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Introduction

Patients Safety Incidents (PSI) are Medication Errors or Adverse Drug
Reactions (ADRs). Medication errors continue to cause harm to our patients
and indirectly to our staff and organisations (Berwick 2016). Medication errors
are any PSI where there has been an error in the process of prescribing,
preparing, dispensing, and administering, monitoring, or providing advice on
medicines (NHS Resolution 2022). Medication errors can occur at any point in
the medication process involving all health professionals (doctor, nurse,
midwife, pharmacist, or professions allied to medicine and HCSW that have had
the delegated task). An adverse drug reaction (ADR) may arise following the
use of a medicinal product within or outside the terms of the marketing
authorisation, such as off-label therapeutic use, overdose, misuse, abuse or
medication errors, or from occupational exposure (NICE March 2022).

It is important that in organisations healthcare professions approach the
management of errors and staff involved in a medication error or ADRs incident
consistently and with a Just Culture as a central feature (National Health
Service Employers 2021). As healthcare professionals there is a duty of
candour which is being open and honest when things go wrong. The WG The
Health and Social Care (Quality and Engagement) (Wales) Act which came into
force in the Spring 2023 supports this approach.

Policy Statement

Hywel Dda University Health Board (HDUHB) encourages a sensitive response
to medicines errors, taking full account of the context and circumstances
surrounding the incident. The primary principal is to ensure harm is reduced to
patients, relatives, and staff and that any lessons are learnt and shared.

The HDUHB Putting things Right' Management and Resolution of Concerns
Policy (Incident, Complaints and Claims) (Opens in a new tab) provides more
detailed advice on the management of errors and incidents involving medicinal
products. This guidance is to ensure a consistency of approach in the practice
of managing medicines errors throughout the organisation and aims to:

o Facilitate organisational learning through the findings of thorough and
careful investigation at both divisional and corporate level.

o Provide a framework for practitioners to improve practice.
o Assure proportionate response to adverse healthcare events.

o Ensure appropriate actions are taken by managers and are applied
consistently across all healthcare professionals throughout HDUHB.

There are multiple causes of errors such as disruptions in workflow, process
failures and system factors. Understanding the causes of errors is vital to
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prevent the error from happening again, and to share learning. Including staff
involved in the error in the investigation is critical to understand how it
happened, and to prevent the error from re-occurring.

Scope

This policy applies to all healthcare professionals (including bank, locum, and
agency staff) and preregistration healthcare professional students involved in
any medication processes including nursing, medical, dental, pharmacy, HCSW
and allied health professionals.

Aim

The aim of this policy is for a multidisciplinary standardised approach to
managing medication errors. Encourage timely reporting of all medicine errors,
omission, and near misses.

Objectives
The objectives of the MDT Medication Incidents Management Policy are to:

o Detail the actions required to ensure the immediate and long-term safety
of the patient.

o Detail the processes in HDUHB for monitoring medication errors and
incidents and ensuring that lessons are learnt and shared to minimise
such occurrences in the future.

o Support staff to learn from any medication errors.

Definitions of medication errors, incidents and ‘near

misses’

Medication errors can be defined as PSI involving medicines in which there has
been an error in the process of prescribing, dispensing, preparing,
administering, monitoring, or providing medicine advice, regardless of whether
any harm occurred (NNS Resolution (2022).

Errors may result in an incident or an adverse event or where averted, they can
be classified as a ‘near miss’.

The below list provides examples of scenarios in which medication errors can
occur; however, it is not definitive, and therefore clinicians, managers and
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clinical governance managers must exercise professional judgement when
investigating the incident. ‘Near miss’ incidents must also be investigated.

Prescribing Errors

o Patient prescribed the wrong medication / dose / route / rate.

o Medication prescribed to the wrong patient.

o Transcription errors

o Medication omitted on admission to or discharge from hospital
(reconciliation error)

Prescribing without considering the patient’s clinical condition
Prescribing without taking into account patients’ clinical parameters e.g.
weight

Failure to take account of known allergies.

Prescription not signed.

lllegible prescriptions.

Deviation from HDUHB 268 Medicines Policy (Opens in a new tab) and
176 Non-Medical Prescribing Policy (Opens in a new tab) and all Wales
prescription writing standards.

Preparation and Administration Errors

These can occur in 3 areas; the preparation of a medicine in a clinical area that

deviates from the prescription, manufacturer's guidance, national or locally

agreed policy procedure or guidance, or standards for aseptic preparation.

Secondly, the administration of a dose of medication that deviates from the

prescription, as written medication chart, patient group direction or from policy

and procedures. Thirdly, the preparation of a medicine within the controlled

environment of a pharmacy manufacturing unit that deviates from the

prescription, manufacturer's guidance, national or locally agreed policy

procedure or guidance, or standards for aseptic preparation.

o Administration without valid authorisation

Patient administered the wrong medication/dose/route

Patient administered an out-of-date medicine

Medication administered to the wrong patient

Medication omitted without a clinical rationale

Medication incorrectly prepared (e.g. use of wrong diluent/strength diluent,

use of wrong preparation technique, contamination of prepared product)

Use of incorrect administration device

o Incorrect infusion rate (always utilise the infusion device drug library where
applicable)

o Inappropriate use of PRN medicines

o Medication administered late / early* (for Critical Time Medicines)

*(HDUHB recognises this is a complex issue and the full context of late/early
administration should be considered, however where it would have a
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significantly detrimental effect on patient care, this would constitute an
error)

o Deviation from HDUHB 268 Medicines Policy (Opens in a new tab) and
176 Non-Medical Prescribing Policy (Opens in a new tab)

Prescribing and Administration
Simple good practice guidance and all training should focus on the 10 rights of
medication: -

Right patient Name and wristband, ideally 2 identifiers (within
areas that they are being used)

Right medication Name and brand names avoided, unless required
check expiry date and prescription and review
regularly

Right dose Check prescription. Appropriateness of dose,
check the calculation

Right route Check the route noted, check patient can take the
medication via that route

Right time Frequency on chart, check the time it is being given
if that differs, confirm when the last does was given

Right patient Side effects awareness

Right Signed MAR chart

documentation

Right to refuse Consent needs documenting

Right assessment | Observations need to be logged with certain
medication

Right evaluation Ensure the medication is working

Dispensing Errors

Any unintended deviation from a written prescription or medication order,
including pharmacists written endorsements, occurring during the process of
selecting and assembling medication for stock or patient specific use,
generating and affixing dispensing labels and issue of dispensed medication to
patients/clinical areas.

o Patient dispensed the wrong medication/dose/route
o Medication dispensed to the wrong patient
Patient dispensed an out-of-date medicine

o Medication is labelled incorrectly

o Deviation from HDUHB 268 Medicines Policy (Opens in a new tab) and
176 Non-Medical Prescribing Policy (Opens in a new tab)
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Monitoring and Other Errors

A failure to review the effectiveness of a prescribed medicine and impact on
physiological parameters. It includes medication reviews in clinics and primary
care

o Inappropriate monitoring/follow up
o Failure to monitor therapeutic levels

Medicine Information and Advice

The provision of advice to support the safe use of a medicine to a patient, carer
or healthcare professional. This includes verbal and/or written information on
indications, mechanism of action, cautions, contraindications, dosage
information, dose alterations, side-effects, administration, formulations, storage,
monitoring, sourcing, licensing, teratogenicity, stability, compatibility,
management of poisoning/overdose etc.

Other Errors
Including

o Failure to provide the patient with correct information regarding their
medication e.g. when to take, what it is for, side effects and drug
interactions

o Failure to undertake appropriate review

o Failure to monitor patient / carer who is undertaking self-medication.

o Deviation from HDUHB 268 Medicines Policy (Opens in a new tab) and
176 Non-Medical Prescribing Policy (Opens in a new tab)

Actions to be taken following the discovery of a

Medication Error/Incident
Please see flow charts to support the process for Pharmacy incidences,
Administration/near misses and Prescribing incidences.

If the patient has not taken the medication (near miss) please go to point B

A. Immediate Action

o Assess the patient’s condition and take necessary actions to keep the
patient stable.

o The error must be reported immediately to the Ward or Department
Manager/person in charge and the clinicians in charge of the patients care
and inform the patient/carer/next of kin of the error.
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o Seek advice from pharmacist / prescriber regarding the possible outcomes
of the medication error.

o Develop and record a monitoring care plan for the patient based on the
properties of the medicines involved and the condition of the patient in the
patient’s medical notes.

o In the instance of a dispensing error, inform the pharmacy and make
arrangements for re-dispensing.

o Incident report form (Datix) to be completed by individual highlighting the
error. Ensure the incident is documented in the patients’ record if they
have taken the drug.

° Obtain first-hand accounts from the staff involved. Appendix 1.

o Following an assessment based on the Datix risk rating, the line manager
may feel it is appropriate to withdraw the member of staff from undertaking
medication prescribing, dispensing or administration until a critical incident
reflective exercise (which should be completed within 7 days of the
incident) has been undertaken. In these cases, the line manager must
consult with the Hospital Head of Nursing or Medical Lead/Head of
Service/ Head of Department. (Appendix 2,3,4,5)

o The line manager will ensure the incident report is completed and
escalated as appropriate. It is essential this is carried out expediently to
allow for a timely investigation in the event of a more serious event. In the
event of an incident occurring out of hours the Manager on call should be
informed. Follow the detailed guidance on the reporting of Level 4 and 5
(Major or Catastrophic Harm) incidents (including Serious Incidents and
Never Events)

Assessment of medication errors and incidents

Where the line manager making or investigating the Datix report notes actions
or omissions of other healthcare professionals that may have contributed to the
medication error/incident the relevant manager (e.g. Consultant, Site Lead
Pharmacist, Head of Department) should be informed and the staff member
included in the investigation to enable multi-disciplinary learning and action.
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Medium Term Actions

Where appropriate a systematic review of the root causes for the error
must take place with the staff involved.

There may be occasions where staff wish to withdraw themselves from
prescribing, dispensing or administration due to concerns regarding their
own practice or a loss of confidence. This should be discussed and agreed
with their line manager/ Head of Service as it may have implications for
staffing levels / allocation. This decision should be respected and
addressed within the reflective exercise (which should be completed within
7 days of the incident). Any formal decision will be in consultation Hospital
Head of Nursing or Medical Lead/Head of Service/ Head of Department
and QAST Team (or duty manager if out of hours) before any decision is
reached.

The line manager or delegated deputy, in conjunction with the Hospital /
Directorate Head of Nursing or Medical Lead/Head of Service/ Head of
Department, will undertake a critical incident reflective exercise (within 7
days of the incident) with the member of staff.

A copy of the agreed actions identified within the reflective exercise is kept
on the member of staff’'s personal record and the agreed actions reviewed
at an agreed date. This review is separate from the individual’s PADR.

Long Term Actions

A Copy of the Root Cause Analysis Checklists (where completed) must be
sent to the Hospital Head of Nursing or Medical Lead/Head of Service/
Head of Department and QAST Team and a copy attached to the Datix
incident. The results will be analysed and reviewed to identify any themes
and trends. The monthly Site (or Primary Care) Scrutiny Meeting and
departmental meetings will discuss the medication incident and the
outcome of the discussions is included in the Scrutiny Report sent to each
Medication Events Review Group (MERG). These results will be reported
to the MERG on a bi-monthly basis.

The QAST Team and the Medicines Management Operational Group (via
MERG) must have clear processes in place to review information on
medication errors from Datix and the actions taken to address the incident
and to identify any themes and trends. Concerns regarding medication
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errors/incidents or the management of medication errors/incidents must be
highlighted and escalated as appropriate.

Informing the Patient
894 'Putting things Right' Management and Resolution of Concerns Policy
(Incident, Complaints and Claims (opens in a new tab) must be followed.

Addressing Concerns of Competency

o While each profession will need to interpret this pathway according to their
Professional Code of Practice, action must be proportionate to the
(potential) severity of the medication error/incident and equitable and
consistent between individual staff and professions. NPSA decision tree
may be used as support for this process (Appendix 6) (see section:
Assessment of medication errors and incidents).

If the critical incident reflective exercise highlights an issue with competency
relating to medication prescribing, dispensing or administration, the
individual should undertake a period of re-assessment planned in
collaboration with their line manager. Specific timescales must be set and
regularly reviewed and monitored throughout.

Qualified healthcare professionals

o The line manager of a qualified healthcare professional employed by the
HDUHB who has been involved in a medication error/incident will be
informed. The line manager will assess and support the individual and
identify any further training needs. Where required they will inform any
other relevant parties (for example, professional body, university,
deanery). Where a Newly Qualified Nurse is involved, their mentor will be
informed. Specific eBMJ training modules on prescribing are available,
CDEP, Medication Safety Study Days are provided by the Health Board on
a monthly basis. ESR modules on medication administration charts and
VTE Risk Assessment are also available. Local Universities also deliver
training that is useful to all staff.

7.6.3 Temporary, short-term contract staff
(These include bank or agency nurses and, for other healthcare professions,
locum, or agency staff).
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If a healthcare professional on a short-term temporary contract (i.e. bank,
agency or locum staff) makes a medication error they may be limited to
where they can work until such time that training has been completed and
assessed. Where the healthcare professional also holds a substantive
HBDUHB contract then their line manager will be informed, and they may
be limited to working in their substantive ward/department for the period of
time of training and monitoring. The locum agency will be informed (for
nursing by the Head of Nursing Workforce Utilisation, for medical-by-
Medical Staffing/Site Lead Clinician and for other healthcare professionals
by the Head of the relevant Department) and evidence of the completion of
any additional training (if required by the HDUHB) will be requested. If any
subsequent errors are made, consideration will be given as to whether
placement within the HDUHB remains appropriate.

Healthcare professional trainees and undergraduates

The mentor, tutor, or supervisor of an undergraduate, preregistration and
trainee healthcare professional who are involved in any medication
error/incident while working under direct or indirect supervision will be
informed. Medical Education will also be informed of any Datix reports
involving a medical trainee. The mentor, tutor or supervisor will assess,
advise and support the individual and identify any further training needs.
Where required they will inform any other relevant parties (for example,
the university or Deanery)

After the period of education, training and re-assessment the member of
staff's competence is still in doubt they should be managed in accordance
with the HDUHB 203 All Wales Capability Policy (opens in a new tab)

Where an individual member of staff has made subsequent errors, the
process will be undertaken by their line manager and comprehensive
assessment made of the practitioner's competence level, the timescale
and context. Subsequent errors will be assessed independently by the line
manager but may inform decisions around competence levels, taking into
consideration the timescale and content.

Support for Staff

Support for staff throughout the medication error process is available
from (this not a Definitive list):

e Line Manager

e Head of Nursing
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Head of Clinical Service

Clinical Lead

Practice Development Staff

QAST Team

Trade Union (if member)

Professional Indemnity Insurer (e.g. MDU, The Pharmaceutical
Defence Association, RCN) (if member)
Professional Association (if member)
Occupational Health

Professional Bodies

Human Resources staff

Line Managers can gain advice and support in managing staff that have
made a medication error from:

e Head of Nursing

e Assistant Directors of Nursing

e Director of Nursing

e Clinical Director

e Clinical Lead

e Consultant

e Practice Development Staff

e Site Lead Pharmacists or Lead Pharmacist Primary Care

e Senior Nurse Medicines Management

e Head of Service (e.g. Physiotherapy, Occupational Health, Speech

Therapy)
e Occupational Health
e QAST Team
e Human Resources staff

Legal Liability
The organisation will generally assume vicarious liability for the acts of its staff.
However, it is incumbent on staff to ensure that they:

Have undergone any suitable training and assessment of competence
identified as necessary under the terms of this policy or otherwise.

Have been fully authorised by their line manager and Directorate/Head of
Clinical Service to undertake the activity.

Fully comply with the terms of any relevant organisational policies,
guidelines and/or procedures at all times.

Only depart from any relevant organisational guidelines providing always
that such departure is confined to the specific needs of the individual
circumstances and undertaken where, in the judgement of the responsible
clinician it is fully appropriate and justifiable — such decision to be fully
recorded in the patient’s notes.
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Staff are recommended to have Professional Indemnity Insurance cover in
place for their own protection in respect of those circumstances where the
organisation does not automatically assume vicarious liability and where
support is not generally available. Such circumstances will include Samaritan
acts and criminal investigations against the staff member concerned.

Suitable Professional Indemnity Insurance Cover is generally available from the
various Royal Colleges and Professional Institutions and Bodies.

Responsibilities

Chief Executive and Board (as commissioner/provider)

Provision of resources to ensure the management of medication errors is the
responsibility of the Chief Executive and Board. It is their responsibility to
ensure that guidance is consistent with the legal requirements, NHS and WG
local Health Board guidance.

The leadership of the organisation should be able to monitor adherence to this
policy.

Where there is non-compliance, the Board is responsible for ensuring that there
are appropriate actions in place to mitigate any risks identified.

Executive Director of Nursing, Quality & Patient Experience
Is responsible for the implementation and review of this policy in consultation
with other Healthcare Professional Leads.

Clinical Director of Pharmacy & Medicines Management
Is responsible for the implementation and review of this policy in consultation
with other Healthcare Professional Leads.

Medical Director
Is responsible for the implementation and review of this policy in consultation
with other Healthcare Professional Leads

Senior Management Leads

The Senior Nurse Managers, Senior Pharmacists, Consultants and Professional
Heads of Department are responsible for the dissemination of this Policy,
ensuring the implementation of this policy in their area of responsibility, ensuring
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that their staff are appropriately trained in line with the requirements of this
policy, monitoring the implementation, managing medicines errors and incidents
in line with this policy, auditing adherence to the Policy.

Individual staff (registered Healthcare professionals)

It is the responsibility of all staff (including students) that are involved in and/or
managing medicines to ensure that they are aware of this policy, follow the
procedures included (particularly the immediate actions to be taken when a
medicine error involving a patient is identified) and referring to other Health
Board policies for further information. Staff must report any incidents where this
policy is not adhered to.

The Medicines Event Review Group (MERG)

Monitors all medicine related incidents across the Health Board; detect trends
and clusters of activity. MERG scrutinises and prepares a summary report of
those incidents for presentation to the Medicines Management Operational
Group and the QSEC. MERG ensures that lessons are learnt from such
incidents and that this information is then disseminated to all those who may
benefit from it.

Medicine Management Operational Group (MMOG)

It is the responsibility of the MMOG to lead the review this guidance with the
professions involved in medicines management for presentation for final
approval at Clinical Written Control Document Group. The group also have
oversight and accountability of all medicines management related issues
including errors and incidents.
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Appendix 1: First-hand account template.

Your name:

Your occupation or job title
and the length of time in post:
Usual place of work/base:
Qualifications with dates/
relevant other training/brief
summary of experience within
the NHS/UHB:

Subject of first-hand account
e.g. details of person affected or
incident date and reference
number

Factual account of the event
You may like to begin your statement along the following lines: |, [insert full name], am
employed by Hywel Dda University Health Board as a [insert your role].

This first-hand account is based on [personal recollection / review of records, or

combination].

On [day and date] | was on duty from [insert time]

At the time of the incident, lwas ...t

Signature: Date:
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Appendix 2: Management of Pharmacy near misses (including dispensing, accuracy
checking, clinical advice and checking)

Appendix 2

Near miss identified

Highlight near miss to
individual(s) involved

Management of Pharmacy near misses
(includes dispensing, accuracy checking, clinical advice and checking)

Near miss to be recorded using
the appropriate reporting form

If trends with indivi
identified, further di

eam as appropriat

. . develop an action plan
Take appropriate action to
reduce risk of error recurring
if possible’

G
HS

Bwrdd lechyd Prifysgol
Hywel Dda
University Health Board

To discuss near miss(es) during
PADR and individual to
consider use during annual
GPhC revalidation, if registered
Pharmacy Technician or
pharmacist

FUOIICY TEl. ..

FPage Zu Or Z&

Title:

veTlSIONn NO




Appendix 3: Management of Pharmacy staff errors (including dispensing, accuracy
checking, clinical advice and checking)

Appendix 3

g GIG
NHS

Management of Pharmacy staff errors 0

(includes dispensing, accuracy checking, clinical advice and checking)

Bwrdd lechyd Prifysgol
Hywel Dda
University Health Board




Appendix 4. Management of drug administration errors and near misses
7y

Q G ]G Bwrdd lechyd Prifysgol

Hywel Dda
University Health Board

NHS

Appendix 4

Error / near miss

identified

Highlight to

individual(s)
involved

Management of drug administration errors / near misses

To discuss error/
near miss with the
clinical team/patient
as appropriate (only

if reached the
patient)

Complete e-
learning(2) attend
Medication Safety
Day (1 in 12-month

periad). Provide

ence of
attendance.

Datix level 1 & 2

{low to no
harmy}

Consider
development of an
action plan between

Individual and their

First-hand account |
>
line manager

and reflective
account to be
discussed with
clinical lead and
updated on Datix.
Re-asses staff
member. Continue
drug administration

Datix level

[moderate
harm})

Two or less

EImors ina

12-month
period

Consider withdrawing
medicines

Datix level 4 & 5
management duties

(severe f
catastrophic
harmj)

Consider
development of an
B4 action plan between
B Individual and their
line manager

Datix to be
completed, if not

done already
Complete e-

learming(2) attend
Medication Safety
Day (1in 12-month
period). Provide
evidence of
attendance.

First-hand account
and reflective
account to be
discussed with

Datix level 1 & 2

(low to no
harm)
Develop an action
plan between

Datix level 3

[moderate
harm}

line manager

More than
TWo ermors

inall
month

period

dlinical lead and
updated on Datix.

Re-asses staff
ontinue

Consider
withdrawing
medicines
management
duties

Datix level 4 & 5

{severe [ N member.

catastrophic drug administration
harm}

EN cupervision as I

Individual and their

Period of

agreed by line
manager

Develop an
action plan
between
Individual
and their
line manager

Period of
M supervision as
al cereed by line
manager

Develop an
action plan
M secking between
gl advice from @ Individual
HR and their line
manager

Consider

Consider discussion of
errors during annual PADR
and include during annual

NMC revalidation

Error highlighted
anonymous staff meeting
where appropriate for

learning purposes

MERG meeting as part of
site action plans

Period of
supervision
as agreed

by line
manager
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Appendix 5:

Management of drug prescribing errors

Appendix 5

&
Management of drug prescribing errors

Mare than

Bwrdd lechyd Prifysgol
Hywel Dda
University Health Board
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Appendix 6: National Incident Reporting (NRI)
Reporting Flowchart

National Policy on Patient Safety incident Reporting
Supporting Section 2 — NRI reporting processes

X GIG
\&X/ NHS

Y Weithrediaeth
Executive

National incident reporting (NRI1)

Reporting flowchart

Patient Safety Incident occurs /is identified

Local Reporting
Report on Datix at earliest opportunity following
or at point of
3
Inital assessment
at eariest
ake safe
actions, ncident &

Yes - routine reporting arrangements apply ‘ Yes -

Report incident as an NRI
Report incident 10 NMS Executive formis) butno
later than 7 working pont of ol ki bk
:
‘Undertake investigation
Body, nodent

Pagedofa

No

‘through local incident

reporting and management
processes, induding proportionate
investigation in line with PTR
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