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Patient Group Directions

Introduction

NHS Quality Improvement Scotland (NHS QIS) was set up by the Scottish
Parliament in 2003 to take the lead in improving the quality of care and
treatment delivered by NHSScotland.

The purpose of NHS QIS is to improve the quality of healthcare in
Scotland by setting standards and monitoring performance, and by
providing NHSScotland with advice, guidance and support on effective
clinical practice and service improvements.

A series of best practice statements has been produced within the
Practice Development Unit of NHS QIS, designed to offer guidance on
best and achievable practice in a specific area of care.  These statements
reflect the current emphasis on delivering care that is patient-centred,
cost-effective and fair.  They reflect the commitment of NHS QIS to
sharing local excellence at a national level. 

Best practice statements are produced by a systematic process, outlined
overleaf, and underpinned by a number of key principles:

• They are intended to guide practice and promote a consistent,
cohesive and achievable approach to care.  Their aims are realistic but
challenging.

• They are primarily intended for use by registered nurses, midwives,
allied health professionals, and the staff who support them.

• They are developed where variation in practice exists and seek to
establish an agreed approach for practitioners.

• Responsibility for implementation of these statements rests at local
level.

• Best Practice Statements are reviewed, and, if necessary, updated after 3
years in order to ensure the statements continue to reflect current
thinking with regard to best practice.
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Key Stages in the development of best practice statements

Topic selection and Scoping Process.

Establish working group.Review literature on topic. 

Source grey literature. 

Ascertain current policy and legislation. 

Seek information from manufacturers,

voluntary groups and other relevant

sources.

Establish reference group to

advise on consultation drafts. 

Determine focus and content

of statement. 

Review evidence for 

relevance to practice. 

Determine process for

incorporating patients’ views.

Draft document sent to

reference group. 

Wide consultation process.

Review and update process. Identify

new research/ findings affecting topic.

Consider challenges of using 

statement in practice.

Review and revise statement

in light of consultation

comments. 

Publish and disseminate

statement. 

Feedback on impact 

of statement is 

sought/impact 

evaluation.

▲

▲

▲

▲

▲

▲

▲

▲

▲

▲

▲



Patient Group Directions

Best Practice Statement: Patient Group Directions (PGDs)

The supply and administration of medicines is controlled by The
Medicines Act 1968. Controlled Drugs are regulated by The Misuse of
Drugs Act 1971. For the past decade healthcare professionals have found it
useful to be able to supply and/or administer medicines using
documentation in the form of  ‘group protocols.’

In 1998, a report on The Supply and Administration of Medicines under
Group Protocols was published. The report recommended that the legal
position of protocols was clarified, thus ensuring that the risks to patients
of receiving treatment under such protocols was minimised and that the
healthcare practitioners supplying or administering medicines under such
a framework were protected.

On 9th August 2000, secondary legislation was introduced throughout the
UK, which provided the framework for the supply and administration of
medicines without the need for an individual prescription (Human Use
Amendment Order 2000). This framework was that of Patient Group
Directions (PGDs).

The best practice statement aims to help practitioners ensure that:

• PGDs are developed according to The Legal Framework (HDL2001(7))

• Good practice from throughout Scotland is shared

• Practitioners are trained to develop and operate under PGDs

• Practitioners are able to audit practice and review/revise the PGD
accordingly, and

• Patients receive the best possible care when treated by a practitioner
under a PGD.

The development of PGDs can be a lengthy process, involving several
members of the multidisciplinary team. Challenges include:

• the provision of resources to provide leadership for the development
and the updating/review of PGDs

• the provision of adequate resources to ensure that practitioners receive
the underpinning knowledge and skills necessary for the development
and use of PGDs, and

• the provision of resources to ensure that PGDs are audited on a
regular basis.
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The development process for the best practice statement began in May
2005 with collaboration between NHS QIS and NHS Education for
Scotland.  A multidisciplinary working group was set up with professional
representation from across Scotland (Appendix 1). 

The statement is in 3 sections covering:

Section 1: The development of Patient Group Directions.
Section 2: The provision of education for practitioners developing and

operating under Patient Group Directions.
Section 3: The management and monitoring of Patient Group Directions. 
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at
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 t
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.
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 p
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n
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ra
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 m
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p
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 o
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p
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n
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p
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d
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Patient Group Directions

Glossary 

administration The application of medication to patients.

amendment of  The process for updating a PGD.

a PGD

anti-microbial A drug that kills micro organisms.

approval/ The process for ensuring that the PGD meets 

authorisation organisational standards, after which practitioners may

operate under the PGD.

audit The measuring and evaluation of practice against

defined agreed standards with a view to improving

practice and service delivery.

Black Triangle New products and vaccines which are being 

Drugs intensively monitored in order to confirm the

risk/benefit profile of the product. A black triangle ▲

indicates that the CSM and the MHRA are intensively

monitoring the product. The symbol will be displayed

in reference sources eg, The British National Formulary.

clinical incident The process within the organisation for the 

reporting documentation and reporting of any untoward

incidents.

clinical indication The clinical reason for administering or supplying

medication under a PGD.

Committee on Body giving advice with respect to safety, quality and 

the Safety of efficacy in relation to human use of any medicines and 

Medicines (CSM) promoting the collection and investigation of

information relating to adverse reactions for the

purpose of enabling such advice to be given. Replaced,

with effect from 30 October 2005, by a new body,

Commission on Human Medicines.

competency Maintains knowledge, skills and attitudes in a specific

area.

Continuing The ongoing commitment to learning in various forms,

Professional which maintains and enhances professional standards 

Development of work, and enhances the ability to recognise good 

(CPD) practice.

evidence base The best evidence available to help develop a PGD

which best meets the needs of the patient group.

expiry date The date (allocated by the manufacturer of a

medicine), after which the medicine should not be

administered or supplied to a patient. 
15
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frequency of The number of times that a medicine is administered

dosing to a patient within a 24-hour period.

Health A formal communication from The Scottish Executive

Department Health Department (SEHD) to the NHS within Scotland.

Letter (HDL)

independent A practitioner (generally a doctor or dentist) who can

prescriber autonomously prescribe (write a prescription) for

medication that will be dispensed by a pharmacist for

a patient.

legal framework SEHD HDL 2001(7) Patient Group Directions. The

Health Department Letter issued from The Scottish

Executive Department, detailing the requirements for

the development and approval of PGDs. (Note: PGDs

supersede Group Protocols)

medication error An error/clinical incident that involves a medicine.

medication history A detailed list of the medication that the patient is

currently taking. The history is generally confirmed

verbally between the practitioner and the patient.

Medicines and A government body that enhances and safeguards the

Healthcare health of the public by ensuring that medicines and 

products medical devices work and are acceptably safe.

Regulatory 

Agency (MHRA)

microbiologist A term used to describe a medical practitioner who

has specialised in microbiology (the biology of micro-

organisms).

multidisciplinary A group that consist of a range of professionals with a 

group view to combining knowledge, skills and expertise.

National A health service organisation, formed in April 1996 by

Prescribing the Department of Health. Its aim is to promote and

Centre (NPC) support high quality, cost-effective prescribing and

medicines management across the NHS, and to help

improve patient care and service delivery.

near miss An error or clinical incident that was prevented and

did not actually happen, but from which practitioners

may learn how to prevent a potential error occurring

in the future. 



Patient Group Directions

NHS Quality NHS QIS has been established (January 2003) to lead in 

Improvement improving the quality of care and treatment delivered 

Scotland by NHSScotland. To do this it sets standards and 

(NHS QIS) monitors performance, and provides NHSScotland with

advice, guidance and support on effective clinical

practice and service improvements. Website: 

www. nhshealthquality.org

patient case The casenotes or record card where details of the 

notes/record patient’s treatment/consultation is recorded.

Patient Group ‘A written instruction for the sale, supply and/or

Direction (PGD) administration of named medicines in an identified

clinical situation. It applies to groups of patients who

may not be individually identified before presenting

for treatment.’ 

The National Prescribing Centre: Patient Group

Directions March 2004

patient Leaflet intended for the patient and included in the 

information medicine’s packaging.

leaflet (PIL)

Personal Identifies the individual’s learning and development 

Development needs and interests – the plan is jointly agreed between 

Plan (PDP) the individual and their reviewer.

PGD See Patient Group Direction.

PGD Screening The Tool developed as part of the PGD Project to 

Tool facilitate the development and the review of PGDs.

practitioner Someone who practises a profession (eg pharmacy,

nursing, physiotherapy).

re-approval of a The processes for the PGD to be approved after initial 

PGD implementation, where there has been a change to

practice or the information contained within the PGD

that necessitates the original multidisciplinary group to

amend the PGD and then seeking further approval of

the PGD. Such a process will be defined by the

organisation.

refer The process for sending a patient to an independent

prescriber (generally a doctor) for further care as the

practitioner is unable to treat the patient under the

PGD.

17



18

refreshment of a The process for updating a PGD where full re-approval 

PGD is not required. This may be in instances where the

change to the PGD is minor in nature and does not

directly affect patient care (eg the change of name of a

practitioner as opposed to the change in the UK

Product Licence of a medicine).

resuscitation Equipment for reviving patients who are unconscious.

equipment

review of a PGD The process for ensuring the content and accuracy of

the information prior to submitting the PGD for

approval for use within the organisation. It allows

confirmation that the PGD covers all aspects as detailed

within the legal framework. This process is generally

undertaken by a multidisciplinary group and is

independent from the group developing the PGD.

risk assessment A document that guides the practitioner and facilitates

the assessment of any undue risks that the patient or

practitioner may be exposed to.

Scottish Executive The Scottish Executive Health Department is 

Health responsible for health policy and the administration of 

Department NHSScotland. Website: www.show.scot.nhs.uk/sehd

(SEHD)

Specific Product Technical documents on a medicine, which help guide 

Characteristics healthcare professionals on the best way to use a 

(SPC) medicine.

supply When medication is given to a patient to take away for

self-administration.

suspected Adverse An unintended reaction experienced by a patient to a 

Drug Reaction drug, that is not the expected therapeutic action of the 

(ADR) medicine.

suspension of a The process whereby the PGD ceases to be authorised 

PGD for use within an organisation due to guidance from a

government body. For example, where a drug is no

longer available, due to a change in the UK Product

Licence guidance, the Scottish Executive Health

Department will issue information detailing the change.



Patient Group Directions

UK Product Before a medicine can be prescribed or sold in the UK 

Licence a number of licences are required. The product itself

must have a licence called a ‘Marketing Authorisation’,

formerly known as a Product Licence. The licence

granted by The Medicines Health Care Regulatory

Agency (MHRA) indicates that the medicine meets

standards of safety, quality and efficacy.

unique patient A unique identifier allocated by the organisation that 

identifier when accessed enables tracking of the patient

throughout the organisation (eg patient CHI number).

unlicensed use of Where the practitioner uses a medicine but does not 

a medicine follow the information contained within the UK

Product licence as granted by the MHRA. For example,

where a patient group is NOT listed within the UK

Product Licence, then use within this patient group

would be an ‘unlicensed’ use.

Yellow Card A National Reporting Scheme, run by the MHRA and 

Reporting Scheme the Committee on The Safety of Medicines. The

scheme is used to collect information from health

professionals and patients on suspected adverse drug

reactions (ADRs).
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Appendix 1

Reference Group Membership

Project Leader 

Mrs Fiona McMillan Lead Pharmacist Clinical Governance, 
NHS Glasgow.

Mrs Elgin Schartau Acting Associate Director of Nursing Midwifery & AHPs, 
NHS Education for Scotland 

Working Group 

Penny Bond Professional Practice Development Officer
NHS Quality Improvement Scotland

Mhairi Brandon Superintendent Physiotherapist, 
Extended Scope Practitioner
NHS Greater Glasgow

Jane Camp Clinical Governance Practice Development Nurse, 
NHS Greater Glasgow 

Diane Campbell Associate Director of Nursing
NHS Lanarkshire

Elaine Carnegie Policy Officer
Asthma UK, Scotland

Elaine Cockburn Head of Midwifery
Local Supervising Authority Off
NHS Borders

Sandra Crawford Drug Administration Co-ordinator
NHS Lanarkshire

Jim Foulis Lead Nurse
Nursing & Patient Services
NHS Tayside

George Lindsay Chief Pharmacist
NHS Lanarkshire

Billy Malcolm Specialist in Pharmaceutical Public Health
NHS Ayrshire & Arran

Dr John McKay GP Associate Adviser
NHS Education for Scotland
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Toby Mohammed Senior Nurse 
Practice Development
NHS Glasgow

Audrey Murdoch Head of Podiatry
NHS Greater Glasgow

Rob Packham Head of Allied Healthcare Professionals
NHS Fife

Andrew Radley Lead Principal Pharmacist
NHS Tayside

Margaret Ryan Head Prescribing Management
NHS Argyll & Clyde

Derek Scott Training Manager
The Scottish Ambulance Service

Doreen Sharp Practice Nurse
NHS Argyll & Clyde

Linda Sinclair Assistant Director of Nursing
NHS Highland

John Stuart Divisional Nurse, Clinical Services
NHS Greater Glasgow

Garry Todd Principal Pharmacist
NHS Lothian Primary Care

Dr Mike Watson Director of Medicine
NHS Education for Scotland
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Ideally an audit should be undertaken 6 months after implementation/first
operation of the PGD, to ensure that practice meets what is written within the
PGD.
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