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Date of Meeting
13 December 2023
Agenda item:

5.2
Section 1 - Policy / Procedure Information

Policy / Procedure Title Medicine Management Policy

Policy Lead Dr Eleri Davies

Lead Executive Prof Meng Khaw

PHW / All Wales? PHW

Date of last Review Unclear as transfer of responsibility
between QNAHPs to OMD

Is the current policy / procedure | No

within review date?

Approving Body /Group Quality, Safety and Improvement
Committee

Version Number 2

Recommendation

That the Quality, Safety and Improvement Committee:

. Considers the information contained within the Medicine
Management Policy and Equalities Impact Assessment (Appendix)

o Note the response in relation to consultation comments made by the
Leadership Team (detailed under the consultation section) and that
following this, the Leadership Team endorsed the Policy to the
Committee at its meeting on 2" November 2023.

o Approve the Medicine Management Policy.
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Section 3 - Details of the Review:

Background:

Reason for review

The policy review deadline had passed and the
policy required review. Responsibility for the
policy has transferred from QNAHPs and is now
the responsibility of the Office of the Medical
Director (OMD).

Description/Assessment

The QNAHPs team had started to review the
Medicines Management policy, which was
shared with the Office of the Medical Director
for Further input as part of the transferred
responsibility for this policy to the OMD. The
policy has been revised in collaboration with the
Medicines Management Team from Cardiff and
Vale UHB with whom we hold an SLA. The aim of
the policy is to ensure that there is a clinical and
corporate governance framework to support
safe and secure systems for the controlling and
handling of all medicines supplied or
administered by Public Health Wales staff. It
aims to protect service users by ensuring the
control of medicines through safe prescribing,
administration, storage, and disposal and
through the reporting, monitoring and review of
any medication incidents.

The policy has been revised to reflect the new
oversight arrangements and will be monitored
through the Medicines Management Group
supported by the OMD.

Consultation

Has this Policy / Procedure
been through the appropriate
28 day consultation process?

Yes

Date range of consultation:

16/06/23 -19/07/23

Please provide details of any
feedback received and outline
what changes if any were
made to the document as a
result:

No comments received.

Had this policy / procedure
been considered by any other
groups?

Leadership Team — October 2023
The Leadership team then considered and
approved as its meeting on 2" November 2023.

If so, please provide detail of
any comments / feedback or
amendments made to the

documents as a result of this

Leadership Team comment:

It states that this policy is not a detailed
procedure for any aspect of Medicines
Management. Divisional procedures must be
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drawn up where necessary to supplement this
Policy, providing specific detail on medicines
management relevant to each service provided.
| wouldn't have thought that there would by
many but For completeness should this be
referenced, or appended, in the policy?

Response from Eleri Davies 26.10.23:

The Medicines Management Group has
consulted across the divisions and directorates
of PHW to check on the specific detail on
medicines management relevant to each
service. The responses show that there is very
limited medicines management / prescribing
across our services. Some of our services issue
PGD templates in regard to vaccinations, for
example but these are templates only and must
still go through proper routes within the
relevant HB for approval and sign-off.

We could append a table summarising the
activity, but would need to do this in the near
future. | can assure the Leadership Team that
we have undertaken an exercise to oversee
what Medicines Management is happening
across PHW and through the implementation of
the policy and support of the Medicines
Management Group we would continue to
oversee this and ensure regular updates to the
MMG.

On this basis would it be possible to submit the
policy for approval as | believe that it is more of
an organisational risk to further delay the sign
off of this policy which was 5 years overdue in
its revision.

Impact Assessments

Equality and Health Impact
Assessment

All Policies should be accompanied by an
Equality and Health Impact Assessment. EHIA is
attached

Welsh Language Impact

The Policy / Procedure will be translated to
welsh and available on the internet bilingually.

Risk and Assurance

An up to date Medicines Management Policy
with effective implementation mitigates our
risks in relation to patient safety / medicines
management.
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Health and Care Standards This Policy / Procedure supports and/or takes
into account the Health and Care Standards for
NHS Wales Quality Themes
Theme 2 - Safe Care
Theme 3 - Effective Care
Choose an item.

Financial implications No financial implications
People implications No People Implications
Socio Economic Duty

5 - Implementation

Please complete the table below for this section, include any relevant actions
required for implementation of this policy / procedure:

- How it will be implemented - If it requires resource, training or there are
changes to current practice an implementation plan (template available on
policy webpages) will be required to accompany the document giving clear
timelines.

- If resources are required these should have been agreed prior to
presentation to the Committee/Group.

- Info re any barriers to implementation and associated risk — explain how this
will be mitigated.

Implementation plan (with timescales)

Next steps Timescale Responsible
officer(s)

Following ratification the policy needs to be October - OMD

circulated to all Divisional / Directorate December

Managers 2023

Monitoring and review / updating of the policy | Ongoing Executive

through the Medicines Management Group Medical
Director.

6. Dissemination

The primary source for dissemination of this document (specify) within the
organisation, wider community and our partners via the internet site.
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Medicine Management Policy

Introduction

Public Health Wales (PHW) does not routinely have responsibility for administering
medicines directly and, thus, has only limited involvement in direct medicines
management. Consequently, PHW does not require the wider range of clinical
governance infrastructures for medicines management established within other NHS
healthcare organisations. However, there are some clinical care situations that
require or potentially require Public Health Wales staff to supply or administer
medicines to members of the public and to staff.

Aim

The aim of this policy is to ensure that there is a clinical and corporate governance
framework to support safe and secure systems for the controlling and handling of all
medicines supplied or administered by Public Health Wales staff. It aims to protect
service users by ensuring the control of medicines through safe prescribing,
administration, storage, and disposal and through the reporting, monitoring and
review of any medication incidents.

Objectives

The objectives of the policy are for all Public Health Wales employees prescribing,
administering, ordering, transporting, storing, controlling and disposing of medicines
to act in compliance with legislation, professional guidance and PHW procedures and
requirements.

Linked Policies, Procedures and Written Control Documents
Standards for Health Services in Wales: Standard 15 - Medicines Management

Public Health Wales Vaccines (Handling and Storage) Cold Chain Management
Procedure Chain Management Procedure 2022

Department of Health and Social Care 2020
https://www.gov.uk/government/collections/immunisation-against-infectious-
disease-the-green-book#the-green-book

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attac
hment data/file/1034373/Greenbook-cover-Nov21.pdf
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1034373/Greenbook-cover-Nov21.pdf

Scope

This medicines policy applies to all staff working within Public Health Wales who are
involved in the prescribing, administering, ordering, transporting, storing, controlling
and disposing of medicines.

Equality and Health Impact Assessment | This has been completed and no
impact has been identified

Approved by

Approval Date TBC

Review Date

Date of Publication: TBC

Accountable Professor Fu-Meng Khaw, Executive
Executive Medical Director
Director/Director Rhiannon Beaumont-Wood,

Executive Director, Quality Nursing
and Allied Health Professionals

Authors Caroline Whittaker Professional Lead
Nursing, Midwifery and Standards
Manager- Quality Nursing and Allied
Health Professionals

Dr Eleri Davies, Deputy Medical
Director Office of the Medical
Director PHW.

Disclaimer

If the review date of this document has passed, please ensure that the
version you are using is the most up to date either by contacting the
document author

Summary of reviews/amendments

Version Date of | Date of Date Summary of Amendments
number Review Approval published
02 Updated the content and

clarified roles and responsibilities
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This version of the PHW Medicines Policy is based on the Hywel Dda University
Health Board Medicines Policy No 268-version 15 July 2021 whose help is
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Any questions or enquiries relating to the Medicines Policy should be emailed to
Caroline Whittaker Professional Lead Nursing, Midwifery and Standards Manager
(caroline.whittaker@wales.nhs.uk) and to the Office of the Medical Director
(OMD) - PHW.OMD@wales.nhs.uk or Dianne Burnett, National Lead Pharmacist
for Medicines Advice (dianne.burnett@wales.nhs.uk) under the subject heading
Medicines Policy
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1. Introduction

Public Health Wales (PHW) is required to establish, document and maintain an
effective system for the safe handling, storage and administration of medicines
in line with legislation and best practice. This Medicines Management Policy
describes the responsibilities of ordering, storage, dispensing and administration
of medicines and aims to ensure the highest standards of medicines
management and minimise risks associated with use of medicines?.

This policy is not a detailed procedure for any aspect of Medicines Management.
Divisional procedures must be drawn up where necessary to supplement this
Policy, providing specific detail on medicines management relevant to each
service provided.

2. Role and Responsibilities

The Chief Executive has overall responsibility for Medicines Management in
Public Health Wales. The provision of resources to ensure the safe prescribing,
administration, ordering, transport, control and disposal of medicines is the
responsibility of the Chief Executive and Board. Itis their responsibility to ensure
that guidance is consistent with the legal requirements. The leadership of the
organisation should put mechanisms in place 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.

The above is delegated to the Executive Medical Director (the Board lead for
Medicines Management), who is responsible for ensuring the implementation and
review of this policy in consultation with other Health Care Professionals.

Executive Directors are responsible for ensuring systems are in place within the
clinical area/departments in their directorates to facilitate the processes within
the Medicines Management Policy and that the information and guidance within
this policy is available to staff and adhered to.

2.1 Chief Pharmacist

Through a Service Level Agreement with Cardiff and Vale Health Board, the
Director of Pharmacy and Medicines Management for Cardiff and Vale UHB, is
responsible for advising on effective medicines management, its systems and
procedures.

1 Duthie Report: Guidelines for the Safe and Secure Handling of Medicines published by the Royal Pharmaceutical Society
(2005)



3. Operational responsibilities

3.1 Lead Healthcare Professional

Each Directorate/Division must nominate a Lead Healthcare Professional with
professional responsibility to ensure that there are appropriate systems in place
for the following:

e Providing a safe, effective, efficient and secure system for medicine stocks
and distribution held within Public Health Wales sites

e Providing a system for monitoring medicine usage and advising on
appropriate stock range, expiry dates and stock holding levels

e Providing advice on appropriate environmental storage conditions

e Providing advice on safe and proper means of disposal of unused/unwanted
medicines

e Providing advice on safe and effective systems and arrangements for
medicine administration. This includes commenting and advising on medicine
administration errors and near misses reported via the Incident Reporting
system and appropriate retentions of documents in relation to these aspects

e Providing advice on transport of medicines and other pharmaceuticals.

e Ensuring that there are adequate mechanisms in place to monitor and report
on the usage on medicines throughout Public Health Wales

e The recording of administration including dosage and batch numbers

e The supply of medicines to service users/staff in accordance with Patient
Group Directions/local policy

e The induction of new staff with respect to this policy & code of practice and
any local supporting procedures

e The auditing of compliance with this policy and the implementation of
remedial action.

3.2 Health care professionals involved in the medicines management
process should:

e Read and understand this policy.

e Comply with this Code of Practice and their professional Code of Practice (e.g.
GMC/NMC/HCPC guidance);

e Not undertake tasks beyond their qualifications, competency or authorisation

e Ensure that they have the required qualifications, competence and or
authority to complete the tasks

e Maintain the security of medicines within their practice area

e Report any incidents where this policy is not adhered to.

| Date: May 2023 | Version: V2a Page: 5 of 19




3.3 Medical and non-medical prescribers

It is the responsibility of medical and non-medical prescribers to practice in
accordance with local procedures and guidance and to comply with their
respective professional Codes of Practice.

3.4 Chief Pharmacist

The Chief Pharmacist will be asked to provide expert knowledge and advice on
the following procedures:

e lLead on the adaptation of the national template PGD for flu vaccine
administration for local use

e The safe, effective, efficient and secure system for medicine stocks held
within Public Health Wales sites

e The safe, effective, efficient and secure systems for medicine distribution

e The appropriate monitoring of medicine usage and advising on appropriate
stock range, expiry dates and stock holding levels

e The appropriate environmental storage conditions.

e The safe and proper means of disposal of unused/unwanted medicines

e The safe and effective systems and arrangements for medicine
administration. This includes commenting and advising on medicine
administration errors and near misses reported via the Incident Reporting
system and appropriate retentions of documents in relation to these aspects.

e The transport of medicines and other pharmaceuticals.

e The mechanisms in place to monitor and report on the usage on medicines
throughout Public Health Wales and to advise on strategies to promote cost
effective prescribing

e The supply of drugs to service users/staff in accordance with Patient Group
Directions

4. Control of prescribing

Any prescribing, supply or administration of medicines within Public Health Wales
should adhere to policies and guidelines approved by the Quality, Safety and
Improvement Committee. These will be developed by working groups including
senior medical, pharmaceutical and healthcare professional and management
staff that are appropriate to the range of prescribing undertaken.

4.1 Prescribing medicinal products - Who may prescribe?

Medicinal products may only be prescribed by persons who are legally qualified
to do so. Prescribers must be currently registered with the appropriate
professional body. They must be employed and authorised by Public Health
Wales to prescribe, and have the appropriate knowledge, competency and
experience to prescribe, such as a doctor, a dentist, or a non-medical prescriber,
e.g. a Nurse or Pharmacist Independent Prescriber. Prescribers may only
prescribe from the appropriate list of medicinal products within their scope of
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practice. Dentists are required by their registration to restrict their prescribing
to their areas of competence. Non-medical prescribers must have gained signed
authorisation from their appropriate line manager and in the case of a nurse or
midwife Non-Medical Prescriber (NMP) signed authorisation from the appropriate
Executive Nurse Director. NMPs must also be registered on an NMP database
before prescribing within their area of competence.

Each prescriber has a duty of care when prescribing for service users, to ensure
medicines are issued appropriately.

When prescribing for service users, the principles of prudent health care should
be followed.

Prescriptions should be issued on prescription forms approved by the PHW Office
of the Medical Director.

4.2 Administration for the purpose of saving life in an emergency

Regulation 238 of the Human Medicines Regulations 2012 allows for certain
prescription only medicines to be administered by anyone for the purpose of
saving life in an emergency without a prescription. These include naloxone,
glucagon and hydrocortisone. Adrenaline 1 in 1000 (1mg/mL) by intramuscular
injection can be administered for the emergency treatment of anaphylaxis.
Current clinical guidelines should be followed. The full list of exemptions can be
found at: http://www.legislation.gov.uk/uksi/2012/1916/schedule/19/made 2

4.3 Patient Group Directions (PGD)

A patient group direction is a specific written instruction for the supply and
administration, or administration, of a named medicine in an identified clinical
situation. It applies to groups of patients who may not be individually identified
before presenting for treatment.

The use of a PGD does not constitute a form of prescribing. A PGD must not be
confused with a patient-specific written direction. The template for a PGD is
available at NICE3

4.4 Healthcare Professions able to operate under a PGD
Please refer to MHRA? for advice on who may use a PGD.
NB: Practitioners may only operate under a PGD as named individuals.

A senior person in each profession should be designated with the responsibility
to ensure that only fully competent, qualified and trained professionals are
authorised to operate within the PGD directions.

2 http://www.legislation.gov.uk/uksi/2012/1916/schedule/19/made
3 Tools and resources | Patient group directions | Guidance | NICE
4 patient group directions: who can use them - GOV.UK (www.gov.uk)
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4.5 Circumstances under which Patient Group Directives are
permissible within Public Health Wales

To authorise the supply or administration of medicines by Public Health Wales
employed staff where Public Health Wales is directly responsible for the care of
patients or group of individuals for example Influenza immunisation

4.6 Criteria required to ensure valid PGD within Public Health
Wales

Within Public Health Wales the following criteria must apply when developing
and authorising a PGD:

e It should be drawn up by a multi-disciplinary group involving a doctor, a
pharmacist and a representative of any professional group expected to supply
and/or administer medicines under the PGD

e It must be signed by the relevant healthcare professionals involved in the
preparation of the PGD

e It must be signed by the Director of Pharmacy and Medicines Management
Cardiff and Vale University Health Board (CVUHB) a senior person in each
profession should be designated with the responsibility to ensure that only
fully competent, fully qualified and trained professionals operate within
directions.

e It must be signed by the individual or individuals that may supply administer
medicines under the PGD, who must belong to one of the classes of person
specified above

e Be in effect at the time of administration or supply

e The PGD for the administration of the flu vaccine must be reviewed annually

5. Drugs Requiring Special Consideration

5.1 Controlled drugs

Controlled drugs can only be supplied and administered in accordance with the
requirements of the Misuse of Drugs Regulations 2001. No circumstances have
been identified where a controlled drug should be permitted to be supplied or
administered within Public Health Wales. Consequently, a Controlled Drug
Accountable Officer has not been appointed by Public Health Wales. This position
will be reviewed if the situation changes.

5.2 Medicines not considered appropriate for inclusion in a PGD

Medicines without a UK marketing authorisation and those used outside the
terms of the Summary of Product Characteristics (SPC) are not considered
appropriate for inclusion in a PGD. The regulations specifically state that a
medicine can only be included if it has a current UK marketing authorisation or
a homeopathic certificate of registration. Only medicines with a marketing
authorisation can have guarantees of safety, quality and efficacy.
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5.3 Exceptional Circumstances

In certain exceptional circumstances, medicines with a marketing authorisation
may be used outside the summary of product characteristics e.g. in paediatrics
where no licensed drug exists. This includes vaccines used according to Joint
Committee on Vaccination and Immunisation (JCVI) advice. Any National
Institute for Health and Care Excellence (NICE) guidance should be followed to
ensure that a medicine used in this way is justified. The PGD must clearly state
that the product is being used outside the terms of the SmPC, state the reasons
why its use is necessary and ideally a gold standard reference in support of its
use, e.g. JCVI, NICE or British National Formulary guidance. Where the medicine
is for children, particular attention will be needed to specify any restrictions on
the age, size and the maturity of the child and the need for consent.

5.4 Newly Licensed Drugs

Newly licensed drugs subject to special reporting arrangements, (“black triangle”
drugs) should also only be considered in exceptional circumstances. Good clinical
practice guidelines must be followed and the PGD must clearly state the status
of the product and why a black triangle drug has been chosen. Black triangle
vaccines used in immunisation programmes may be included in PGD’s provided
they are in accordance with the schedules recommended by the JCVI and
specified in the Green Book Immunisation against Infectious Disease published
electronically by the Department of Health.

The black triangle symbol V¥V identifies those preparations in the BNF that are
monitored intensively by the Medicines and Healthcare Products Regulatory Agency
(MHRA). Prescribers are urged to exercise caution when prescribing these
preparations and should report adverse drug reactions to the MHRA
https://yellowcard.mhra.gov.uk

5.5 Antimicrobial Resistance

Antimicrobial resistance is a major public health concern. The use of antibiotics
in PGD’s must therefore be given careful consideration. Inclusion in a PGD can
only be considered where absolutely necessary and justifiable and where
measures to combat resistance will not be compromised. Any PGD involving
antibiotics must have the involvement and authorisation of a consultant
microbiologist and the all-wales Consultant Antimicrobial Pharmacist, and be
audited regularly.

6. Additional Public Health Wales requirements

6.1 Security, Storage and Audit

All medicines to be supplied in accordance with a PGD authorised by Public
Health Wales must be supplied in original packs or pre-packs made up by a
licensed manufacturing unit. A proper audit trail must be in place. This requires
a secure system for the recording of medicine use under the PGD. This will
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include the reconciliation of receipts and supplies of medicines on an individual
service user/staff member basis. It must be possible to identify what service
user/staff member has had which medicine. The names of the health
professionals providing treatment must also be recorded.

6.2 Labelling and Patient Information Leaflets

It is a legal requirement that the manufacturer’s patient information leaflet (PIL)
is provided each time a medicine is supplied. Specific labelling requirements
apply equally to medicines supplied under PGD’s. The labelling requirements for
medicines are reproduced in the Royal Pharmaceutical Society’s Medicines,
Ethics and Practice: The professional guide for pharmacists.

6.3 Master Copies

A copy of all PGDs authorised by the Executive Medical Director will be held by
the Office of the Medical Director.

6.4 PGD Advisory Functions

It should be noted that Public Health Wales has a dual role in relation to PGDs
as follows:

i) the development and approval of a range of PGDs for use internally by Public
Health Wales staff. This activity is covered by the policy document.

ii) the production and maintenance of an extended range of PGD template
documents as advisory documents to support LHBs and Trusts in the
implementation of their immunisation programmes and other infectious disease
management campaigns. These documents are available as advisory documents
only and must be checked and authorised by individual LHBs and Trusts. Public
Health Wales accepts no responsibility for the secondary use of this information.

6.5 Staff's own Medication

There are situations where staff will need to bring in or keep their own
medication in a work environment. If the staff member works in an area to
which service users have access, the medication must be stored securely in a
location that does not permit service user access. The Trust takes no
responsibility for the use or quality of such medication and in all except life
threatening conditions it should be administered by the staff member
themselves. If necessary to save a life e.g. an Adrenaline auto-injector for
anaphylaxis, another staff member could administer the medication under
common law.
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7. Ordering stock drugs and pharmaceuticals

7.1 Responsibility

The most senior health professional of each department is responsible for all
aspects of the control and security of medicines within their area and must
ensure that this policy is followed. Duties may be delegated but accountability
remains with the most senior departmental health professional. A list of
designated lead health professionals will be compiled and updated by the Office
of the Medical Director.

Medicinal products may only be supplied or administered in accordance with this
policy. Public Health Wales employees must not take medicinal products supplied
to departments for their personal use, or another employee’s use, unless the
product has been supplied in a first-aid kit for employee first aid.

7.2 Stock Drugs and Ordering

The process of ordering and receiving medication from pharmacy as stock
medication must ensure that certain controls are in place to cover the safety and
security of the medicines (to include a clear documented audit trail) prevent
overstocking of the area, ensure safety of staff and service users, and clearly
show who has the direct responsibility for each stage of the process.

The most senior departmental health professional in charge of each department
and the supplying pharmacy department will agree a list of medicines which are
either used regularly, or are required in case of an emergency to be kept in stock
by the department and the stock level. The department and the supplying
pharmacy department must each keep a copy of this list. This will be reviewed
at regular intervals (minimum annually). A named pharmacist will be provided
as a point of contact to discuss and address any ongoing issues or concerns.

The person in charge has responsibility for all the medicines in that department.
This responsibility cannot be transferred to anyone else since it covers the
strategic elements of medication handling in the department which ensures that
day to day practice is in line with current legislation, local and national
policies/guidance.

Adequate stocks should be ordered and kept for the day to day running of the
department/clinics. Medicinal products with the earliest expiry date must be
used first.

7.3 Delivery and Transport

Drugs may be carried for delivery by any authorised Public Health Wales
employee. Medicines must never be given to patients to deliver.
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7.3.1 Transport of Medicines from the supplying pharmacy
department by authorised transport

Order assembly and transfer from pharmacy to the department will be the
responsibility of the pharmacy department. The pharmacy will highlight
medicines needing special storage or temperature conditions, to ensure the
security and stability of the medicines until they are delivered to the department

All medicines will be transported in sealed, tamper evident containers.
Containers will be kept securely or under surveillance whilst awaiting collection
from, or on receipt at, the designated Trust area. On arrival at the
department/clinic, containers should be placed in a designated area and the
delivery signed for. Once delivered to the department/clinic, the responsibility
for the security of the medicines rests with an appropriate registered healthcare
practitioner, who will arrange that the contents be unpacked, checked against
the delivery note and put away securely as soon as possible.

The authorised person accepting the delivery must sign the documentation on
receipt and deal with it as specified in the Medicines Policies and Standard
Operating Procedure (SOP) of the Health Boards or Trusts providing pharmacy
services under a Service Level Agreement or SOP of an external private provider.
Storage conditions in transport

Whenever medication is to be transported from one area to another, the
recommended storage conditions, temperature and humidity must be
considered, and the method of transfer must take these storage conditions into
account. When sending out items with highly sensitive temperature conditions,
e.g. vaccines, it is good practice to notify the receiving unit of the day/date of
transportation to maintain the cold chain as described in the NPSA Rapid
Response directive (RRR0O08 Cold Storage)

7.3.2 Packaging for transportation

When transporting any medicine, due regard must be taken of the fragility of
the item being dispatched. Those items known to be fragile, e.g. items already
packed in a glass container, or items which are known to have a COSHH hazard
must be packed carefully (these may require additional packaging around the
container) in order to remain intact and present no external hazard throughout
the transport process. It is essential that when the item reaches its destination
it is still intact and can be used for a patient.

7.3.3 Transport documentation

For any transfer, the person carrying out the delivery must sign on collection.
Carriers sign for the outer transport bag or box and not the individual contents.
A record of collection will be maintained by Public Health Wales.

Staff involved in the transport of medicines will be kept to a minimum and be
appropriate to the task, e.g. employee, or contracted driver
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All staff involved in the transport of medicines will be trained to ensure
understanding of the procedures, and the need for security.

8. Storage and Administration of Medicinal Products

Medicinal products received by departments must immediately be placed in the
appropriate locked cupboard or locked refrigerator (with the exception of
emergency drug boxes).

Storage of medicines no longer in use should be returned as set out in this policy.
If it is found that the storage conditions are inappropriate, the responsible person
must be informed.

The department must have sufficient and proper storage cupboards to safely
and securely store medication in a dedicated room or area. Each area where
medicines are stored must be kept clean, be well ordered and comply with
legislation for storage of medicines. PSNO55 sets out the current requirements.
Internal and external medicines should be stored in separate cupboards or,
where this is not possible, on separate shelving within a cupboard. Testing
reagents shall be stored in a separate locked cupboard. Disinfectants shall be
stored in a locked cupboard, separate to internal medicines. Medicines that do
not have to be stored in a refrigerator must be stored between 8°C and 25°C.
The room temperature must be monitored with a thermometer and recorded on
a temperature chart.

8.1 Maedicine refrigerators

Medicines labelled ‘Store in a refrigerator’ shall be stored between 2°C and 8°C
in a dedicated locked medicines refrigerator. Guidance is set out in Patient Safety
Notice PSNO15. Medicines refrigerators should preferably be hard wired to the
electrical supply to prevent accidental switching off. If not, a cautionary notice
must be placed on plugs or sockets to prevent accidental interruption of power
supply. The use of refrigerators with temperature recording charts is preferred.
Medicines refrigerators must have the temperature monitored and recorded
daily, and this should be regularly audited by a named individual. Immediate
action must be taken if the temperature is not within the acceptable limits as
per Public Health Wales Vaccines (Handling and Storage) Cold Chain
Management Procedure Chain Management Procedure 2022

Non-medicines, e.g. milk or food, must not be stored in a dedicated medicines
refrigerator.

8.2 Emergency medication, anaphylaxis kits

These medicines are provided to clinical areas to provide immediate lifesaving
treatment and should not, therefore, be stored in locked cupboards, but be kept
in a safe location in the clinical area so as to be readily available when needed.
This must be balanced against the need for medicine security so that wherever
possible, they should be stored out of direct view of the public.
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8.3 Safe custody

The responsibility for safe custody (continuing responsibility) is that of the
person in charge of the department. The person with continuing responsibility
can delegate such responsibility for the possession and custody of the keys to
the medicine storage. All medicines storage keys must be stored in a locked key
box out of hours or when left unattended. Unauthorised persons must not be
permitted access to medicines.

8.4 Loss/discrepancy of medication

Each member of staff will maintain their own record of any incident and their
subsequent action. The person in charge will make initial enquiries to establish
if any suspected theft or fraud may have occurred.

9. Administration

The purpose of this section is to establish the principles for safe practice in the
management and administration of medicines by registered nurses, midwives
and other healthcare professionals. It is aligned to the All Wales Policy for
Medicines Administration, Recording, Review, Storage and Disposal (MARRS
2015) and the https://www.rpharms.com/recognition/setting-professional-
standards/safe-and-secure-handling-of-medicines/professional-guidance-on-
the-safe-and-secure-handling-of-medicines

Definition of administration: Administer is ‘to give a medicine either by
introduction into the body, whether by direct contact with the body or not (e.g.
orally or by injection) or by external application (e.g. application of an
impregnated dressing); overseeing the self-administration of medication by a
patient or assisting the patient with administration of a medicine.

Medicinal products may only be administered by persons who are qualified to do
so. They must be employed and authorised by Public Health Wales to administer,
and have the appropriate knowledge and experience to administer e.g. a doctor,
a dentist, or an appropriately accredited practitioner e.g. a Nurse. All employees
administering medicines will be held individually accountable for their actions.

9.1 Standards of Practice for the administration of Medicinal Products

When administering medical products health professionals must act within the
framework of current Service Level Agreement and in accordance with their Code
of Professional Conduct, and the current standards of administration of
medicines. They must also act in accordance with the relevant policies of Public
Health Wales.

A registered health professional is accountable for their actions and omissions.
In administering any medication, or assisting or overseeing any self-
administration of medication, the health professional must exercise their
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professional judgement and apply their knowledge and skills in a given situation.
They will be guided by the WHO 5Rs principles (RIGHT patient, medication, time,
route, dose, NO allergy)

Medicinal products may only be administered to a patient:

e On the written patient specific instructions of a doctor or appropriate non-
medical prescriber;
e By a person working under a Patient Group Direction.

In order to administer medicines the person administering must take the
following actions:

e Establish the identity of the service user/staff member patient in accordance
with the PHW Patient Identification Policy.

e Check the prescription is clearly written, unambiguous and appropriate for
the condition being treated

e Check that the service user/staff member is not allergic to medicine to be
administered.

e Check the medicine to ensure correct dosage, route and timing of the
administration.

e Check the expiry date of the medicine to be administered.

e Use the opportunity to emphasise the importance and implications of the
prescribed treatment and enhance their understanding of the effects and side
effects and provide additional relevant information when requested or
required (Patient Information Leaflet PIL)

e Make a clear and accurate recording of initials on medicines administration
chart once you are sure all medicines administered have been taken/applied.

e Monitor and evaluate and record the effects of the medicines administered
and report to the appropriate prescribing medical practitioner or pharmacist
immediately if any adverse reactions to the prescribed medication are
identified.

e Medicines must never be left unattended, and must be securely stored when
not in use

The administration of medicinal products must be guided by the relevant nursing
procedures in the current edition of the Royal Marsden Manual of Clinical Nursing
Procedures, (the Royal Marsden can be accessed via

www.blackwellroyalmarsdenmanual.com

9.2 Safe Administration of medicines

It is the responsibility of the Health Care Professional to ensure that standards
of medicines practice are adhered to and ensure that has received the relevant
training and education to enable them to safely administer medicines.

To ensure medicines are safely administered the administrator must-
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e Know the therapeutic use of the medicine to be administered, its normal dose,
side effects, precautions, contra-indications and monitoring requirements. In
the event that the administrator is not aware of this information, they must
be able to locate the information before administration. (Sources include BNF
and SmPCQC).

e Be alert to potential errors in dispensing.

e Contact the prescriber without delay if :-

o Contraindications to the medicine are identified

o The patient develops a reaction to the medicine

o Assessment of the service user/staff member indicated that the
medicine may no longer be suitable for them

9.3 Managing errors

If a medicine is administered in error, the person administering the medicine
must report the incident to the responsible person so that the situation can be
assessed and determine that any appropriate medical action is taken. The
appropriate person will inform the service user/staff member of the incident. The
person administering the medicine must report the incident to their line
manager. A clinical incident entry on Datix must be completed

10. Incident reporting

It is important that both ‘near misses’ and ‘incidents’ are reported via the Once
for Wales Concerns Management System, Datix Cloud, in accordance with
Public Health Wales policy:

e Whenever an incident is discovered or suspected, the first duty of the person
discovering it is to ensure the service user or member of staff receive prompt
care and then instigate any remedial action.

e If at any time, during or following the prescribing, administration, or supply
of medication, it is suspected that an incident has occurred which could result
in incorrect administration of a drug to a patient, it must be immediately
reported to the most senior healthcare professional in charge of the
department or division. This individual should inform the relative and it should
be recorded in the clinical notes.

e Where equipment is involved in the incident, staff must ensure that the item
is removed from use immediately and defects are reported to the appropriate
manufacturer and the Medicines and Healthcare Regulatory Agency (MHRA).

e The patient’s GP should normally be informed

e The incident must be reported onto Datix Cloud as soon as possible once the
incident has been made safe and any required remedial action has been taken.

e Adverse Drug Reactions can be reported to the MHRA by the Yellow Card
system Yellow Card | Making medicines and medical devices safer
(mhra.gov.uk)
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10.1 Disposal and Defects

All waste must be disposed of in line with the Public Health Wales (and/or local
clinical waste disposal procedures) policy on waste which must concur with
current environmental Service Level Agreement. Any material that has been in
contact with the patient should be classed as hazardous clinical waste and
disposed of via the standard method for clinical waste. Any item deemed as
‘sharps’ should be disposed of by being placed in a ‘sharps’ bin even if they have
a small amount of medication left inside them.

Medicines that are no longer needed retain their legal status as medicines until
such time as they are assessed and destroyed when their legal status becomes
controlled under Waste Regulations. It follows that the management and
handling of excess or unwanted medicines requires equal diligence to the
management and handling of other medicines in current use.

When a defect in a medicinal product or dressing is discovered or suspected,
medical, nursing or other professional staff must immediately report the defect
to a senior pharmacist at the supplying pharmacy department, the senior health
professional in the unit and the lead CPPH. All suspect material must be identified
and quarantined in a safe place for analysis.

The health professional that reports an incident or defect should make
themselves available to discuss the incident or defect with the senior pharmacist
on duty. Instructions will be issued to all concerned regarding further use of the
drug or dressing. On completion of the investigation the pharmacy department
will report back to the staff concerned at departmental level.

The Medicines and Healthcare products Regulatory Agency collects and monitors
information on suspected safety concerns involving healthcare products for
example medicines. The purpose of the “Yellow Card” >scheme is to provide an
early warning that a product may require further investigation.

10.2 Pharmaceutical public health links (hazard warning)

Each division must ensure a robust mechanism exists for receipt and action of
pharmaceutical public health links (hazard warnings) from the Welsh
Government.

10.3 Unlicensed medicines

Public Health Wales recognises that the informed use of unlicensed medicines or
licensed medicines for an unlicensed indication (Off-label use) is sometimes
necessary in medical practice. This is accepted by the Welsh Risk Pool which will
indemnify participants against incidents arising out of these uses subject to a
policy covering the use of drugs in such circumstances. However, the Welsh Risk

5 Medicines and Healthcare products Regulatory Agency Information | Making medicines and medical devices safer

(mhra.gov.uk)
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Pool Services Technical note on prescribing of unlicensed drugs or using drugs
for unlicensed conditions are under review. It is also in keeping with policy
statements from a number of professional organisations, e.g. The Royal College
of Paediatrics and Child Health.

The Medical Protection Society have stated that the fact that a drug is not
licensed does not preclude it's use but the prescriber would have to demonstrate
that the prescription was in accordance with responsible medical practice by
reference to other practitioners, authoritative journals, medical texts or other
reliable sources. In addition, the Medicines Act and its Regulations provides
exemptions, which enable doctors to prescribe unlicensed medicines.

The responsibility that falls on healthcare professionals when using an unlicensed
medicine or a medicine off-label may be greater than when prescribing a licensed
medicine within the terms of its license. Prescribers have a duty to ensure they
are aware of the legal status of the medicines they prescribe. Prescribers should
pay particular attention to the risks associated with using unlicensed medicines
or using a licensed medicine off-label. These risks may include: adverse
reactions; product quality; or discrepant product information or labelling, e.g.
absence of information for some unlicensed medicines, information in a foreign
language for unlicensed imports, and potential confusion for patients or carers
when the Patient Information Leaflet is inconsistent with a medicine’s off-label
use.

11. Prescribing for Members of Staff and Families

Self-prescribing and prescribing for members of one’s family is not allowed.
Public Health Wales staff should obtain their prescription medicines from their
GP and should not ask colleagues to prescribe routine or incidental items for
them.

12. Training and/or Communication with Staff

Public Health Wales will ensure that all healthcare professional staff directly
involved in medicines use have the appropriate levels of awareness and training
to comply with the medicines management policy. Training will be delivered in
various ways (group sessions, self-learning via Intranet, etc).

This policy may be communicated to all staff via:

Staff Induction
E-learning
Intranet
e-bulletin

13. Monitoring and auditing

An annual audit should be undertaken within each division with operational
responsibilities for the prescribing, supply or administration of medicines to
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ensure compliance with the policy. The Lead CPPH is responsible for collating the
audits and reporting to the Quality, Safety and Improvement Committee as
appropriate.

Adherence to this policy will be audited through:
e Incident reporting
e Annual audits

e Standards for Health Services in Wales (Standard 15)

14. Information Governance

A proper audit trail must be in place for any medicines prescribed, supplied or
administered by Public Health Wales staff. This includes the reconciliation of
receipts and supplies of medicines on an individual patient basis.

The same rules apply to prescribing and PGD records as to all other patient
records. For adults, all documentation must be kept for eight years; and for
children until the child is 25 years, or for eight years after a child’s death.

In the case of outbreak management the patient’s GP should be notified of any
prophylactic treatment supplied or administered.
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Template

Equality & Health Impact Assessment for

(Medicine Management Policy)

Part 1

Please answer all questions:-

1.| For service change, provide the title of
the Project Outline Document or Business
Case and Reference Number
2.| Name of Clinical Board / Corporate Health Protection and Screening Services
Directorate and title of lead member of Fu-Meng Khaw, Executive Medical Director
staff, including contact details Meng.khaw@wales.nhs.uk
3.| Objectives of strategy/ policy/ plan/ The aim of this policy is to ensure that there is a clinical and
procedure/ service corporate governance framework to support safe and secure
systems for the controlling and handling of all medicines supplied
or administered by Public Health Wales staff.
4.| Evidence and background information

considered. For example

population data

staff and service users data, as
applicable

needs assessment

engagement and involvement findings
research

good practice guidelines

Duthie Report: Guidelines for the Safe and Secure Handling of
Medicines published by the Royal Pharmaceutical Society (2005)

http://www.leqgislation.gov.uk/uksi/2012/1916/schedule/19/made
Tools and resources | Patient group directions | Guidance | NICE
Patient group directions: who can use them - GOV.UK
(www.gov.uk)



mailto:Meng.khaw@wales.nhs.uk
http://www.legislation.gov.uk/uksi/2012/1916/schedule/19/made
https://www.nice.org.uk/guidance/mpg2/resources
https://www.gov.uk/government/publications/patient-group-directions-pgds/patient-group-directions-who-can-use-them
https://www.gov.uk/government/publications/patient-group-directions-pgds/patient-group-directions-who-can-use-them

e participant knowledge

e list of stakeholders and how
stakeholders have engaged in the
development stages

e comments from those involved in the
designing and development stages

Population pyramids are available from
Public Health Wales Observatory and the
‘Shaping Our Future Wellbeing’ Strategy
provides an overview of health need.

.| Who will be affected by the strategy/
policy/ plan/ procedure/ service

Consider staff as well as the population
that the project/change may affect to
different degrees.

All staff that administer / prescribe medicines across Public Health
Wales NHS Trust.




Part 2- Equality and Welsh language

6. EQIA / How will the strategy, policy, plan, procedure and/or service impact on people?

Questions in this section relate to the impact on people on the basis of their 'protected characteristics'.

How will the strategy,

policy, plan, procedure
and/or service impact

on:-

Potential positive
and/or negative
impacts (unintended
consequences)
Opportunities or gaps

Action taken by

Directorate.

Make reference to where the
mitigation is included in the
document, as appropriate

This column is to be
updated in future
reviews

Recommendations for
improvement/

mitigation/ identified
gaps or opportunities

6.1 Age
For most purposes, the
main categories are:
e under 18;
e between 18 and 65;
and
e over 65

There is no identifiable
impact.

6.2 Persons with a
disability as defined in
the Equality Act 2010
Those with physical
impairments, learning
disability, sensory loss or
impairment, mental health
conditions, long-term

There is no identifiable
impact.




How will the strategy,

policy, plan, procedure
and/or service impact

on:-

Potential positive
and/or negative
impacts (unintended
consequences)
Opportunities or gaps

Action taken by

Directorate.

Make reference to where the
mitigation is included in the
document, as appropriate

This column is to be
updated in future
reviews

Recommendations for
improvement/

mitigation/ identified
gaps or opportunities

medical conditions such as
diabetes

6.3 People of different
genders:

Consider men, women,
people undergoing gender
reassignment

NB Gender-reassignment
is anyone who proposes
to, starts, is going through
or who has completed a
process to change his or
her gender with or without
going through any medical
procedures. Sometimes
referred to as Trans or
Transgender

There is no identifiable
impact.

6.4 People who are
married or who have a
civil partner.

There is no identifiable
impact.




How will the strategy,

policy, plan, procedure
and/or service impact

on:-

Potential positive
and/or negative
impacts (unintended
consequences)
Opportunities or gaps

Action taken by

Directorate.

Make reference to where the
mitigation is included in the
document, as appropriate

This column is to be
updated in future
reviews

Recommendations for
improvement/

mitigation/ identified
gaps or opportunities

6.5 Women who are
expecting a baby, who
are on a break from
work after having a
baby, or who are
breastfeeding.

Medicine prescribing needs
to take into account the
medical status of the
recipient of medicines in
particular if they are
pregnant / breastfeeding.

Training of prescribers
addresses the issues of
particular considerations
related to the prescribing
of medicines for those
with medical or
physiological conditions
including pregnancy /
breast feeding that
require modifications in
prescribing.

6.6 People of a
different race,
nationality, colour,
culture or ethnic origin
including non-English
speakers,
gypsies/travellers,
migrant workers

There is no identifiable
impact.




How will the strategy,

policy, plan, procedure
and/or service impact

on:-

Potential positive
and/or negative
impacts (unintended
consequences)
Opportunities or gaps

Action taken by

Directorate.

Make reference to where the
mitigation is included in the
document, as appropriate

This column is to be
updated in future
reviews

Recommendations for
improvement/

mitigation/ identified
gaps or opportunities

6.7 People with a
religion or belief or
with no religion or
belief.

The term ‘religion’
includes a religious or
philosophical belief

There is no identifiable
impact.

6.8 People who are

attracted to other

people of:

e the opposite sex
(heterosexual);

e the same sex (lesbian
or gay);

e both sexes (bisexual)

There is no identifiable
impact.

6.9 People according to
their income related
group:

Consider people on low
income, economically
inactive,
unemployed/workless,

There is no identifiable
impact.




How will the strategy,

policy, plan, procedure
and/or service impact

on:-

Potential positive
and/or negative
impacts (unintended
consequences)
Opportunities or gaps

Action taken by

Directorate.

Make reference to where the
mitigation is included in the
document, as appropriate

This column is to be
updated in future
reviews

Recommendations for
improvement/

mitigation/ identified
gaps or opportunities

people who are unable to
work due to ill-health

6.10 People according
to where they live:
Consider people living in
areas known to exhibit
poor economic and/or
health indicators, people
unable to access services
and facilities

There is no identifiable
impact.

6.11 Consider any other
groups and risk factors
relevant to this
strategy, policy, plan,
procedure and/or
service

There is no identifiable
impact.

6.12 Welsh Language

There are 2 key considerations to be made during the development of a policy, project, programme,
service to ensure there are no adverse effects and/or a positive or increased positive effect on:
(please note these will continue to be reviewed to ensure Public Health Wales fulfils their duties to comply with
one or more standards outlined within the Welsh Language Standards (No 7) Regulations 2018)




How will the strategy,

policy, plan, procedure
and/or service impact

on:-

Potential positive
and/or negative
impacts (unintended
consequences)
Opportunities or gaps

Action taken by

Directorate.

Make reference to where the
mitigation is included in the
document, as appropriate

This column is to be
updated in future
reviews

Recommendations for
improvement/

mitigation/ identified
gaps or opportunities

Opportunities for
persons to use the
Welsh language

There is no identifiable
impact.

Treating the Welsh
language no less
favourably than the
English language

There is no identifiable
impact.

Part 3 — Health

Questions in this section relate to the impact on the health and wellbeing outcomes of the population and specific
population groups who could be more impacted than others by a policy/project/proposal.
The part of the assessment identifies;

e which specific groups in the population could be impacted more (inequalities)

e what those potential impacts could be across the wider determinants of health framework?
e Potential gaps, opportunities to maximise positive H&WB outcomes
e Recommendations/mitigation to be considered by the decision makers

7. Identification of specific population groups




Use the WHIASU Population Groups checklist as a reference to identify the population groups who could be more
impacted than others by a policy/project/proposal. The check list can be found on the PHW Integrated EqHIA
guidance pages (requires link to PHW Intranet pages for additional information and resources)

The groups listed have been identified as more susceptible to poorer health and wellbeing outcomes (health
inequalities) and therefore it is important to consider them in a HIA assessment. In a HIA, the groups identified, as
more sensitive to potential impacts will depend on the characteristics of the local population, the context, and the
nature of the proposal itself.

7.1 Groups identified Rational/explanation
None in addition to those in previous section.

Assessment

Complete the wider determinants framework table below providing rational/evidence where appropriate:

1. Consider how the proposal could impact on the population and specific population groups identified above
(positive/negative) for each of the wider determinants (the bullets under each determinant are there as a
guide)

2. Record any unintended consequences (negative impacts) and/or gaps identified

3. Record any positive impacts or missed opportunities to maximise positive health and wellbeing outcomes

4. identify and record mitigation/recommendations where appropriate

Please note you may find that not all determinants are relevant to the project/plan however recording N/A is

not acceptable a rational or evidence should be explained/referenced

Wider determinant for consideration | Positive impacts | Unintended Population Mitigation/recommendations
or additional consequences or | groups
opportunities gaps affected

7.2 Lifestyles There is no

e Diet/nutrition/breastfeeding identifiable

e Physical activity impact.
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e Use of alcohol, cigarettes, e-cigarettes

e Use of substances, non-prescribed
drugs, abuse of prescription medication

e Social media use

e Sexual activity

e Risk-taking activity i.e. gambling,
addictive behaviour

7.3 Social and community influences

on health

e Adverse childhood experiences

e Citizen power and influence

e Community cohesion, identity, local
pride

Community resilience

Domestic violence

Family relationships

Language, cultural and spirituality
Neighbourliness

Social exclusion i.e. homelessness
Parenting and infant attachment
Peer pressure

Racism

Sense of belonging

Social isolation/loneliness

Social capitol/support/networks
Third sector & volunteering

There is no
identifiable
impact.

.4 Mental Wellbeing
Does this proposal support sense of
control?
e Does it enable participation in
community and economic life?
e Does it impact on emotional wellbeing
and resilience?

® =~J|e © ¢ ¢ 0o ¢ ¢ ¢ ¢ 0 o o o

There is no
identifiable
impact.

7.5 Living/ environmental conditions
affecting health
e Air quality

The prescribing of
antimicrobials needs
to be carefully
managed to prevent
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Attractiveness/access/availability/quality
of area, green and blue space, natural
space.

Health & safety, community, individual,
public/private space

Housing, quality/tenure/indoor
environment

Light/noise/odours, pollution

Quality & safety of play areas
(formal/informal)

Road safety

Urban/rural built & natural environment
Waste and recycling

Water quality

the development of
antimicrobial
resistance.

7.6 Economic conditions affecting
health

Unemployment

Income, poverty (incl. food and fuel)
Economic inactivity

Personal and household debt

Type of employment i.e.
permanent/temp, full/part time
Workplace conditions i.e. environment
culture, H&S

There is no
identifiable
impact.

7.7 Access and quality of services

Careers advice

Education and training

Information technology, internet access,
digital services

Leisure services

Medical and health services

Other caring services i.e. social care;
Third Sector, youth services, child care
Public amenities i.e. village halls,
libraries, community hub

Shops and commercial services
Transport including parking, public
transport, active travel

There is no
identifiable
impact.




12

7.8 Macro-economic, environmental
and sustainability factors

Biodiversity

Climate change/carbon
reduction/flooding/heatwave

Cost of living i.e. food, rent, transport and
house prices

Economic development including trade
Government policies i.e. Sustainable
Development principle (integration;

collaboration; involvement; long term thinking;

and prevention)
Gross Domestic Product

Regeneration

Risk of Antimicrobial
Resistance.

Adherence to Medicines
Management Policy and also
implementation of UK AMR strategy
National Action Plan.

Stage 3

Summary of key findings and actions Please answer question 8.1 following the completion of the EHIA
and complete the action plan

Key findings:
Impacts/gaps/opportunities

Actions (what is needed and who needs to do)
to address the identified mitigation and
recommendations

Lead

The aim of this policy is to
ensure that there is a
clinical and corporate
governance framework to
support safe and secure
systems for the controlling
and handling of all
medicines supplied or
administered by Public
Health Wales staff. It aims
to protect service users by
ensuring the control of

Ensure that the policy is effectively cascaded
and interpreted. Training for prescribers should
ensure that prescribing in particular groups
such as pregnant / breastfeeding people are
covered.

Directorate
/
Department
Managers
Prescribers.
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medicines through safe
prescribing, administration,
storage, and disposal and
through the reporting,
monitoring and review of
any medication incidents.

Alternatively, if appropriate, please explain the steps taken to consult with and consider the
differential impact of the changes on the various protected characteristic groups (part 2) or any

specific identified population groups (part 3).
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