utilises a database table of medications for all users. This is known as the
Medications List.

RLDatix obtain this information automatically from the Dictionary of Medications & Devices
(DM&D) list provided by the NHS Business Services Authority.

Following upload of the DM&D list, the NHS Wales Central Team will be required to identify
which medications need to be visible within NHS Wales. It is currently the intention of the central
team to initially include all available medications and will liaise with the Chief Pharmaceutical
Officer and the All-Wales Medicines Management Network to determine which medications are
appropriate to be hidden.

The NHS Wales Central Team will provide a full summary of the DM&D list once it has been
successful imported and highlight the additions and amendments.
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1. Changes from previous version

e Merged the content of the policy and the guidance document into a single document

e Removed references to “Phase 1” and “Phase 2” of policy implementation. Phase 2
related to the establishment of systems to thematically analyse incident data, this work
has been superseded by the plans to undertake thematic analysis at a national level
through the use of the Once for Wales Concerns Management system (Datix Cymru)

e Clarification of the scope of applicability of the policy, particularly with regard to
independent service providers

e Improved clarity of roles & responsibilities of all organisations involved in policy delivery,
alongside use of more inclusive terminology throughout the document

e Improved clarity on the requirements of the initial assessment process following
identification of a patient safety incident

e Strengthened references to the use of Datix Cymru for the reporting and management
of patient safety incidents, including the use of the in-built Yorkshire Contributory
Factors Framework tool

e C(larified the principles for NHS organisations to consider in determining whether an
incident should be nationally reported

e Incorporated the NHS Wales Never Events list
e Endorsement of the just culture guide as a supporting tool
¢ New/strengthened sections on:
o Duty of Candour, including alignment of harm definitions
o Joint safety incident investigations
o Incidents occurring in relation to commissioned services
e (Clarification of accountability for completion (closure) of an incident investigation

e Provision of introductory guidance relating to the use of Safety-Il thinking into current
incident management processes

e Updated guidance and definitions in relation to specific incident types based on
feedback throughout 2021/22 including:

o patient & service user falls to be retrospectively reported where the investigation
has determined the fall was avoidable

o alignment of reporting requirements associated with maternal & perinatal and
infant deaths to National Confidential Enquiry (MMBRACE-UK) definitions

e Clarity on the relationship between Nationally Reportable Incident (NRI) reporting and
Welsh Government (WG) Early Warning Notifications

NHS Wales National Policy on Patient Safety Incident Reporting
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2. Introduction

Patient safety incident reporting is changing across Wales. Historically, incident reporting
has been used as a key safety indicator in healthcare to attempt to understand where things
go wrong to learn and improve safety, experience and outcomes for future patients and
service users. As a nation, our understanding of how to best use intelligence from incident
data is continuing to evolve. New conceptual approaches to safety, such as Safety-Il, will
help us shift the narrative from focussing purely on “what went wrong?” and balance this
line of inquiry alongside “what goes right, and how can we learn from that as well?” (see
Supporting Section 5 for more information on Safety-Il). These new approaches require us
to think differently and consider how incident reporting is one component of a whole safe
system of care. We must continue to ensure our national processes and approaches to this
complex and sensitive area of healthcare are aligned to maximise learning opportunities for
the benefit of patients, service users, their families, carers and loved ones, staff and our NHS
organisations.

To achieve these ambitions, our national processes must support a just culture for
organisations and staff to feel supported to identify, report and learn from patient safety
incidents, without the fear of punitive response or action throughout all levels of NHS
Wales.

The previous version of this policy (in effect from 14 June 2021) aimed to empower
organisations to think differently about what should be reported, taking more ownership
and accountability for incident reporting and management. Through this updated version of
the Policy, the NHS Wales Executive will take these aims further and continue to work
collaboratively with NHS Wales organisations and other key stakeholders in delivering a new
system for collecting and analysing incident data which is for the NHS, by the NHS.

3. Purpose of this policy

A patient safety incident occurs when an unintended or unexpected incident could have or
did lead to harm for one or more patients or service users receiving NHS-funded healthcare.

While many incidents will not result in significant harm to an individual, the exploration of
incident reports can help provide a source of intelligence which can be used by healthcare
providers for a variety of purposes, including:

e tolearn from what has gone wrong and what could have been done differently, by
using the incident as a prompt to undertake an investigation and take action in order
to make changes to improve the safety of patients;

e toidentify and address emerging risks by looking for trends, themes and patterns of
incident reports; and

e as a mechanism for oversight and assurance particularly where significant harm has
occurred in the delivery of healthcare, in line with The National Health Services
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(Concerns, Complaints and Redress Arrangements) (Wales) Regulations 2011- also
known as ‘Putting Things Right’ (referred to forthwith as ‘the Regulations’).

Incident reports can be a valuable signal to healthcare providers about where to focus
resource and attention to improve patient safety. However, they are only one part of the
puzzle and should be examined in the wider context of other sources of safety intelligence.
This includes triangulation with other data sources (for example, patient experience and
complaint data) as well as looking at what goes well the majority of the time, and what we
can learn from that (e.g. Safety-1l). Throughout 2023 and beyond, the NHS Wales Executive
will be working to improve how this triangulation of multiple data sources is undertaken at a
national level.

The purpose of this Policy is to set out clear expectations for patient safety incident
reporting and management across NHS Wales. It supersedes and replaces the section on
“Serious Incidents” within the 2013 ‘Putting Things Right’ (PTR) guidance document.

4. Strategic policy context
The following national programmes and concepts provide context to this Policy:

e Health and Social Care (Quality and Engagement) (Wales) Act 2020, which underpin
the statutory Duties of Candour and Quality:

o The Duty of Candour is intrinsically linked to incident management. The Duty
focusses on the need to be open with patients and service users and anyone
acting on their behalf when things go wrong, building on the requirements
already set out in the Regulations.

o The Duty of Quality has two aims — to improve the quality of services, and to
improve outcomes for people in Wales.

e (Quality & Safety Framework: learning and improving: the overarching national
Framework setting out the national ambitions for Wales in relation to quality and
safety in the NHS. In particular, this Policy relates to Action 4 — the development of a
new National Incident Reporting Framework focussing on maximising and sharing
learning from incidents.

e National Clinical Framework: A Learning Health and Care System: the overarching
national Framework setting out the national ambitions for Wales in relation to the
development of clinical services across NHS Wales.

e NHS Wales Executive: in fulfilment of an objective set down in A Healthier Wales, a
number of organisations have brought together under the banner of the NHS Wales
Executive from 1 April 2023. National systems for incident reporting will be
established, maintained and developed by the NHS Wales Executive.
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¢ National Quality Management System (NQMS): a visionary system for NHS Wales
which will ultimately bring together data from a number of sources, including patient
safety incidents, for triangulation and to inform a range of activities in relation to
learning and assurance.

e Once for Wales Concerns Management System: the national IT system enabling
consistent approaches to a range of processes across NHS Wales. In relation to
incident reporting and management, this system is also known as Datix Cymru.

e COVID-19 pandemic & the National Nosocomial COVID-19 Programme (NNCP): NHS
Wales is still recovering from the effects of the COVID-19 pandemic and this must
continue to be taken into consideration in relation to patient safety incident
reporting and management. Importantly, learning and changes to process which
were brought about by the pandemic must be capitalised on, including in particular
learning from the NNCP, which will be incorporated into this and future versions of
the policy as applicable.

5. Scope of Policy

This Policy applies to all services directly provided or managed by a Health Board, Trust or
Special Health Authority in NHS Wales.

NHS Wales organisations that contract, agree or arrange for care to be provided by a non-
NHS Wales provider (independent provider) on their behalf, retain responsibility for national
incident reporting. This is in keeping with position outlined in the Health and Social Care
(Quality and Engagement) (Wales) Act 2020 for Duty of Candour reporting. The requirement
to report extends to Primary Care services providing care as part of NHS Wales.

6. References and related documents

e Health and Social Care (Quality and Engagement) (Wales) Act 2020

e The National Health Services (Concerns, Complaints and Redress Arrangements)
(Wales) Regulations 2011 as amended by National Health Service (Concerns,
Complaints and Redress Arrangements) (Wales) (Amendment) Regulations 2023

e The Duty of Candour Procedure (Wales) Regulations 2023

e The Duty of Candour Statutory Guidance 2023

e Putting Things Right guidance document (v3, 2013)
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7. Aims and objectives of this policy

Provide a clear and consistent national approach to incident reporting, management
and investigation across NHS Wales.

Provide clear guidance on what types of incident should be nationally reported, and
how this should occur.

8. Responsibilities in relation to this policy

Welsh Government:

Setting legislation, statutory guidance and government policy.

Ensuring that intelligence and learning derived from the outputs of this policy are
taken into account in setting legislation, statutory guidance and government policy.

Publishing official statistics based on reported incidents.

NHS Wales Executive:

Oversee and deliver national policy and processes in relation to reporting,
management and investigation of safety incidents.

Identification of cross-system learning, ensuring that learning is disseminated.

Ensuring consistency of application of this policy, including provision of assurance
mechanisms in relation to incident reporting, management and investigation.

Provide national analysis on nationally reported incident data.

Provide advice, guidance and support to organisations in relation to implementation
of this policy, including the reporting, management and investigation of safety
incidents.

Health Boards, NHS Trusts and Special Health Authorities

Accountable for the quality and safety of care and services provided to their
respective populations, including care that they contract, agree or arrange for their
populations.

Implementing this policy including endorsement through their Quality & Safety
governance framework.

Ensuring there are appropriate governance and assurance mechanisms in place,
facilitating a flow of information across all parts of the organisation.
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e Ensuring local systems and processes for incident reporting are in place and
embedded.

e Ensuring that there are systems and processes for incident reporting, management
and learning for any health care they contract, agree or arrange on behalf of their
populations.

e Undertaking analysis of locally reported incidents, including identifying trends and
themes from incident data.

e Establishing mechanisms to extract and share learning from incidents, and taking
action to reduce the risk of recurrence and improve patient and service user safety,
experience and outcomes.

e Ensuring staff are familiar with the requirements of this Policy.

Primary Care (General Medical Services) contractors in NHS Wales

e Accountable for the quality and safety of care and services provided to their
respective populations

e Required to locally report incidents that have occurred within their organisations
using the Datix Cymru system. The Health Body whose system they report into is
responsible for assessing whether incidents have met the NRI threshold and
undertaking any subsequent reporting.

e Primary Care Contractors must notify the relevant Health Board of occurrences
where the Duty of Candour is triggered in respect of the health care they provide
under a contract or other arrangement.

e Establishing mechanisms to extract and share learning from incidents, and taking
action to reduce the risk of recurrence and improve patient and service user safety,
experience and outcomes.

Once for Wales Concerns Management System programme:

e Responsible for overseeing the development and delivery of relevant Datix Cymru
modules to support the implementation of this Policy.
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9. Key Definitions

General definitions:

Policy Term Applicable Definition

Concern As defined in the NHS Wales (Concerns, Complaints and Redress
Arrangements) (Wales) (Amendment) Regulations 2011, a concern is
any complaint, claim or reported patient safety incident

Patient Safety An unintended or unexpected incident that could have or did lead to

Incident harm for one or more patients or service users receiving NHS-funded

healthcare

Note: the term “patient safety incident” refers to an incident
occurring in the course of the delivery of healthcare. It is recognised
that this may not always be to a patient but can also affect other
service users in receipt of NHS-funded healthcare. The language
throughout this document has been updated where possible to
reflect this but for the avoidance of doubt, the definition of a patient
safety incident applies equally to a service user in receipt of NHS
funded healthcare even if they are not classified as a patient.

Patient or Service
user

A person to whom healthcare is or has been provided

Healthcare includes services for the prevention, diagnosis or
treatment of iliness as well as the promotion and protection of public
health. It also includes NHS staff accessing treatment and care
through wellbeing/occupational health services

Reported Incident
(NRI)

Action Something done intentionally or unintentionally

Inaction Something not done intentionally or unintentionally including as a
result of indecision, unnecessary delay, failure to act

Nationally A patient safety incident which is nationally reportable in line with

this policy

“Must report”

A sub-set of Nationally Reportable Incidents where national
reporting is mandated through this Policy

NHS Wales National Policy on Patient Safety Incident Reporting
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Harm definitions

The following definitions align with the definitions set out in the Duty of Candour Statutory
Guidance

No harm Any patient safety incident that had the potential to cause harm

but impact resulted in no harm having arisen

Low harm Any patient safety incident that resulted in a minor increase in

treatment and which caused minimal harm to one or more
persons receiving NHS-funded care

Moderate harm Any significant but not permanent harm, or harm that requires a

‘moderate increase in treatment’ relating to the incident.

A ‘moderate increase in treatment’ is further defined as an
unplanned return to surgery, an unplanned readmission, a prolonged
episode of care, extra time in hospital or as an outpatient or transfer
to another treatment area such as intensive care

Severe Harm The permanent lessening of the bodily, sensory, motor, physiologic

or intellectual functions, including the removal of the wrong limb or
organ or brain damage, which is related directly to the incident and
not related to a natural course of the service user’s illness or
underlying condition

Death

A death caused or contributed to by a patient safety incident, as
opposed to a death which occurs as a direct result of the natural
course of the patient or service user’s illness or underlying condition

10.Governance & assurance requirements

Organisations must ensure they have robust systems and processes in place in relation to
local and national incident reporting, including:

systems and processes to enact this policy in all areas of the organisation;

all incidents should be reviewed within an appropriate governance framework to
determine required risk management activities as well as any national reporting
requirement. Whilst advice and support can be sought from the NHS Wales
Executive, it will be expected that organisations are responsible and accountable for
their judgements and decisions in line with the policy;

integration with other relevant clinical and corporate governance processes e.g.
management of complaints and claims, mortality review processes etc.;

internal oversight, scrutiny and quality assurance of all incident reporting and
investigation processes, including Executive level sign off on national incident
notification and investigation outcome forms;

clear and demonstrable lines of reporting across all parts of the organisation,
including through relevant Committees of the Board;
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e mechanisms for ensuring joint investigations with other responsible bodies and
external agencies where applicable and appropriate;

e mechanisms for recording the outcomes of decisions around national reporting and
investigation, including decisions on appropriate investigation methodology. In
particular, organisations must ensure they keep robust records around the decisions
not to report/investigate incidents as this will be needed for quality assurance
purposes;

e mechanisms for capturing and demonstrating shared learning;

e mechanisms for ensuring engagement with any affected patient or service user or
anyone acting on their behalf, in line with the legal Duty of Candour.

11.Local incident reporting, management & investigation requirements
11.1. Context

Patient safety incidents can be single isolated events, or multiple recurring events which can
signal more systemic failures in care or demonstrate system weaknesses. They can also
include events which indirectly impact patient safety or an organisation’s ability to deliver a
service, such as a failure of an IT system. Consequently, there is no definitive list of what
constitutes a patient safety incident and accordingly NHS organisations will need to apply
judgment when considering what should be reported, both at a local and a national level.

11.2. Systems and processes

All organisations are required to ensure that they have systems and processes for local
incident reporting, management and investigation in line with this Policy. This must include
systems and processes to analyse incident data, extract learning and disseminate it
throughout the organisation, with relevant actions taken to improve patient and service
user safety, outcomes and experience.

Organisations should also have systems in place for monitoring and nationally reporting
incidents that occur within services that are provided on their behalf by non-NHS Wales
providers.

These processes must include the use of Datix Cymru where available to ensure a consistent
national approach to data collection and analysis. These processes should be sufficient to
capture and analyse data from across all parts of the patient or service user pathway,
including (but not limited to):

e secondary and acute care settings

e primary and community care, including community pharmacy, optometry, dentistry
services

NHS Wales National Policy on Patient Safety Incident Reporting
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e urgent and emergency services including emergency departments & ambulance
services

e out of hours’ services

e public health services

e relevant IT services

e prisons

e commissioned services, and

e incidents identified through the course of other clinical and corporate governance
processes, for example Medical Examiner and Mortality Reviews.

The systems and processes must fully align with the organisation’s governance and
assurance mechanisms, ensuring clear reporting across the entire organisation for relevant
information.

Organisations must ensure local processes are reviewed, amended and/or adapted to
incorporate the requirements of this Policy.

11.3. Initial assessment to determine risk management activities and next steps

All patient safety incidents will require an initial assessment in order to assess the
circumstances, identify the relevant make safe actions required, and determine the next
steps to manage the incident. This initial assessment should take place as soon as
practicable after the incident has occurred or otherwise been identified.

This initial assessment must include:

e review of known information about the incident and consideration of further
information to be obtained to inform the next steps;

e assessment of risk and determination of make safe actions in relation to:
o all patient(s) or service user(s) affected by the incident, and

o the organisation, or other safety systems, to prevent recurrence in similar
circumstances;

e determination of the depth and parameters of an appropriate investigation;

e consideration of engagement with the patient or service user and anyone acting on
their behalf as appropriate. This assessment will need to balance the desire to
engage transparently and compassionately with all affected by the incident whilst
having due regard for legal matters of consent and capacity.
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e consideration and, where required, escalation e.g.:
o as a Nationally Reported Incident (NRI);

o through to relevant national frameworks (e.g. multiagency safeguarding
processes); and/or

o through to relevant external bodies;
e any relevant communications handling required;
e next steps in terms of incident management.

The depth of the initial assessment will vary depending on the circumstances of the
incident. The initial assessment must be undertaken by someone of sufficient seniority and
experience in incident management proportionate to the circumstances of the incident, and
in many cases will require a multi-disciplinary approach. In some cases, including where the
incident requires reporting as an NRI, this may require Executive level oversight.

Depending on the circumstances of the incident, this may be the point at which the
organisation considers whether the Duty of Candour has been triggered and if so, who
should make the initial “in person” notification — see Section 4 of the Statutory Guidance.

11.4. Use of Datix Cymru

All patient safety incidents should be reported through Datix Cymru (part of the Once for
Wales Concerns Management System) in line with the applicable User Guide operational at
the date of reporting.

Employees of Health Boards, Trusts and Special Health Authorities should have access to
report directly into their employer’s Datix Cymru system.

Primary Care Contractors in NHS Wales are required to report incidents that have occurred
within their organisations. More information can be obtained from the Primary Care Wales
Incident Reporting - NHS Wales Shared Services Partnership website.

11.5. Welsh Government Early Warning Notifications (EWN)

Early Warning Notifications (EWN) (previously No Surprise Reporting) is a communication
function established by Welsh Government. Its purpose is to provide rapid information to
Welsh Government on a range of issues, which may or may not relate to patient safety
incidents.

The EWN process is independent of the incident reporting systems described in this Policy,
which are overseen and managed by the NHS Wales Executive.

For clarity, where a patient safety incident meets both the requirements of a EWN and a

NRI, then both processes must be followed.

NHS Wales National Policy on Patient Safety Incident Reporting
Version 2.0 Page 13 of 23



https://nwssp.nhs.wales/a-wp/primary-care-wales-incident-reporting/

https://nwssp.nhs.wales/a-wp/primary-care-wales-incident-reporting/



12.National incident reporting requirements
12.1. Context

A subset of patient safety incidents will require national reporting to the NHS Wales
Executive. The reporting of patient safety incidents at a national level:

e provides oversight and assurance relating to incidents that cause the most harm to
patients and service users during healthcare;

e provides oversight and assurance relating to incidents that cause high levels of
service impact, disruption or risk;

e enables the identification of organisational and/or system risks; and

e informs learning and action, including e.g. development of patient safety alerts and
notices, policies and improvement programmes, national priorities, outcome
measures and potential service reforms.

Building on the foundation of the previous version of the Policy, there is a need to move
away from prescriptive “trigger list” approaches to determining what incidents require
national reporting. This is because of the complexity of healthcare and the incidents that
can occur, it would never be possible to determine and list all the types of incidents which
should be reported.

Accordingly, NHS organisations must have systems and processes in place to review all
incidents on an individual basis and apply judgement to determine what should be reported
nationally.

12.2. Nationally Reportable Incidents (NRlIs)

As part of the initial assessment process described above, NHS organisations will need to
consider whether an incident requires reporting nationally, taking the following principles
into account:

Principle 1 - ‘Must reports’

Incidents related to the following are always nationally reportable (please see Supporting
Section 3 for more guidance on definitions):

e Never Events, as specified within this Policy, even where no harm has occurred. The
current NHS Wales Never Event list can be found in Supporting Section 1 of this
Policy;

e suspected mental health homicides;
e suspected suicide or self-inflicted death
o in any clinical setting; or

NHS Wales National Policy on Patient Safety Incident Reporting
Version 2.0 Page 14 of 23





o during authorised/agreed leave, following recent planned discharge, or
following unplanned leave/discharge; and

e maternal, perinatal and infant deaths.

Principle 2 - outcome/harm

A safety incident should be nationally reported if it is assessed or suspected an action or
inaction in the course of a patient or service user’s treatment or care, in any healthcare
setting, has, or could have caused or contributed to their severe harm or death.

It will not always be possible to rapidly determine the extent to which a safety incident
caused or contributed to the harm or death of a patient or service user within seven
working days. In this case, organisations should nationally report the incident, specifying
that the position is unclear and/or investigations are ongoing. Incidents can be downgraded
at a later date.

Acts and inactions can relate equally to human interactions, technical failures and/or delays
in systems and processes.

Principle 3 - number of patients or service users involved

Special consideration must be given to incidents where the numbers of patients or service
users affected is significant, even where direct harm has not been, or is difficult to, identify.
This includes but is not limited to incidents involving significant:

® screening services;

IT failures;

data breaches;

national system failures; and/or

service disruptions.

Principle 4 - learning opportunities

Incidents should be nationally reported where they present new learning opportunities,
particularly where a similar risk may be present in other NHS organisations. This may
include:

e near misses and/or no or low harm incidents where the learning would be beneficial
to be shared nationally with other organisations to help raise awareness and
mitigate risks for other patients or service users; and/or
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e incidents may present which are unusual, unexpected or surprising, where
seriousness of the incident requires it to be nationally reported and the learning
would be beneficial for others.

Principle 5 - joint decision making around reporting and investigation

Some patient safety incidents will require joint investigation with another organisation.
Early consideration must be given to involving relevant stakeholders in any discussions
around incidents potentially requiring joint investigation, to ensure relevant information is
obtained from all sources in order to inform the discussion. Guidance on the joint
investigation process can be found in Supporting Section 4.

12.3. Reporting process

A patient safety incident will be nationally reported to the NHS Wales Executive within
seven working days from the date of knowledge of the incident.

The reporting process is set out in Supporting Section 2.

13.Duty of Candour

The provisions of the statutory Duty of Candour, as set out in the Health and Social Care
(Quality and Engagement) (Wales) Act 2020 came into effect on 1 April 2023. This is an
organisational duty on all NHS bodies and primary care providers. More information on the
Duty of Candour, including the statutory guidance, can be found on the Welsh Government
website.

Incident reporting, management and investigation is intertwined with the principles of Being
open: communicating patient safety incidents with patients and their carers and must
adhere to the Duty of Candour, so in practice these activities should be fully integrated. In
preparation for the Duty of Candour, NHS organisations have been reviewing their systems
and processes in relation to concerns and incident reporting, investigation, and
management to ensure that they are aligned as far as possible, in order to provide a
seamless patient or service user experience.

The Duty of Candour is triggered when:

e an adverse patient safety event (usually an incident) occurs, and the service user
sustains or could sustain harm which is

o unintended or unexpected, and
o more than minimal e.g., moderate, severe or death, and

e the provision of healthcare was or could have been a factor in that harm occurring.
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At the point the incident is reviewed, and it is recognised that the above triggers for the
Duty of Candour have been met, the organisation becomes ‘aware’. It is at this point that
the Duty of Candour procedure should be initiated.

The Duty of Candour is not intended to operate retrospectively and therefore will only apply
where the conditions triggering the Duty of Candour as set out in Section 3 of the Health
and Social Care (Quality and Engagement) (Wales) Act 2020 occur after the date on which
Section 3 was brought into force (i.e. 1 April 2023). In practical terms, this means that the
provision of health care and the harm which ensued, must have taken place after

1 April 2023.

For the avoidance of doubt, the Duty of Candour may be triggered following a retrospective
case review but that the conditions which gave rise to the notifiable adverse outcome must
have occurred after Section 3 was brought into force.

14.Patient safety incident investigations
14.1. Legislation

All concerns reported in NHS Wales, including patient safety incidents, must be subject to an
appropriate and proportionate investigation in line with the NHS Wales (Concerns,
Complaints and Redress Arrangements) (Wales) Regulations 2011. In particular,

Regulation 23 outlines the requirements of the investigation to be undertaken and requires
the organisation to undertake the investigation in the manner that appears, to that
organisation, to be most appropriate to reach a conclusion in respect of those matters
thoroughly, speedily and efficiently.

14.2. Methodologies

NHS organisations must have systems and processes for determining the appropriate and
proportionate investigation to be undertaken in response to each reported safety incident,
taking into account considerations such as scale, complexity and type of incident.

Organisations should therefore ensure they have access to a range of suitable investigation
approaches/tools to support a proportionate approach across a range of outcomes. It will
not be appropriate to conduct in-depth investigations for all incidents, and so it is important
to determine as accurately as possible from the outset what will be proportionate in the
circumstances.

Methodologies in use by an organisation should ensure the involvement throughout the
investigation of appropriate staff and patient, service user or a person acting on their behalf.
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For certain incident types, to support a consistent national approach there are a number of
focussed review tools built into Datix Cymru, which should be used where they are
available. This includes safety incidents relating to:

e Falls
e Pressure damage
e Extravasation

This section will be expanded during 2023 in line with the NHS Wales Executive’s work.

14.3. Use of Yorkshire Contributory Factors Framework

The Yorkshire Contributory Factors Framework (YCFF) has been built into Datix Cymru to
support a consistent approach to the analysis of incidents, including the identification of
cross-cutting themes to enable targeting of improvement activities.

Accordingly, the use of the YCFF is required for NRIs and encouraged for other patient safety
incidents.

14.4. Just culture guide

Staff who have been involved in a patient safety incident should be treated in a consistent,
constructive and fair way.

NHS Wales endorses the use of the NHS England just culture guide as a tool to support the
fair treatment of staff who have been involved in an incident. It supports a conversation
between managers about whether a staff member involved in a patient safety incident
requires specific individual support or intervention to work safely.

The just culture guide should not be used as a routine or integral part of a patient safety
investigation — it should only be used when consideration needs to be given to whether an
individual member of staff requires support or management to work safely.

The just culture guide, along with supporting reference materials, can be found on the NHS
England website - https://www.england.nhs.uk/patient-safety/a-just-culture-guide/

14.5. Joint investigations
Some safety incidents will require joint investigations, including between:
o different departments within the same organisation;

e where patients have been moved between organisations, including patient
handovers at emergency departments; and
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e where services have been commissioned, including relating to social care.

NHS organisations should have systems and processes in place to manage these types of
investigations.

For joint investigations involving multiple organisations, please refer to the joint
investigation process in Supporting Section 4.

15.Investigation of incidents occurring to a patient or service user while in
receipt of commissioned services

Whilst the reporting of patient safety incidents at a national level remains the responsibility
of the NHS Wales organisations that provided, managed or commissioned the care at the
time of the incident, guidance on the investigation of such incidents is provided within the
The National Health Services (Concerns, Complaints and Redress Arrangements) (Wales)
Regulations 2011 (“the Regulations”). The Regulations require all ‘responsible bodies’ to
investigate incidents which occur to services users in receipt of NHS funded care.

A responsible body is defined under the Regulations as:
e a Welsh NHS body:
o a Health Board;

o an NHS Trust managing a hospital or other establishment or facility wholly or
mainly in Wales;

o a Special Health Authority
e aprimary care provider; or
e anindependent provider:

o a person or body who provides healthcare in Wales under arrangements made
with a Welsh NHS body; and is not an NHS body or a primary care provider.

When a patient safety incident occurs, Regulation 23 states that “the responsible body must
investigate the matters raised in the notification of a concern in the manner which appears
to that body to be most appropriate to reach a conclusion in respect of those matters
thoroughly, speedily and efficiently, having particular regard to additional criteria set out in
the Regulations”. The Regulations also detail what actions responsible bodies must take in
terms of redress!, when harm is deemed to have been ‘caused’ to a patient or service user
through a ‘breach in duty of care’ to that patient or service user.

When healthcare is funded by another Welsh NHS body (Health Board or Trust), the
Regulations require a full investigation up to and including consideration of qualifying

1 Redress is a range of actions which include an apology, learning lessons, and/or in certain circumstances,
financial compensation.
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liability (QL). Organisations are required to undertake a joint investigation with a lead
organisation agreed.

There are however distinct differences in how the Regulations are applied when healthcare
provision has not been provided by a ‘Welsh NHS body’ (Health Board or Trust) through NHS
funding arrangements. The degree in variation is predicated on which other type of
‘responsible body’ provided the healthcare, and particularly when the healthcare has been
provided outside of Wales.

The way in which the Regulations vary can be divided into two categories;
1. NHS Wales funded healthcare provided by another UK NHS provider, i.e.:
e NHS England; or
e NHS Scotland; or
e NHS Northern Ireland; and
2. NHS Wales funded healthcare provided by an ‘independent provider’, either:

e provided in Wales under arrangements made with a Welsh NHS body and is
not an NHS body or a primary care provider; or

e provided outside of Wales.

NHS Wales funded healthcare provided by another UK NHS provider

When the Regulatory duty is applied to other UK NHS organisations through cross-border
and other commissioning arrangements, it is anticipated that local procedures for managing
concerns and investigations will be of a sufficient standard to support investigations in
keeping with the Regulations. The Regulations require other UK nations to consider a
qualifying liability (QL) and refer the matter back to the NHS Wales commissioning
organisation where they consider a QL does, or may exist. However, there is no requirement
on other UK NHS organisations to inform an NHS Wales commissioning organisation where
they do not consider a QL exists.

NHS Wales funded healthcare provided by an ‘independent provider’

The Regulations state any responsible body, who provides healthcare in Wales under
arrangements made with a Welsh NHS organisation, and who is not an NHS Wales Health
Board or Trust, must have arrangements in place to manage and undertake investigations
when a concern, including a patient safety incident, is raised.

The first element to highlight is that the Regulations do not apply to private provision of
healthcare outside of Wales.

The second element relates to private provision within Wales. In this regard, this will include
healthcare provision in care and residential home settings through continuing healthcare
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(CHC) and funded nursing care (FNC) arrangements, including local authority managed, third
sector/charitable/not for profit sector, and private business. This also extends to any other
privately provided healthcare which is NHS funded.

Responsibility to Investigate

Whilst the Regulations require an investigation to be undertaken when a patient or service
user is subject of a concern during funded provision of healthcare, there are two key
differences when a concern is raised in this regard:

1. theinvestigation is to be undertaken by the provider and not the NHS
commissioning organisation, in keeping with the requirement on them to have
arrangements in place to do so; and

2. there is no requirement on the provider to consider a QL as part of the investigation
process.

Joint investigations in relation to commissioned services

Although the Regulations require the provider to undertake investigations when a concern
is raised (including a patient safety incident), it is envisaged that when a concern is raised
both in respect of the commissioned healthcare provider, and the commissioning
organisation, it will be for the NHS Wales organisation to lead a joint investigation. The
Regulations still however limit the independent provider element of the investigation to a
factual response and not as far as considering QL, but the NHS element of the investigation
is required to consider QL.

Post discharge

Concerns which occur during healthcare provision by an NHS Wales body prior to, or during
a transfer of care to an independent provider through NHS funding arrangements, will
remain the responsibility of NHS commissioning organisation to manage and investigate,
fully in keeping with the Regulations up to and including consideration or QL.

16.Investigation outcomes
16.1. Learning from incident investigations

A fundamental part of undertaking incident investigations is to learn from previous
experience in order to identify areas for improvement to reduce the risk of similar incidents
occurring in the future.

NHS organisations should ensure they have robust systems and processes in place to
support the extraction and dissemination of learning from incident investigations
throughout the organisation, and include key learning as part of sharing investigation
outcomes with the NHS Wales Executive.
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This section will be expanded during 2023 in line with the NHS Wales Executive’s work.

16.2. Completing (closing) an incident investigation

The accountability for completing (closing) an incident investigation sits with the NHS
organisation who undertook the investigation.

NHS organisations must ensure there are robust processes in place to ensure the timely
completion of incident investigations in line with this policy, which incorporate processes for
patient or service user involvement, quality assurance, and Executive sign off.

To allow Boards to be assured that incidents within their organisation have been dealt with
appropriately, all NHS organisations must ensure robust processes are in place to inform
and assure their Boards that:

e the quality of their investigation processes is of a high standard;
e investigations are being undertaken and completed in a timely manner;

e patients or service users or anyone acting on their behalf are being engaged and
supported during the investigation process and the findings and outcomes of the
investigation are shared with them; and

e appropriate actions are being taken and learning is being shared across the
organisation.

16.3. Process for reporting outcomes of an investigation into an NRI

Detailed guidance on the process for reporting NRI investigation outcomes to the NHS
Wales Executive is in Supporting Section 2.

16.4. NHS Wales Executive’s role in relation to investigation outcomes

The NHS Wales Executive does not “close” incident investigations related to NRIs. As stated
above, the completion of an incident investigation is the responsibility and accountability of
the NHS organisation who undertook the investigation.

The NHS Wales Executive has an assurance function to ensure that the information shared
in relation to the investigation outcomes is of good quality, using a suitable approach, and
undertaken in a timely manner. This is to support a patient or service user focussed
approach, as patients or service users affected by safety incidents and people acting on their
behalf require good quality information to be provided to them in a timely manner. Where
gaps in assurance are identified, the NHS Wales Executive will liaise with the relevant NHS
organisation to seek further assurance.
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In addition to the extraction and utilisation of learning from incidents, data and intelligence
from NRIs will be used to inform local and national assurance activities.

17. Future thinking in relation to incident reporting and analysis

As described in the introduction section, new conceptual approaches to safety including
resilience in healthcare and Safety-Il, will be increasingly considered by the NHS Wales
Executive to determine how these new ways of thinking can help support continual
improvement and evolution of our safety management systems in healthcare.

Some preliminary guidance on how to incorporate elements of Safety-Il thinking into
current incident management practices is included in Supporting Section 5.

This section will be expanded during 2023 in line with the NHS Wales Executive’s work.

18.Getting Help

Please contact PatientSafety.Wales@wales.nhs.uk if help and support in application of this
policy is required.
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