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ENGAGEMENT & CONSULTATION  

 
Key Individuals/Groups Involved in Developing this Document 

 

Role / Designation 

Lead PGD pharmacist 

Medicines Management Nurse 

Medical Director 

Head of Pharmacy 

Director of Community and Mental Health 

 

 

 
Circulated to the following for Consultation 

 

Date Role / Designation 

Aug 18 Director of Community and Mental Health 

Nov 18 Medical Director 

Nov 18 Locality Managers 

Nov 18 Director of Nursing 

 

Dec 18 PGD development Pharmacists 

June 2019 PGD user group 

July 2019 Head of corporate governance 

  

  

  

 
 

Evidence Base  

Please list any National Guidelines, Legislation or Health and 
Care Standards relating to this subject area?    

 
1. Medicines Act 1968 and Human Medicines regulations 

2. WHC (2000) 116 

http://www.wales.nhs.uk/documents/WHC%282000%29116.pdf 
3. The Human Medicines Regulations 2012 No. 1916 

http://www.legislation.gov.uk/uksi/2012/1916/contents/made 
4. National Institute for Health and Care Excellence (NICE), 

Medicines Practice Guidelines (MPG2) Patient Group Directions 
(2014, minor update 2017) 

 
 

http://www.wales.nhs.uk/documents/WHC%282000%29116.pdf
http://www.legislation.gov.uk/uksi/2012/1916/contents/made


Title: PGD development and Review 
Framework (Procedure) 
Reference No: PTHB / MMP 014 v2 
Status: final 
Issue Date:  October 2019 
Review Date: October 2021 
 

Page 5 of 36  

 

IMPACT ASSESSMENTS 

 
Equality Impact Assessment Summary 
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Statement 

 

 

Please provide supporting narrative for 

any adverse, differential or positive 

impacts that may arise from the 

implementation of this document 

 

Supports safe access to medicines for 

groups who may find more difficulty 

accessing GP services 

 

 

 

 

Age    x 

Disability X    

Gender 

reassignment 
X    

Pregnancy and 

Maternity 
X    

Race X    

Religion or 

Belief 
X    

Sex X    

Sexual 

Orientation 
X    

Marriage and 

Civil Partnership 
X    

Welsh Language X    

Risk Assessment Summary 

 

Have you identified any risks arising from the implementation 

of this policy / procedure / written control document? 
No risks identified, but may slow development of PGDs in the short 

term, until required infrastructure is in place 
 

Have you identified any Information Governance issues arising 

from the implementation of this policy / procedure / written 
control document?   

Requires a database of PGD users to be developed. Will be accessible 
only by MM PGD lead and Internal Audit. IG confirm this is appropriate 

 

Have you identified any training and / or resource implications 

as a result of implementing this?  
Development of the required group to agree and approve has a 

resource implication. Training for staff involved in each step of the 
process may be required, initially, and as personnel change. Ongoing 

awareness training for PGD users will be required, as is already the 

case.  
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1 Policy and Introduction to PGD procedure 
 

Powys Teaching Health Board recognises the benefits in specific, 
appropriate, and safe circumstances, of being able to supply and/or 

administer medicines, to pre-defined groups of patients, without them 
having to see a prescriber.   

  
This document sets out the process for the development and application of 

a Patient Group Direction (PGD), to the legal and NICE guidance 

standards, under which designated registered health professionals may be 
empowered to supply and/or administer medicines under this policy, as 

proscribed by. 
  

A PGD will only be used where risk assessment has confirmed its use to be 
suitable and safe for the individual patient and the patient has consented 

to its use.   
 

PGDs provide a legal mechanism that allows some registered health 
professionals to supply and/or administer a specified medicine(s) to a pre-

defined group of patients, without the patient having to see a prescriber 

 

The majority of clinical care should be provided on an individual patient-

specific basis and the preferred method for patients to receive medicines is 
for prescribers to provide care for individual patients on a one-to-one 

basis. However, in some cases, it may be necessary, or more convenient 
for a patient to receive a medicine directly from another healthcare 

professional 

 

There are several legal options for prescribing, supplying and/or 
administering medicines (Appendix A) 

 

The supply and/or administration of medicines under a PGD should be 

reserved for those limited situations where this offers an advantage for 

patient care (without compromising patient safety) and where it is 

consistent with appropriate professional relationships and accountability. 

Significant time and resource is required to develop and implement each 

PGD. 
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2 Objective 
 

This document outlines the approach to be used when considering the 

need for, developing, review, authorising, using and updating Patient 

Group Directions (PGDs), for use by authorised healthcare professionals 

working for Powys THB, and approved primary care contractor 

organisations.  

Its use will support compliance with legislation, NICE guideline 

recommendations, and support appropriate stewardship of antibiotics. 

 

3 Scope 

 

PGDs are NOT intended as a substitute for individual prescribing where 

there is an opportunity in the care pathway for a medicine or medicines to 

be prescribed i.e. where an episode of care is planned. 

   

A PGD must only be written after careful consideration of all the available 

methods of administration and supply of medicines, including prescribing 

by medical or non-medical prescribers. 

 
This document sets out the processes to be followed by Powys THB for the 

development, renewal and approval of PGDs for treatment of NHS patients 
by authorised healthcare professionals  
  

This procedure covers the following practitioners and organisations (this 

list is not exhaustive):  

• Health Care Practitioners employed by Powys Health in professional 

groups covered by the legislation.  

• Unscheduled Care Practitioners, Practice nurses and Pharmacists 

working in GP practices, or for Clusters;  

• Pharmacists working in community pharmacies with an NHS contract;  

• Voluntary and charitable organisations such as hospices;  

• Nurses and other authorised healthcare professionals working for 

community services providers (this includes both NHS and non-NHS 
organisations).  

Where the PGD is to be used outside of the provider Powys Health Board 

structure, (eg by GP practices or Community Pharmacies) the Health 

Board and user organisation have a joint responsibility to ensure that this 

is within the legal framework, and governance arrangements are in place 
and remain so for each PGD.    
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4  Definitions  

 
 CSM Community services manager 

 MSGG Medicines Safety and Governance Group 
 NICE National Institute for Clinical Excellence 

 NMPPGD Non medical prescribing and Patient Group Directions Group 
 PGDMWG – PGD Multidisciplinary Working Group 

 PTHB – Powys Teaching Health Board 
 PGD  Patient Group Direction 

 SPC  Summary of Product Characteristics 

 UCP Unscheduled Care Practitioner 
 

 

4  Responsibilities 

 4.1 Medicines Safety and Governance Group 

Responsibilities of MSGG Group, as detailed in Appendix B 
 

The MSGG Group has the main governance role and is responsible for: 
- Evaluating and describing the resource needed to maintain, 

approve and renew PGDs and to provide training on the process 
-  

- Reviewing each PGD proposal to determine whether access to 
the medicine is appropriate for the clinical situation and ensure 

that any risks are minimised. 
 

- Assessing suitability of PGDs proposed, and recommending 
progress to development/revision, to the Medical Director.  

 
- Approving final versions of new PGDs and reviewed PGDs, and 

ensuring that the requirements of the PGD procedure are met, for 

organisational sign-off. 
 

- Obtaining Health Board approval via designated signatories (MD 
and DoN), to permit implementation 

 
- Ensuring that PGDs are used appropriately and carrying out 

planned audits of practice. 
 

See Appendix B for Terms of reference and key responsibilities of the 
group 

 

 4.2 PGD Development Multidisciplinary Working Group 
Each PGD approved for development will require a working group to be 

convened to: 
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- Develop a safe and evidence based document, ready for approval 

by the Medicines Safety and Governance Group 
- Details and required membership in Appendix C 

 

 4.3 PGD Requestor 

 

- The requestor will submit the proposal to MSGG group, using 
approved template (Appendix D), and quality checklist 

(Appendix E) 
- On approval to proceed, convene a PGD Development 

Multidisciplinary Working Group, as described in 4.2 and 
detailed in Appendix C 

 4.4 Medical Director and Director of Nursing 

 

- Signatories for the PGD, after approval through the MSGG 

Group, to confirm the Patient Group Direction can be 
implemented 

-  
- The Medical Director may also approve development of a PGD 

by the MM Lead Pharmacist acting as main author, where 
appropriate 

-  
- The Medical director may also, exceptionally, approve extension 

of the expiry date of a PGD 

 

 4.5 PGD Specialist Clinician  

- Should be identified by the author/requestor as the most 
appropriate local clinical specialist with the relevant expertise; 

- To check the clinical accuracy and appropriateness of the PGD 
for the condition being treated  

- To ensure that the document is based on the best recent clinical 
evidence and is in line with any local and national guidance 

 

 4.6 Community Services Manager (or equivalent service lead) 
 

- Ensures a register of staff names competent to use the PGD is 
kept in the relevant clinical area.  Each approved practitioner 

must have access to a copy of the document.  
- Ensures appropriate education and training for staff using the 

PGD is undertaken. 
- Ensures an appropriate lead author reviews the PGD no more 

than 2 years 6 months after approval, to consider whether its 
use remains appropriate (using the review guide in Appendix F). 
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- Ensures the lead author submits the results of the PGD review 

and any proposed changes to the PGD to the MSGG group 
 

 4.7 Medicines Management Team PGD Lead 
 

- Maintain a database of current PGDs, review dates and expiry 

dates, that can be published on the Powys Health Board Intranet 
- Review and recommend updates to PGD development 

procedures in line with current legislation and good practice, to 
the MSGG group 

- Archive withdrawn/expired PGDs. 

- Lead pharmaceutical review of PGD content. 

- Where agreed by MD, act as lead author to develop an 

individual PGD 

- Maintains document trail for PGD development and approval 

- Develop and maintain a register of users of PGDs 

-  

 4.8 Practitioners intending to use PGDs 
- Gain and maintain appropriate competencies to use the PGD for 

their intended patient group 
- Have signed relevant documentation to permit use of the PGD 

- Act within their appropriate code of professional practice and 
conduct. 

- Before use for a patient, ensure use of the most recent, in date, 
signed version. 

- Highlight to line manager if amendments to the PGD are 
required 

- Use the PGD according to the legal framework, Summary of 
Product Characteristics and relevant AWMSG/NICE guidance 

- Make appropriate records.  See Appendix H 

 

5 Patient Group Direction Development and Review 
Process 

 

5.1 Determine whether a PGD is, or remains appropriate 
 

- Review Appendix A part 1 to consider whether another appropriate 
process is the preferred choice for providing access to the required 

medicine 
- Consider Appendix A part 2 to determine whether a PGD is 

necessary for the service model, and the medicine under 
consideration 
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5.2 Submit outline proposal to create or renew a PGD 

 
- using form in Appendix D, submit a proposal to the MSGG group 

 
- This must provide evidence that the delegation of administration and 

supply to approved practitioners will lead to improved patient care or 
organisational advantages without any reduction in patient safety or 

quality of care.  The MSGG Group will need to consider whether a 
PGD is the best method for medicines supply or administration in the 

given circumstances and consider any risk issues. 

- The group will consider the priority for development of the PGD 
against all PGDs in the current work programme 

- The requestor will be informed of the result within 14 days of its 
meeting date 

 

5.3 Creation of PGD document 

 
- When support for the proposal is given, the requestor should 

convene a PGD Development Working Group, so that the PGD is 
written by collaboration between healthcare professionals working 

together, using the template provided (Appendix D).   

- The lead author will normally be from the same professional group 
as the practitioners who will be working under the PGD, although it 

may be delegated to the lead pharmacist within Medicines 
Management, with MD approval.  

- The authors must include a pharmacist and a doctor (or, if 
appropriate, a dentist), and a member of the profession to use the 

PGD.   
- All PGDs for antibiotics must be developed in association with a 

Consultant Microbiologist.  The authors of PGDs for other groups of 
medicines should consider whether an appropriate expert prescriber 

should be involved. 
- Responsibility for clinical content of a PGD is with its signatories 

- Formatting: As per Policy for Policies and SOP 
- Expiry date: 3 years from authorisation date  

- Review date: 2 years 6 months from development date 

- Ensure that PGD are consistent with relevant summary of product 
characteristics and NICE guidance. Other sources of high quality, 

evidence based information should be considered. 

 

5.4 Approval of PGD content 

- Following creation of the draft PGD document 
- A review by the Medicines Management PGD lead should be 

requested 
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- Once completed, the document should be sent to the MSGG for 

formal approval, with its quality checklist, before obtaining 
organisational signatures. 

 

5.5 Authorisation of PGD for organisational use 

 

The final submitted PGD must be signed by:  
- Each author, to include a senior doctor (usually the Medical Director) 

or senior dentist, as appropriate, Director of Nursing, or designated 
deputy, and senior pharmacist and senior professional as 

appropriate e.g. physiotherapist, radiographer 
- An expert prescriber, if appropriate 

- A Consultant Microbiologist, where the PGD involves an antimicrobial 
 

Before implementation, the PGD must be signed by the Medical Director, 
and Director of Nursing, on behalf of the organisation  

 
- Once authorised for organisational use, the PGD will be published on 

the PTHB intranet page, with its planned review and expiry dates 
clearly stated. 

 

5.6 Authorisation of PGD for practitioner use 
 

- Following organisation approval, implementation of a PGD can 
progress, including any identified training requirements. 

- Practitioners intending to use the PGD must confirm, by signing the 
documentation, that they comply with any conditions imposed by the 

PGD document, and then be authorised by the manager responsible 
for the service, where it will be used. 

- The CSM/Service Manager or equivalent, is responsible for ensuring 

that the most up-to-date PGDs are used and that a register of staff 
names competent to use the PGD is kept in the clinical area, and 

provided to the Medicines Management PGD Lead. 
 

5.7 Use of a PGD by an authorised practitioner 
 

- Before using a PGD, it is the responsibility of each practitioner to 
ensure they are competent to deal with each patient under the 

terms of the PGD.  If the practitioner is in any doubt as to their 
competency they should not supply or administer in accordance with 

the PGD but should seek advice. 

- A practitioner is not authorised to act under a PGD in an area of 
practice to which it does not apply. 
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- Supply and/or administration of a medicine must not be assigned or 

delegated to any other person under a PGD, regardless of their 
professional group or level of training 

- When practicing under a PGD healthcare professional should:- 
o Ensure that they can determine that the patient meets the 

PGD inclusion criteria. 
o Ensure that they can determine no exclusion criteria apply. 

o Discuss alternative treatment options when appropriate. 
o Assess each patient’s circumstances and preferences. 

o Recognise when signposting or referral to another HCP or 

service is needed, as specified in the PGD. 
o Understand relevant information about the medicines in the 

PGD such as: 
 Administration techniques 

 Action of the medicine in the body 
 Dosage calculations 

 How to recognise and manage potential adverse effects 
 Drug interactions, contraindications and cautions. 

 Storage requirements, especially cold chain management 
 Follow up arrangements 

o Be able to counsel the patient or carer about the medicine. 
 

 

5.8 Clinical Audit of PGD use 
 

- Audit of PGD usage will be part of the clinical audit programme for 
each area. 

o The person responsible for authorising staff to work under the 
PGD is responsible for ensuring that the audit is undertaken. 

This is usually a senior person within the service, where the 
PGD is used. The audit data must be made available to the 

Head of Quality and Safety, MSGG and Clinical Governance 
Committee. 

-  
- Example Audit questions for PGD assurance are included in Appendix 

G 

- Audit of the PGD processes will also be undertaken as part of the 
annual Medicines Management audit for each area. 
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5.9  PGD Renewal 

 

 

 
 

5.9.1 PGD Renewal 

 
When a PGD reaches its review date, or requires updating for safety 

or service reasons, it should follow the process outlined in Appendix F 

 
This should include:  

- Re-assessment of the PGD as the best way to provide medicines 
access (Appendix A). 

- Review of clinical content, as for a new PGD, and review of 
usage 

- Submission of the updated document and review findings to the 
MSGG group 

- The PGD must be re-authorised in line with legislation.  
 

When the PGD is updated ensure that all relevant documentation is 
also updated, including the record and signatures of HCP authorised to 

practice under the PGD. 
 

The updated PGD will be published on the PTHB intranet and relevant 

HCP informed that a new version of the PGD is available. 
 

Unscheduled review and updating of PGD will be started in response 
to:- 

o Legislative change 
o Important new evidence or guidance which changes the 

PGD. 
o New information on safety of the medicine. 

o Changes to the summary of product characteristics 
o Local formulary changes. 

o Other relevant changes highlighted by users, service 
managers, or Medicines Management 

 

6   Monitoring Compliance,  Audit & Review  
 

The procedure will be monitored through the receipt of PGD proposals and 
PGD documents by the MSGG Group. The procedure, supporting processes 

and guidance will be reviewed and revised every three years, or earlier 
should audit results or changes to legislation / practice within PTHB 

indicate otherwise. 
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7 Implementation 

 
Implementation of the process will be by managers of those professionals 

who will use PGDs, during induction and discussion in PADR. 
The Medicines Safety and Governance Group will oversee policy 

implementation. 
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PGD development Flow Chart – Appendix A
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Appendix A2 

 

Considering the Need for a Patient Group Direction 
 

1. Legal options for prescribing, supplying or administering 

medicines 
 

• Independent prescribing: the prescriber (a doctor, dentist or non-

medical independent prescriber) takes responsibility for the clinical 
assessment of the patient, establishing a diagnosis, the clinical 

management needed, and prescribing;  
• Supplementary prescribing: a voluntary partnership between a 

doctor or dentist and a supplementary prescriber, to prescribe 
within an agreed patient-specific clinical management plan with the 

patient's agreement;  
• Patient Specific Directions (PSDs): written instructions, signed by a 

doctor, dentist, or nonmedical prescriber for a medicine to be 

supplied and/or administered to a named patient after the 
prescriber has assessed the patient on an individual basis. PSDs 

can be used for a group of patients, all of whom should be named 
on the direction. PSDs are direct instructions and do not require an 

assessment of the patient by the health care professional 
instructed to supply and/or administer. Writing a PSD is a form of 

prescribing;  
• Medicines Act Exemptions: There are some exemptions from 

medicines legislation, which are distinct from prescribing and 
arrangements for PGDs, for example:  

o A range of exemptions enable certain groups of health 
professionals, such as chiropodists and podiatrists, midwives, 

paramedics and optometrists, to sell, supply and/or administer 
particular medicines directly to patients;  

o Occupational health schemes;  

o Pandemic disease;  
o Parenteral medicines that can be administered in an emergency 

without the directions of a prescriber e.g. adrenaline 
(epinephrine);  

o Emergency supplies – in an emergency and under certain 
conditions, a pharmacist working in a registered pharmacy can 

supply previously prescribed prescription only medicines (POM) 
to a patient without a prescription, if requested by a prescriber 

or the patient.  
• Patient Group Directions (PGDs): written instructions for the supply 

and/or administration of specified prescription-only (POM) or 
pharmacy (P) medicine(s), by named, authorised, registered health 



Title: PGD development and Review 
Framework (Procedure) 
Reference No: PTHB / MMP 014 v2 
Status: final 
Issue Date:  October 2019 
Review Date: October 2021 
 

Page 18 of 36  

 

professionals, to a pre-defined group of patients needing 

prophylaxis, or treatment for a condition described in the PGD, 
without the need for a prescription, or an instruction from a 

prescriber (Health Service Circular HSC 2000/026). Using a PGD is 
not a form of prescribing;  

 

2. Is a PGD necessary? 
 

Use the national PGD website tools, as updated, to consider whether a 
PGD is necessary. 

https://www.nice.org.uk/guidance/mpg2/chapter/Recommendations#c

onsidering-the-need-for-a-patient-group-direction 
 

Do not use PGDs for medicines when exemptions in legislation allow 
their supply and/or administration without the need for a PGD. 

 
3. Can it be used? 
 

PGDs must be used only by named and authorised registered health 

professionals who can legally supply and/or administer medicines 
using a PGD. 

 
PGDs must only include medicines with a UK marketing authorisation, 

in line with legislation. Unlicensed medicines cannot be administered 
under a PGD. 

  
Medicines used outside the terms of their marketing authorisation (off 

label use) may be included in PGDs provided such use is exceptional 
and clearly justified by current best clinical practice. Each PGD should 

clearly state when the product is being used outside the terms of the  

marketing authorisation and the documentation should include the 
reasons why, exceptionally, such use is necessary 

 
Black triangle medicines are those recently licensed and subject to 

special reporting arrangements for adverse reactions. They may be 
included in PGDs provided such use is exceptional and clearly justified 

by current best clinical practice. The PGD must clearly indicate the 
black triangle status of the product.  Black triangle vaccines used in 

immunisation programmes may be included in PGDs, provided they 
are used in accordance with the schedules recommended by the Joint 

Committee on Vaccination and Immunisation (JCVI).   

   

Ensure that a controlled drug is included in a PGD only when legally 

permitted and clearly justified by best clinical practice.  

https://www.nice.org.uk/guidance/mpg2/chapter/Recommendations#considering-the-need-for-a-patient-group-direction
https://www.nice.org.uk/guidance/mpg2/chapter/Recommendations#considering-the-need-for-a-patient-group-direction
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Microbial resistance is a public health matter of major importance and 
great care should be taken to ensure that the inclusion of antibiotics in 

a PGD is absolutely necessary and will not jeopardise strategies to 
combat increasing resistance.  A local microbiologist should be one of 

the authors of the PGD. 
  

Do not include a medicine needing frequent dosage adjustments or 
frequent or complex monitoring in a PGD (e.g. anticoagulants or 

insulin)  
 

Do not use PGDs for managing long term conditions, such as 
hypertension or diabetes or when uncertainty remains about the 

differential diagnosis. 
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Appendix B 

 
Approval group for Patient Group Directions 

 
The Medicines Safety and Governance Group (MSGG) will be the 

review and approval route for Patient Group Directions. 
 

NB, until this group is established, approval will be directly by 
the Medical Director, or Clinical Governance lead Director. 

 
The terms of reference for the group are embedded. 

 

190709_PowysMedi

cinesSafetyGroupTOR_v1.doc
 

 
All members on this group should assess their competency against the 

NICE PGD guidance toolkit resources here: 

https://www.nice.org.uk/guidance/mpg2/resources 
“Competency framework for people authorising patient group 

directions” 
 
 

 

  

https://www.nice.org.uk/guidance/mpg2/resources
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Appendix C 
 

PGD Development Multidisciplinary Working Group  
 

A multidisciplinary group must be established for each individual PGD.  
The PGD working group is responsible for developing the PGD and its 

subsequent review and updating. The group can work virtually, if 
appropriate. 

 
The working group must include a doctor (or dentist as appropriate), 

pharmacist and representative of any other professional group(s) who 
will be using the patient group direction. Where a PGD involves an 

antibiotic, microbiologist input must be obtained. 

 
Lead author, doctor or dentist, pharmacist and the member of the 

professional group (where not the lead author) should consider their 
training and competency needs using the NICE Resource Toolkit 

https://www.nice.org.uk/guidance/mpg2/resources 
“Competency framework for people developing and/or reviewing and 

updating patient group directions” 
 

The PGD Multi-Disciplinary Working Group will complete the PGD 
template for a designated PGD, once approval to develop or update 

has been given. 
 

When support for the proposal is given, write the PGD using the 
template supplied **(link to template here)**, and take note of the 

relevant NICE guidance and support tools, on their website, 

https://www.nice.org.uk/Guidance/MPG2 . [Note that this web-page 
also contains a link to the national template on which the Powys 

version is based. Please only use the Powys version linked above]. 
 

PGDs must be written by collaboration between healthcare 
professionals. The lead author will normally be from the same 

professional group as the practitioners who will be working under the 
PGD, although it may be delegated to the lead pharmacist within 

Medicines Management, with MD approval.  The authors must include 
a pharmacist and a doctor (or, if appropriate, a dentist), and a 

member of the profession to use the PGD.   
 

All PGDs for antibiotics must be developed in association with a 
Consultant Microbiologist. The authors of PGDs for other groups of 

medicines should consider whether an appropriate expert prescriber 

should be involved. 

https://www.nice.org.uk/guidance/mpg2/resources
https://www.nice.org.uk/Guidance/MPG2
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The final PGD submitted to the MSGG group must be signed by:  
  

Each author, senior pharmacist and senior professional as appropriate 
e.g. MIU nurse,  physiotherapist, radiographer 

 
An expert prescriber, if appropriate 

 
A Consultant Microbiologist, where the PGD involves an antimicrobial 

 
It must 

- Include a review date, at least 6 months before the expected 
expiry date (therefore a maximum of 30 months) 

  
- Use a quality checklist to ensure that all steps have been 

completed, see example below. 

 
- Include Medicines Management Lead for PGDs as a reviewer, if 

not part of the development group. 
 

Author then sends the final signed PGD (with the signed quality 
checklist) to the MSGG Group for final ratification, organisational sign 

off and MD approval to include on the website.   
 

Sign off by the organisation, at MSGG must include: 
 

Clinical Governance Lead 
Medical Director 

Senior Pharmacist 
  

The clinical content of a PGD is the responsibility of the signatories 
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Appendix D 

 

Proposal for new, or updated PGD 
 
This form should be submitted to the MSGG chair, via the Medical 

Director 
 

An online version of this form will be developed. 
 

Discuss the rationale and service implications with the relevant 

professional Manager/LGM and Executive Director 
 

The proposal must provide evidence that the delegation of 
administration and supply to approved practitioners will lead to 

improved patient care or organisational advantages without any 
reduction in patient safety or quality of care.  The MSGG Group will 

consider whether a PGD is the best method for medicines supply or 
administration in the given circumstances and consider any risk issues. 

 
Submissions will be discussed and reviewed at the next available 

meeting. A decision on the outcome will be communicated to the 
proposer within 2 days of this meeting. 

 
Once support is given to the development of the proposed PGD the 

proposer will receive formal notification of agreement from the Medical 

Director and the PGD can be written. 
 

Proposal Form template (on next page): 
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Patient Group Direction Proposal Template 
version 0.9 2018 

 
 

Proposed title of the PGD  

Settings where PGD is to be used  

Proposed content of PGD 

What medicines do you wish to administer and / or supply? 

List the name, form and strength of each medicine. PGD are not permitted for unlicensed 

medicines, however off-label use of licensed medicines is permissible. 

What indication / condition will the medicines be given for? 

Does the medicine have a licence for the proposed indication / age group (if to be given to 

children)?  

If the medicine is not licensed for the proposed indication / age group, state why no licensed 

alternative can be used. 

How will patients be identified? 

List clinical criteria 

Will patients be given a supply to take home? 

If a supply will be given please consider duration of treatment / pack size. 

How will supply be obtained?  

Where from? Cold chain required? 

How will supply and / or administration be recorded? 

What records will be kept? 

Is supply and / or administration possible through patients specific process  

Is prescription (IP or medic), or provision via other individual mechanisms permitted by the 

Medicines Act possible – and therefore preferable? 

Medicines storage and security 

What facilities are / will be available for the storage of the medicines? 

Special consideration will need to be given to refrigerated items or controlled drugs. 
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If medicines are to be supplied to patients to take away, how will supply be monitored? 

Medicines must be pre-labelled for issue to patients and staff are required to follow standard pre-

pack issue procedures. 

 

Staff and training 

In which department(s) or site(s) will the PGD(s) be used? 

Which staff groups will work under the PGD? 

What additional training and / or competencies will be needed? 

Who will provide the training and assess competency? 

How will practitioners access the PGD document(s)? 

Where will the documents be kept?  Practitioners must have access to up-to-date PGD 

documents.  

Service provision 

How is this service provided now? 

Describe the current process for medicines administration and / or supply. 

Why is a PGD the most appropriate means of providing the service? 

Explain why the PGD is needed and why other methods, such as obtaining individual 

prescriptions from doctors or non-medical prescribers, are not appropriate.  What are the 

expected benefits of a PGD? 

 

Authorship and approval 

Have you identified people to write and / or endorse this PGD? 

An expert prescriber may be needed and should be consulted early on in the production process. 

Who will be the approver(s)? 

Name all the people who will need to approve the PGD. 

Do you have approval from your senior nurse (or equivalent) to develop a PGD? 

Changes in the provision of clinical services require the approval of the relevant senior nurse (or 

equivalent). Other responsibilities are outlined in the PtHB PGD Procedure. 

Please provide a name and job title. 
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Do you have approval from your Lead Clinician? 

The Lead Clinician will consider the financial implications of any change in service provision. 

Other responsibilities are outlined in the PtHB PGD Procedure. 

Please provide a name and job title. 

 

 

What is the proposed timescale for implementation? 

Timescale for proposed PGD development ? 

 

Audit and review 

How will the PGD be audited? 

Please provide an audit form or agree to use the PtHB PGD audit tool. 

 

 

Proposed by: 

Name Job title Date 
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 Appendix E  

 
Quality Checklist 

  

Title of PGD: Title Here 
Are the following present in the PGD to be presented? Please tick, or 

type "Yes" "No" "N/A":  
Signatures 

Signatures of all individuals who developed the PGD;   

Signatures of individuals approving the PGD (once approved):   

1. A senior doctor – Medical Director/AMD Chair of MSGG   

2. Chief Pharmacist or deputy   

3. Clinical lead of service using PGD    

4. Microbiologist, if for an antibiotic  

  

Content 

Name of the service(s) to which the direction applies.   

Staff characteristics section completed   

Link to appropriate Green Book chapter for immunisation?   

Clinical details section   

Alternative options considered?   

Inclusion / exclusion criteria fully documented?   

Description of treatment section   

More than one medicine?   

Defined legal classification?   

Black triangle medicine used?   

Off label use?   

Records and follow up section completed?   

References and Bibliography section completed?   

Date the direction comes in to force and the date it expires    .   

  

For PGD Administration use only  
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PGD added to PGD tracker?   

Signature page added to PGD tracker?   

Letter and signed PGD sent to service lead? . . . . . . . . . . . . . 
. . .  

  

Electronic version supplied for intranet?   
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Appendix F 

 

PGD Re-Approval Guide 

 
Once approved use of a PGD can continue for a maximum of three 

years from the date of registration.  
Alternative expiry dates may be set by the MSGG, with approval of the 

Medical Director 
 

The original author and service manager(s) will be sent a reminder by 
the PGD database lead in the MM Team, on behalf of the MSGG, when 

a PGD is within six months of its expiry date. 

 
After the expiry date a PGD is no longer valid unless it has been re-

approved by the MSGG following review by the authors.   
 

The PGD author (normally the lead author will be from the professional 
group using the PGD) will co-ordinate the review. 

 
The following need to be completed by the author: 

 
1. Determine whether the PGD remains the most appropriate 

option to deliver the service (rather than developing IP skills, for 
example), with service lead/LGM 

2. Conduct an appropriate literature search to identify new 
evidence. Ensure this evidence is evaluated to assess its 

relevance and validity as detailed in the NICE Medicines Practice 

Guideline [MPG2] Patient Group Directions, working with the 
library, and the MM Team. 

3. Link the findings from the review to the revision of the PGD. 
4. Submit the findings from the review of the PGD and proposed 

changes, if any, to the MSGG. 
 

 
Following author review, the PGD must be re-signed and new MSGG 

approval obtained, even if no amendments are required. 
 

The MSGG will require the signed PGD, and the signed and dated 
review section, to consider for renewal. 

 
If all the requirements are satisfied the authors will receive formal 

notification of approval from the Medical Director, chair of the MSGG. 
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If a PGD needs amending before the designated review date the Lead 

Author must discuss the proposed changes with the MSGG.  Minor 
changes may be agreed following discussion with the Chair of the 

MSGG Group.  More extensive changes may require discussion at a 
MSGG meeting. 
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Flow Chart – Re-approval (Appendix F) 
 

Flowchart summarising PGD re-approval process: 
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PGDs should be reviewed in advance of their expiry date or sooner if 

problems/changes are identified. 
 

Use the findings from the PGD, and service review, to update the PGD   
 

Ensure old copies are archived after review and only current copies are 
in use 
 

 

PGD Review Checklist form 

Element Comment 

Access to this medicine is still an appropriate 

treatment?  

  

Independent prescribing not appropriate?   

PGD still required to provide access?   

Evidence search undertaken?   

Anti-microbial advice obtained (if relevant)?   

Review notes available with the PGD?   

Date submitted to the MSGG   
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Appendix G 

 

Monitoring use of PGDs 
 

Audit of PGD usage will be undertaken as part of routine clinical audit 

programmes, to demonstrate compliance with the PGD and to ensure 
that the requirements of the service are met. 

 
- Over a 12 month period a minimum of 10 records must be audited. 

If the PGD has been used fewer than 10 times then all patient 
records must be audited. For PGD in use on multiple sites the audit 

must be undertaken on every site. 
 

 Example Audit questions for assurance of appropriate PGD use. 
 

Staff 

 

Date of audit:  Result Standard 

Are all the people who approved the PGD(s) still in 

post? 

  NA 

Do the managers listed on the PGD(s) hold a current 

list of authorised staff? 

  100% 

Are you confident that all medicines supplied or 
administered under the PGD(s) are stored according 

to the PGD(s) where this is specified? 

  100% 

Does the staff working under the PGD(s) have 

access to the up to date version for reference at the 
time of consultation? 

  100% 

Where the medicine requires refrigeration, is there a 

designated person responsible for ensuring that the 
cold chain is maintained? 

  100% 

Is the staff name using a PGD on the master list of 
staff authorised to work under the PGD? 

  100% 

Is this authorisation dated?   100% 

Has the manager responsible for authorising staff 

signed the master list? 

  100% 

Is training specific to the PGD(s) up to date?   100% 
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Audit of completion of Patient Records 

Answers to all questions except the first are Yes, No, not known (NK) 

or not applicable (NA) i.e. no details are required. 

 

Audit item (for each patient record) Result Standard 

Was the date of supply / administration recorded?   100% 

Was patient consent obtained?   100% 

Was allergy status recorded?   100% 

Were concurrent medicines listed (if applicable)?   100% 

Was the medicine given in accordance with the 

inclusion criteria? 

  100% 

For injections, was the site, route, and batch 
number recorded? 

  100% 

For any medicine, was the expiry date recorded  100% 

Has the practitioner signed notes?   100% 

Was an up-to-date patient information leaflet 
supplied? 

  100% 

Has the stock record been completed?   100% 
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Appendix H 

 

Practitioners using PGDs 

 

 

  

Training and competency 
  

 Before using a PGD, it is the responsibility of each practitioner to 
ensure they are competent to deal with each patient under the terms 

of the PGD.  If the practitioner is in any doubt as to their competency 
they should not supply or administer in accordance with the PGD but 

should seek advice. A practitioner is not authorised to act under a PGD 
in an area of practice to which it does not apply. 

  
Supply and/or administration of a medicine must not be assigned or 

delegated to any other person under a PGD, regardless of their 
professional group or level of training. 

  
The practitioners working under the PGDs must have access to the 

approved PGDs and any related guidance within their clinical areas.  

The CSM, service manager or equivalent, is responsible for ensuring 
that the most up-to-date PGDs are used and that a register of staff 

names competent to use the PGD is kept in the clinical area. 
  

 It is important that the use of any medicine is consistent with the 
Summary of Product Characteristics (SPC) for the relevant product and 

any relevant guidance from NICE.   
   

A record of the supply or administration of medicines under a PGD 
must be made for every patient.  Authors may decide where this 

record should be made. These records must include relevant details 
such as the following, that will be defined within the PGD: 

  
Name, address and date of birth, known medicine allergies, current 

medicines taken, any relevant contraindications or exclusion criteria, 

name of any doctor or pharmacist consulted, any advice given by 
Doctor or pharmacist, approved name of the medicine to be 

administered and/or supplied, details of the dose, frequency of the 
supply (if appropriate), quantity, route and site (if by injection) of 

administration (always record the expiry, and, if recommended by 
relevant national guidance e.g. vaccines, batch number), date and 

time of administration and/or supply, name and signature of the 
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practitioner, a statement that supply or administration is by using a 

PGD- record version number of PGD. 
  

Any medicines supplied under a PGD must be supplied as pre-packs, 
using a secure system for recording and monitoring medicines use, 

from which it should be possible to reconcile incoming stock and out-
goings on a patient by patient basis. 
  


