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1.0 Introduction  
 
1.1  East and North Hertfordshire CCG (ENHCCG) commissions services 

from a range of providers, including hospitals and other organisations 
such as mental health and community services NHS trusts, voluntary 
organisations and independent providers.  

 
1.2 Patient group directions must be authorised only by an appropriate 

authorising body in line with legislation (see The Human Medicines 
Regulations 2012, regulations 229).  

 
 
2.0  Scope  
 
2.1 This policy applies to CCG staff members, independent contractors 

and providers commissioned by ENHCCG, who wish to develop and/or 
work under a patient group directions (PGD) when treating NHS 
patients under the terms of a contract. 

 
 
3.0 Purpose  
 
3.1  The purpose of this policy is to outline the approach to be taken by 

ENHCCG to the development and approval of PGDs for treatment of 
NHS patients by authorised healthcare professionals working for 
provider organisations that are directly commissioned by ENHCCG. 

 
3.2 This policy intends to describe the accountabilities and responsibilities 

of both commissioner and provider in the use of PGDs with in East and 
North Hertfordshire CCG area. 

 
3.3 This Policy has been written to take into account the National Institute 

of Health and Care Excellence (NICE) Good Practice Guidance 
(GPG2) on Patient Group Directions (published August 2013).  

 
3.4 East and North Hertfordshire commissioners will only authorise PGDs 

for use within the East and North Hertfordshire Region.  
 
3.5 This policy covers Nurses and other authorised healthcare 

professionals working for providers that are directly commissioned by 
ENHCCG. 

 
3.6 When ENHCCG is not the authorising body e.g. where the 

commissioned organisation is able to develop and authorise their own 
PGDs, ENHCCG may request to review the policies and procedures 
from the commissioned organisation to ensure the governance and 
legal frameworks are in place. 
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4.0 Definitions 
 
4.1 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: 

 
4.1.1 Independent prescribing: the prescriber (a doctor, dentist or 

nonmedical independent prescriber) takes responsibility for the 
clinical assessment of the patient, establishing a diagnosis, the 
clinical management needed, and prescribing; 

 
4.1.2 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 

 
4.1.3. Patient Specific Directions (PSDs): written instructions, signed 

by a doctor, dentist, or non-medical 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. The professional administering 
medication under PSD should be aware that they must ensure 
that the medication is appropriate for the patient and in line with 
NICE and other local guidance.  

 
4.1.4. 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 professionals, to a predefined 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. 

 
 
5.0  Roles and Responsibilities 
 
5.1. Doctor (or dentist) signatory is responsible for the provision of 

medical advice and support including advice on the feasibility of the 
PGD with reference to the most appropriate options for clinical care 
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and associated clinical guidelines within that service and area of 
practice. The Doctor/Dentist is responsible for ongoing provision of 
medical advice and support when the PGD is in practice and 
during/following audit and or during review of the PGD. 

 
5.2. Pharmacist signatory is responsible for provision of pharmaceutical 

advice and support prior to and during PGD development, including 
advice on the feasibility of the PGD with reference to licensed status of 
the medicine, local formulary and other guidelines relating to the 
medicine. The Pharmacist is responsible for ongoing provision of 
pharmaceutical advice and support when the PGD is in practice and 
during/following audit and review. 

 
5.3. Representative of the professional group signatory expected to 

supply medicines under the PGD is responsible for the provision of 
specialist professional advice and support including provision of 
information on service delivery within their clinical area. They are 
responsible for on-going professional advice and support for 
practitioners when the PGD is in practice. They may also be a 
management lead with additional management responsibilities. A 
number of professional leads maybe consulted within the development 
of a PGD. 

 
5.4. Authorised signatory 

[For authorisation of PGDs developed by provider: Medical 
Director at ENHCCG 
For authorisation of PGDs developed by commissioner: Director 
of Quality and Nursing at ENHCCG] 
Involved in the authorisation of the PGD; authorises that a PGD is fit for 
purpose i.e. it has been developed according to the correct 
organisational procedures and that those involved in the development 
of the direction are competent to do so. They will receive guidance and 
advice on this from the ENHCCG Pharmacy and Medicines 
Optimisation Team. 

 
5.5. Managers of clinical areas where PGDs are being developed, 

implemented and used. Managerial responsibilities apply. The lead 
health professional involved in the development of the PGD may be 
contracted to undertake some or all of these responsibilities. 

 
5.6. Practitioners/professionals working under PGDs - professionals 

using a PGD must be registered (or equivalent) members of their 
profession. All professions must act within their appropriate Code of 
Professional Conduct. 

 
5.7. Provider organisation – to provide PGDs to host commissioner which 

have been approved by their local PGD group, which conform with 
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NHS legislation with respect to the development, approval and 
implementation of PGDs. 

 
5.8. Host commissioner – to authorise PGDs provided by the provider 

organisation within a reasonable time frame and to ensure the correct 
organisation procedures and processes and that there is a robust 
governance arrangements in place. 

 
5.9 Quality team at host commissioner – to pick up quality issues 

escalated by the Pharmacy and Medicines Optimisation Team and to 
help facilitate the PGD authorisation process if required. 

 
5.10 Contracts team at host commissioner – responsible for ensuring, 

where necessary (e.g. non NHS organisations) that relevant PGD 
associated documents are present, as specified in the contract. 

 
 
6.0 Processes 
 
6.1  Use of Patient Group Directions 
 
6.1.1 PGDs can be used in all areas in which NHS healthcare is directly 

provided, and where services in the private, voluntary or charitable 
sector are NHS funded.  PGDs do not extend to independent and 
public sector care homes or independent sector schools that provide 
healthcare entirely outside the NHS. 

 
6.1.2. There are some exemptions from medicines legislation, for example: 

• A range of exemptions enable certain groups of health 
professionals, such as chiropodists and podiatrists, midwives, 
paramedics, optometrists, to sell, supply and/or administer 
particular medicines directly to patients;  

• Occupational health schemes; 
• Treatment of pandemic disease; 
• In life threatening situations certain medicines are exempt from 

medicines legislation, e.g. adrenaline (epinephrine) 
 
6.1.3 A PGD is unnecessary: 

• If an exemption exists under the Medicines Act, e.g. Schedule 19, 
The Human Medicines Regulations 2012 

• If the medicine involved is on the General Sales List (classified as 
GSL) 

• If the medicine involved is on the Pharmacy List (classified as P) 
and for administration to a patient 

• For medical gases: these are not usually classified as POMs 
• For dressings, appliances, medical devices, or chemical agents: 

these are not legally classed as medicines. 
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6.1.4 The following must not be included in a PGD: 

• Unlicensed medicines, including: 
o The mixing of two licensed medicines to form a new 

(unlicensed) product, unless one is a vehicle for 
administration, such as water for injection 

• Special manufactured medicines 
• Radiopharmaceuticals 
• Anabolic steroids, and any injectable preparation used for treating 

addiction 
• Abortifacients, such as mifepristone. 
 

6.1.5 A PGD should not be used when it is reasonable to expect that a 
prescription (FP10), or a PSD could be written in advance. PGDs 
should not be used to circumvent the repeat prescribing systems used 
in general practice. 

 
6.1.6 The NICE Good Practice Guidance recommends that there are some 

clinical situations in which alternatives to PGDs should be used, for 
example: 

• For management of long-term conditions, such as hypertension 
or diabetes 

• Where uncertainty remains about the differential diagnosis, 
particularly when further investigations or diagnostic tests are 
needed, for example erectile dysfunction 

• Where the medicine needs frequent dosage adjustments, or 
frequent or complex monitoring, for example anticoagulants or 
insulin. 

 
6.1.7. Certain medicines will require special consideration before inclusion in 

a PGD and some are restricted by legislation: 
 
6.1.7.1. Use outside the terms of Summary of Product Characteristics 

(SPC): Medication, which is licensed, but used outside the 
terms of its product licence (so called ‘off label’ use), can be 
included in a PGD. However, such use must be exceptional, 
justified by best practice, and the status of the product must 
clearly be described. Information should be provided to 
demonstrate that there is acceptable evidence for the use of 
that product for the intended indication, e.g. follows nationally 
agreed guidelines, such as the Joint Committee on Vaccination 
and Immunisation (JVCI). 

 
6.1.7.2. Newly licensed drugs are subject to special reporting 

arrangements (Black Triangle Drugs ▼) should only be 
considered in exceptional circumstances. Treatment guidelines 
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must be followed and the PGD must clearly state the status of 
the product. 

 
6.1.7.3. Antimicrobial drugs, antimicrobial resistance is a major public 

health concern. The use of antibiotics and other antimicrobials 
in PGDs must, therefore, be given careful consideration. 
Inclusion in a PGD should only be considered where absolutely 
necessary and where measures to combat resistance will not be 
compromised. Use should be in line with ENHCCG antimicrobial 
guidelines and the PGD should be regularly reviewed. A 
microbiologist should be involved in the drawing up of the PGD 
if the ENHCCG guidelines do not cover the PGD indication. 

 
6.1.7.4. Controlled drugs - only certain controlled drugs are legally 

eligible to be included in a PGD, in accordance with The Misuse 
of Drugs Regulations (2001): 

• Morphine and diamorphine may be used by registered 
nurses and pharmacists only, for the immediate 
necessary treatment of a sick or injured person (except 
for treating addiction) 

• Midazolam 
• Drugs in Schedule 4, including benzodiazepines may be 

included in a PGD. 
• Any drug in Schedule 5, including codeine. 

 
6.1.8. PGDs must only be used by the following registered health 

professionals: 
• Chiropodists and podiatrists 
• Dental hygienists 
• Dental therapists 
• Dietitians 
• Midwives 
• Nurses 
• Occupational therapists 
• Optometrists 
• Orthoptists 
• Orthotists and prosthetists 
• Paramedics 
• Pharmacists 
• Physiotherapists 
• Radiographers 
• Speech and language therapists 

 
[Note: healthcare assistants cannot legally work under a PGD] 
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6.1.9 Individual health professionals must be named and authorised to 
practice under a PGD. 

 
 

6.2 Development of Patient Group Directions 
 
6.2.1 Proposals for PGD Development 
 
6.2.1.1 In the majority of cases, the most appropriate clinical care 

should be provided on an individual basis by a prescriber to a 
specific named patient. The use of PGDs should be reserved for 
those situations where they would offer benefit to patient care 
without compromising safety. For a clinical condition to be 
catered for by a PGD, the presenting characteristics and 
treatment requirements must be sufficiently consistent. 
Examples of such groups are: 
• Those requiring immunisation as part of a national 

programme; 
• Those requiring sexual and reproductive health services; 
• Those requiring treatment of a minor injury e.g. analgesia 

 
6.2.1.2 Provider organisations considering the development of a PGD 

which require authorisation from ENHCCG should put forward a 
request to PMOT ENHCCG using the provided form (Appendix 
B: Request for the Development of a New or Reviewing of a 
PGD). The form must be completed by the service 
manager/lead and/or the service clinical lead.  

 
6.2.1.3 The proposal should include consideration of the other available 

options for the supply and administration of medicines. A work 
plan for the development, distribution and communication of the 
PGD and with timescales and responsibilities should be 
included. PMOT within ENHCCG will consider the proposal and 
will then prioritise the development of the PGD depending on: 
• The appropriateness 
• Benefit to patients 
• Risk to patients 
• Financial implications 
• Staff resources (both for development and implementation). 

 
6.2.1.4 If the development of the PGD is agreed or declined (see 

section 5.5 for appeal process), provider organisation will be 
informed of the decision in writing and of the expected 
timescales for the development and implementation of the PGD. 
The decision made by ENHCCG must be recorded, including 
the rationale for the decision. 
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6.2.1.5. The Quality committee at ENHCCG are responsible for the 

monitoring and decision making surrounding the use of current 
PGDs and the development of new PGDs. PMOT will provide 
information accordingly. 

 
6.2.1.6 The availability of resources required for development and 

implementation of PGDs should be considered early in the 
commissioning process of a service. If the commissioned 
organisation does not have this resource the funding for 
provision will have to be resolved between the provider and the 
commissioner. 

 
6.2.2  Working Group for PGD development 
 
6.2.2.1 Legislation does not specify who must be involved in developing 

PGDs. The Health Service Circular (HSC 2000/026) states that 
PGDs ‘should be drawn up by a multidisciplinary group involving 
a doctor, a pharmacist and a representative of any other 
professional group expected to supply medicines under the 
PGD’. 

 
6.2.2.2 The NICE Good Practice Guideline (GPG) expands on this and 

states that a PGD working group should be established for each 
individual PGD, although the same group may be responsible 
for developing a number of PGDs. The responsibility for the 
membership of the PGD Working Group will lie with Provider 
Organisation, and it is expected that: 

 
6.2.2.3 The PGD Working Group is set up in line with GPG2 

recommendations: 
• Membership reflects recommendations of GPG2, including 

appropriate input from relevant primary care practitioners 
• The roles and responsibilities of each member of the PGD 

Working Group, how they work together to develop the 
PGD, and how the group operates, will be determined by 
the PGD Working Group 

• Individual PGDs will be developed by a named lead 
author, agreed by the PGD Working Group, who will have 
overall responsibility for clinical content 

• Where appropriate it seeks input from Public Health 
England and NHS England 

 
6.2.2.4 It takes into consideration the recommendations of the NICE 

competency framework for people developing, reviewing or 
updating PGDs. Additional expertise may be needed, for 
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example, a specialist with appropriate expertise, such as a local 
specialist in microbiology for PGDs containing an antimicrobial. 

 
6.2.2.5 All stakeholders in the development of the PGD should be 

identified by the PGD Working Group and consulted on the 
development of the PGD. Draft PGDs will be sent to 
representatives of the professional groups who will be operating 
under the PGD for comment and for identification of potential 
issues that may arise when PGDs are implemented. 

 
6.2.3. Template for development of PGDs 
 
6.2.3.1 PGDs should be developed using the NICE Guideline template 

for PGDs, available from: 
https://www.cppe.ac.uk/e-
learning/pgd/story_content/external_files/cppepgdtemplate.pdf. 

 
6.2.3.2 It is the responsibility of the lead author to manage all drafts of 

the PGD(s) from initial development to approval. Version control 
must be maintained, including dates of each draft, and version 
numbers, so that changes made can be tracked. 

 
6.2.4 Competency assessment for operating under the PGD 
 
6.2.4.1 The PGD Working Group alongside the Service Lead should 

consider and agree training and competency requirements for 
staff wishing to operate under the PGD, in line with the NICE 
competency framework for health professionals using PGDs, 
including: 
• Understanding of the requirements of individual PGDs 
• Knowledge of pharmacology of the drug to be included in 

the PGD 
• Knowledge of relevant legislation relating to use of the 

medicines and medical conditions and the content will be 
agreed by the PGD working group. 

 
6.2.5 Appeals process 
 
6.2.5.1 The provider organisations service manager/lead and the 

service clinical lead have 14 days to appeal the decision of the 
PGD Approval Group in writing where: 
• Further evidence is available to support the application, 

which was omitted in the initial application; 
• The governance process has not been followed. 

 
  

https://www.cppe.ac.uk/e-learning/pgd/story_content/external_files/cppepgdtemplate.pdf
https://www.cppe.ac.uk/e-learning/pgd/story_content/external_files/cppepgdtemplate.pdf
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6.3 Approval of Patient Group Directions 
 
6.3.1. Provider Organisation PGD Group Approval 
 
6.3.1.1 PGDs approved by the provider PGD group require the 

following signatures: 
• A senior Pharmacist 
• A senior Doctor (or dentist) 
• Lead health professional working under the PGD 

 
6.3.1.2 The doctor (or dentist) and pharmacist signatories must 

establish that the clinical and pharmaceutical content are 
accurate, and supported by the best available evidence.  

 
6.3.1.3 The provider organisation’s PGD Group will assess 

implementation requirements and develop a communications 
plan to support the dissemination of PGDs. The Group will 
identify an appropriate person who is responsible for ensuring 
that this occurs. 

 
6.3.1.4 For each PGD, the provider organisation should: 

• Identify a senior, responsible person from within the service 
to authorise named, registered health professionals to 
practice under the PGD. 

• The senior responsible person should also record the names 
of those working under a PGD which is maintained at the 
provider organisation. 

• Ensure that authorised health professionals have signed the 
appropriate current documentation. 

 
6.3.2 PGD Authorisation 
 
6.3.2.1 PGDs must be authorised only by an appropriate authorising 

body in line with legislation. In the NHS in England, the 
organisations that are legally authorised to approve PGDs are: 
• Clinical commissioning groups (CCGs); 
• Local authorities; 
• NHS trusts or NHS foundation trusts; 
• Special health authorities; 
• NHS England. 

 
6.3.2.2 This also applies to PGDs used for the provision of NHS funded 

services under arrangements between NHS bodies/local 
authorities and CQC registered independent medical agencies. 
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6.3.2.3 Prior to the authorisation of PGDs ENHCCG require the 
following documentation from the provider: 
• Local PGD Policy 
• PGD group Terms of Reference 
• Local Medicines Management Policy 
• Up to date list of current PGDs 

 
6.3.2.4 When authorising and signing a PGD as a commissioner, the 

authoriser must establish that a PGD is fit for purpose, i.e.: 
• The PGD has been developed according to the correct 

organisation procedures and processes 
• There are robust governance arrangements in place, which 

have been followed 
• All legal requirements have been met 
• Those involved in the development of the direction are 

competent to do so. 
 
6.3.2.5 Electronic signatures are acceptable: 

https://www.sps.nhs.uk/articles/questions-electronic-systems-
and-pgds/. However, attaching a scanned picture of a signature 
is not acceptable. 

 
6.3.2.6 For PGDs authorised by ENHCCG for use in a provider 

organisation - signed documents will be copied at ENHCCG and 
originals returned to the provider organisation, a copy will 
remain with ENHCCG. 

 
6.3.3. PGD document database 

 
6.3.3.1 A database of all approved PGD documents will be maintained 

by the Provider Organisation, this includes GP practices. The 
database will be maintained on the appropriate Medical 
Directorate/ GP practice drive.  

 
6.3.3.2 Each PGD will be given a unique PGD identifier and will be 

included on the summary front page of the relevant PGD. The 
expiry date for each PGD will also be recorded on the database. 
Copies of expired PGD master (original signed) documents will 
be kept as for all other patient records. For adults all PGD 
documents must be kept for a minimum of 10 years, and those 
that apply to children must be kept for 25 years. 

 
6.3.4 Database of authorised practitioners 

 
6.3.4.1 The names of the healthcare professionals who have been 

authorised to operate under PGDs must be kept by the service 
lead within the provider organisation. East and North 

https://www.sps.nhs.uk/articles/questions-electronic-systems-and-pgds/
https://www.sps.nhs.uk/articles/questions-electronic-systems-and-pgds/
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Hertfordshire CCG may request details of authorised 
practitioners. 

 
6.3.4.2 It is the responsibility of the service lead at the provider 

organisation (that is using the PGD) to ensure that the list is 
updated to reflect both new staff authorised to operate under 
the PGD and staff no longer authorised to operate under the 
PGD. Examples of service leads include: 

• Lead GP within a GP practice, who would authorise 
individual practice nurses 

• Superintendent pharmacist of a small, local chain of 
pharmacies, who would authorise individual pharmacists 
(managers and locums) 

• Clinical and Operational Lead for a particular service e.g. 
MIU 

 
6.3.5  Production and distribution of PGDs 

 
6.3.5.1 To ensure version control the provider organisation will only 

distribute their currently approved PGDs, maintain an up-to-date 
list of current approved PGDs and will appropriately archive all 
superseded versions. 

 
6.3.5.2 When any new or amended PGD are authorised for use, the 

provider organisation responsible for the development of the 
PGD will arrange for the relevant health care providers to be 
notified.  

 
6.3.5.3 It is the responsibility of each provider to ensure that this 

information is cascaded to all relevant staff. A copy, including 
the signatory page should be printed off by the service 
lead/manager, and this will be used to prepare individual copies 
for staff to refer to. The service lead/manager is responsible for 
ensuring the completeness and quality of the final copy for use 
by staff. 

 
6.3.5.4 Each individual member of staff working to a PGD must sign the 

‘Individual Authorisation’ page of the original signed copy that is 
retained by the service lead. A senior practitioner in the service 
or service manager must ensure that only staff who are 
competent to work under the PGD are signed up to it. They 
must also sign the ‘Individual Authorisation’ and keep the 
original signed document as a record for audit purposes. 

 
6.3.5.5 The original signed copy with signatures of the authorised 

healthcare professionals should be kept for a minimum of 10 
years, if treatment relates to adults, and those that apply to 
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children must be kept for 25 years. In the GP practice setting, it 
is the responsibility of the Senior Partner (or designated 
doctor/clinical lead) to ensure the competency, and to counter 
sign the documents for any nurse, or other authorised 
healthcare professional working under PGDs within the practice. 
The GP practice will keep these signed authorisations as both 
evidence of individuals’ competency and as a record of staff 
authorised to use the PGD. 

 
6.3.6 PGD Review Process 
 
6.3.6.1 PGDs must have an expiry date, and must not be used beyond 

their expiry date, because any supply and/or administration of a 
medicine(s) would be without legal authorisation. The expiry 
date for a PGD should be considered and determined on a 
case-by-case basis with patient safety paramount. NICE 
recommend that this should be a maximum of 3 years from the 
date the PGD was authorised (or re-authorised following 
review). 

 
6.3.6.2 Any proposed changes, including minor amendments, will 

require the PGD to go through the review process (via the 
organisations PGD group) and be re-authorised by the 
commissioner. It is the responsibility of the lead author to initiate 
the review process in good time to ensure continuity of care. A 
senior doctor and pharmacist must be involved in the review. 
The review process should involve consultation with all 
stakeholders. 

 
6.3.7 Responsibilities of authorised practitioners 
 
6.3.7.1 All staff in professional groups able to work under PGDs are 

expected to do so, where this is a requirement of the service 
and/or it is included in their job description. Each individual will 
have to sign an agreement to work to a PGD. 

 
6.3.7.2 Authorised practitioners must only undertake the extended role 

under a PGD in circumstances where they are competent to 
assess all relevant aspects of the patient’s clinical condition, 
take responsibility for supply and/or administration of the 
medicine and make related decisions. If the authorised 
practitioner is in any doubt about their competency they should 
not administer and/or supply in accordance with the PGD and 
should seek advice from their relevant professional body, or the 
clinical lead for the service. 
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6.3.7.3 A practitioner authorised to work under a PGD cannot delegate 
the responsibility to another person. All authorised practitioners 
supplying and/or administering medicines under PGDs must be 
named and have written evidence of competence, training, 
knowledge, experience and continuing education relevant to the 
clinical condition/situation to which the PGDs apply. The 
practitioner must take personal responsibility for ensuring they 
maintain their competence and knowledge, and attend 
additional training when appropriate. 

 
6.3.7.4 Practitioners should have a signed copy of the current PGD 

available for reference when supplying and/or administering a 
medicine. Practitioners should keep a record of the supply 
and/or administration made under a PGD. This should be made 
available for audit purposes when necessary. 

 
6.3.8 Adoption of PGDs 

Where a PGD is developed and supplied to the provider, the provider 
organisation must sign the PGD to ‘adopt’ it for use. This is required by 
the legislation governing PGDs. This also applies for community 
pharmacies that use PGDs that have been authorised by the 
commissioner. 

 
 
6.4  Medicine related processes 
 
6.4.1  Criteria for the administration and/or supply of medicines 
 
6.4.1.1. Supply and administration of the medicine must be strictly in 

accordance with the PGD and appropriate for the clinical 
condition. Evidence-based treatment guidelines should be used 
by the healthcare professional to inform clinical decision-making. 
The client must meet the eligibility criteria. Any variance from 
these criteria means that the client must be excluded and 
alternative arrangements for referral made. These should be 
documented. 

 
6.4.1.2 The provider must be able to provide the services clinical 

guidelines if requested by the commissioner. 
 
6.4.1.3 The provider must ensure that the legal, safe and secure 

handling of medicines including prescribing (or use of PGDs in 
this case), obtaining/ordering, recording, handling, dispensing, 
administration, storage and disposal is documented in their local 
medicines management policy. 
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6.4.1.4 The provider should aim to ensure the highest level of medicines 
management is provided and therefore minimise the risk of 
medicine errors.  All practice adheres to legal requirements and 
clinical recommendations including the Medicines Act 1968 and 
related Medicines Act Orders, The Misuse of Drugs Act, The 
Duthie 1988 and revision report.  The medicines management 
policy must meet CQC essential standards of quality and safety, 
outcome 9 
(http://www.cqc.org.uk/sites/default/files/documents/guidance_a
bout_compliance_summary.pdf) 

 
6.4.2 Patient Counselling 
 
6.4.2.1 The following should be discussed with the patient: 

• Reason for the treatment 
• Why the medicines are supplied and/or administered 
• Counselling on correct use of the medicine according to 

PGD and label; 
• The manufacturer’s patient information leaflet (PIL) must 

be provided when medicines are supplied to patients. It is 
good practice to provide the PIL when administering a 
medicine. Discuss any queries that the patient/carer may 
have 

• Possible side effects, their management and when to 
seek medical help; 

• Caution with interacting medicines; 
• Advice on follow-up treatment and referrals. 

 
6.4.3 Record Keeping 
 
6.4.3.1 The following information must be recorded: 

• Patient’s details: name, condition presented, medical 
history 

• Patient assessment and diagnosis 
• Contra-indications to any medicines 
• Medicines which have caused allergic reactions or side 

effects 
• Allergies to the drug and/or excipients 
• Current and recent prescription medication, including over 

the counter (OTC) medicines and herbal preparations 
• Reasons for exclusion and referral 
• Medicine supplied and/or administered: name; form; 

strength; quantity; batch number; expiry date; information 
and advice given 

• Name and/or signature of the Health Care Professional 
providing treatment and supplying the medicine 

http://www.cqc.org.uk/sites/default/files/documents/guidance_about_compliance_summary.pdf
http://www.cqc.org.uk/sites/default/files/documents/guidance_about_compliance_summary.pdf
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• All records must be signed, dated and kept for 10 years 
after last attendance, or up to the patient’s 25th birthday if 
longer than 10 years away. Records should be kept in the 
patient’s notes and sent to the patient’s GP, or as detailed 
in the individual PGD 

• Details of administration of vaccines to children must be 
sent to the appropriate Child Health Information System 

• Where available, an entry on the computer record under 
the healthcare professional’s individual identification and 
password is an acceptable alternative 

 
6.4.4 Security and Storage of Medicines 
 
6.4.4.1 Medicines must be stored in safe, secure, locked cupboards, or 

pharmaceutical refrigerators, in a secure lockable room away 
from public access following best practice principles: 

• Storage must be appropriate to the requirements for the 
medicine, e.g. refrigeration 

• Internal and external medicines must be stored separately 
• Flammables must be stored appropriately in a flammables 

cupboard 
 
6.4.4.2 When a POM is supplied, the medicine must be supplied in a 

pre-pack obtained from an approved supplier. The contents of 
pre-packs should not be altered to suit individual patients. They 
should be advised to take the recommend course and return 
excess doses to their community pharmacy for destruction. 
Each pre-pack must be labelled with the following: 

• Name of the medicine, form, strength and quantity 
• Directions for use, dose and frequency 
• Cautions and advisory labels 
• Additional warning ‘to keep out of reach of children’ 
• Special handling or storage instructions 
• Batch number and expiry date 
• Name and address of the service provider 

 
6.4.4.3. At the point of supply the Healthcare professional must add both 

the name of the patient, and the date of issue. In addition, the 
manufacturer’s patient information leaflet (PIL) must be provided 
each time a medicine is supplied to comply with European 
Council Directive 2004/27/EC. Arrangements for the collection of 
prescription charges, or identifying clients who are exempt from 
such charges, need to be in place to comply with NHS Standing 
Financial Orders. 

 
6.4.5 Premises 
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6.4.5.1 The service should be provided from premises with adequate 

facilities, which provide the necessary confidentiality and 
conform to any requirements stipulated in the PGD. 

 
6.4.6 Indemnity Insurance 
 
6.4.6.1 Individual practitioners should have their own Professional 

Indemnity Insurance and ensure that the insurance provider is 
aware that they are operating under PGDs. Those employed (as 
opposed to being self-employed) whether within or outside the 
NHS, will almost certainly be covered for these purposes. 
Practitioners, who are members of a professional organisation, 
or trades union, may also be covered additionally by this body. 
Most employers provide vicarious liability insurance to cover the 
acts or omissions of their employees, but practitioners must 
check that they are covered. The service lead/manager 
authorising staff to operate under PGDs within their service 
should also ensure that their professional indemnity insurance 
covers their authorising PGDs for use within their service. 

 
 
6.5 Contract Management 
 
6.5.1 Contract Performance Notice 
 
6.5.1.1 Where Providers are deemed to fall below acceptable 

performance standards, the CCG will follow the process set out 
in Clause 9 of the General Conditions to the Contract, and 
where it is deemed necessary, will issue a Contract 
Performance Notice to the Provider and request a formal 
Remedial Action Plan to be put in place until issues are 
resolved, or suitable reassurance provided. 

 
 
6.6 Monitoring and Audit of PGDs 
 
6.6.1. It is a legal requirement to keep records of administration and/or supply 

under PGD for audit purposes. Care provided under a PGD must be 
audited. It is recommended that an audit of PGDs is undertaken 
annually. For new staff, practice should be audited six months after 
commencing the post. 

 
6.6.2 Audits on the use of PGDs will be initiated and carried out by Service 

Leads/Managers to ensure compliance with procedures. The results of 
the audit should be shared within the service and reported to the PGD 
Approval Group on request. The audit must include: 
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• Reason for administering or supplying under PGD 
• Record of assessment criteria (e.g. appropriate history taking 

required for decision making) 
• Reason for not making supply/administering and action taken 
• History of allergy recorded in notes 
• Advice given: verbal and written 
 

6.6.3 PGDs will not normally be accepted for revision unless an audit report 
has been provided (details above). 
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Appendix 1: Overview of the process for considering the need for, 
developing, authorising, using and updating PGDs (NICE MPG2, 2013)   

* For PGDS which require authorisation by 
ENHCCG (i.e. non NHS organisations): 

 
PGDS proposals and PGDS requiring 

authorisation should be submitted to PMOT 
(Senior Pharmaceutical Adviser, PGDS) via 

enhccg.quality@nhs.net. 
 

PMOT will communicate directly with the 
provider. 

* 

* 

mailto:enhccg.quality@nhs.net
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Appendix 2 - Request for the Development of a New PGD or Review of an 
Existing PGD  
 

PGD Details 
Title of the PGD 

Drug: 

Clinical Indication(s) 

Indication(s) within scope of contracted service? 

New PGD or Review of Existing PGD 
 

Ref No (revision only)  

Expiry date (revision only)  

Timescale for development/revision 

Proposer Details (Service Manager/Lead or Clinical Service Lead)  

Name  

Job title  

Organisation  

Email Address  

Telephone Number  

Commissioning/Provider Arrangements for Service 
 

Commissioning Organisation  

Provider Organisation 

Organisation delivering the service 

Setting(s) where the PGD will be used 

Health professional groups working under the PGD 
 

Proposed Core Members of the PGD Working Group 

Lead Author name (maybe member below)  

Organisation  

Email Address  

Doctor / Dentist name (delete as appropriate)  

Organisation  

Email Address  
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Service Manager/Lead name 

Organisation  

Email Address  

Pharmacist name 

Organisation  

Email Address  

Professional Group (working to the PGD) Representative name 

Organisation  

Email Address  

Clinical Lead name (may be the doctor/dentist)  

Organisation  

Email Address  

Other member title & name 

Organisation  

Email Address  
 

PGD Purpose and Benefit to Patient Care:  
Provide details to the criteria below and include supporting evidence:  
The condition to be treated, considering patient inclusion and/or exclusion criteria  
 
Benefits to patient care  
 
Potential risks to patient safety 
 
Medication information 

Medicine(s) to be supplied and/or administered 
Dosage 
Quantity 
Formulation 
Strength 
Route 
Frequency of administration 
Duration of treatment 
Licence status (licensed, unlicensed and or off-label use) 
Legal classification e.g. POM, CD, Black Triangle 
Included in the local formulary? 
 

Resources needed to deliver the service 

Finance & staff resources including development and implementation 
Training & competency needs 
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Service provisions for supplying and/or administering the medicine(s) 

Current place of medication in treatment pathway 

Evidence to support use of medication 

Clinical indication(s) incorporated into organisations clinical guidelines? 

Clinical protocols available to support practice? 

Other available options to provide the service – risks and benefits  
 
Stakeholder View  
 

 
☐ Work plan attached outlining the process for development, distribution 
and communication of PGD with responsibilities and timescales.  
☐ Evaluation and monitoring report attached  
 
Service Clinical Lead Signature  
 
 
Date__________________  
 
 
Service Manager/Lead Signature  
 
 
Date__________________  
 
Completed forms should be submitted to PMOT (Senior Pharmaceutical 
Adviser, PGDS) at ENHCCG via: enhccg.quality@nhs.net   

mailto:enhccg.quality@nhs.net
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Appendix 3: Equality Impact Assessment Stage 1 Screening 
1. Policy EIA Completion Details 
Title: Policy for the Development, Approval & 
Implement of PGDS 
 Proposed            Existing 
Date of Completion: December 2016 
Review Date: December 2018 

Names & Titles of staff involved in completing the EIA: 
Rebecca Thomas, Senior Pharmaceutical Advisor 
 
 

2. Details of the Policy. Who is likely to be affected by this policy? 
 Staff  Patients  Public 
3. Impact on Groups with Protected Characteristics 
 Probable impact on group? High, Medium 

or Low 
Please explain 
your answer Positive Adverse None 

Age                         
Being married or in a 
civil partnership  

                       
 

Disability (inc. learning 
difficulties, physical 
disability, sensory 
impairment) 

                       

Having just had a baby 
or being pregnant  

                       
 

Race, (inc. ethnicity, 
nationality, language) 

                       
 

Religion or belief                   

Sex (inc. being a 
transsexual person) 

                  

Sexual Orientation                   

Other:                        

No impact on any of 
the groups above.  

This Policy describes the steps in which a provider and ENHCCG must 
follow in the development and authorisation of patient group directions. 
This policy aims to ensure that medication will be used in a safe and 
effective manner by professionals, providing services to patients within 
the East and North Hertfordshire area. 

4. Which equality legislative Act applies to the policy? 
 Human Rights Act 1998 
 Equality Act 2010 
 Health & Safety Regulations 

 Mental Health Act 1983 
 Mental Capacity Act 2005 

5. How could the identified adverse effects be minimised or eradicated?  
Nil identified adverse effects. 
6. How is the effect of the policy on different Impact Groups going to be monitored? 
n/a. 



 

  
Policy for the development, approval and implementation of Patient 
Group Directions (PGDS) at East and North Hertfordshire Clinical 
Commissioning Group – (v1.4 FINAL) 
NHS East and North Hertfordshire Clinical Commissioning Group 

 
Page 28 of 28 

 

 
Appendix 4: Privacy Impact Assessment Stage 1 Screening 
1. Policy PIA Completion Details 
Title: Policy for the development, approval and 
implementation of Patient Group Directions 
(PGDS) at East and North Hertfordshire Clinical 
Commissioning Group 
 Proposed                  Existing 
Date of Completion:  
Review Date:  

Names & Titles of staff involved in completing 
the PIA: Rebecca Thomas 
 

2. Details of the Policy. Who is likely to be affected by this policy? 
 Staff  Patients  Public 
 Yes No Please explain your answers 
Technology     
Does the policy apply new or additional 
information technologies that have the 
potential for privacy intrusion?  
(Example: use of smartcards) 

  

 

Identity 
By adhering to the policy content does it 
involve the use or re-use of existing identifiers, 
intrusive identification or authentication? 
(Example: digital signatures, presentation of 
identity documents, biometrics etc.) 

  

Use of digital signatures in 
the approval/ authorisation 
process of patient group 
directions, see page 12. 

By adhering to the policy content is there a risk 
of denying anonymity and de-identification or 
converting previously anonymous or de-
identified data into identifiable formats? 

  
 

Multiple Organisations 
Does the policy affect multiple organisations? 
(Example: joint working initiatives with other 
government departments or private sector 
organisations)   

  

 

Data 
By adhering to the policy is there likelihood that 
the data handling processes are changed? 
(Example: this would include a more intensive 
processing  of data than that which was 
originally expected) 

  

 

If Yes to any of the above have the risks been 
assessed, can they be evidenced, has the 
policy content and its implications been 
understood and approved by the department?  

Yes 

 


