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	This Patient Group Direction (PGD) must only be used by registered Radiographers who have been named and authorised by their organisation to practice under it. The most recent and in date final signed version of the PGD should be used.


Patient Group Direction
for the administration of gadobenate dimeglumine by registered Radiographers for Magnetic Resonance Imaging (MRI) investigations and procedures
in location/service/organisation
Version Number 3.0
	Change History

	Version and Date
	Change details

	Version 2.0

April 2022
	Updated template

	Version 3.0

October 2024
	Updated template
Consent wording updated following discussions with Sor and RCR


Each organisation using this PGD must ensure that it is formally signed by a senior pharmacist, a senior doctor and any other professional group representatives involved in its review and that it is reviewed in line with the organisations’ PGD governance system.  The organisation’s governance lead must sign to authorise the PGD on behalf of the authorising organisation to ensure that this document meets legal requirements for a PGD.
  PGD DEVELOPMENT GROUP

	Date PGD template comes into effect: 
	1st April 2025

	Review date
	1st September 2027 or earlier in the event of significant changes in best practice

	Expiry date: 
	31st March 2028


This template was written, peer reviewed and ratified by the Contrast Agent PGD Working Group which is supported by the Specialist Pharmacy Service (SPS), the Royal College of Radiologists (RCR), the Society and College of Radiographers (SCOR) and NHS England.  It has been endorsed by The Faculty of Clinical Radiology of The Royal College of Radiologists, the Society and College of Radiographers and NHSE National Speciality Adviser for Imaging Dr Richard Goodwin.

Note the working group and approving organisation(s) agreement to the content only applies to the national template and does not extend to any local adaptations made to any of the content which are solely the responsibility of the organisation authorising the PGD. The most up to date version of the template is available here (https://www.sps.nhs.uk/home/guidance/patient-group-directions/templates/)  

This section MUST REMAIN when a PGD is adopted by an organisation. 

	NAME/ROLE
	POSITION
	DATE

	Catherine Baldridge
	Associate Chief Pharmacist Medicines Governance and Safety, Medicines Safety Officer South Tyneside and Sunderland NHS Foundation Trust  
	October 2024



	Professor Giles Roditi


	Consultant Cardiovascular Radiologist NHS Greater Glasgow & Clyde; Honorary Professor in the Institute of Cardiovascular and Medical Sciences, University of Glasgow; Past-President Society of Magnetic Resonance Angiography; Representing the RCR
	

	Dr Richard Goodwin
	Lead National Specialty Advisor for Imaging 

National Diagnostic Programme

NHS England
	

	Jo Jenkins 
	Specialist Pharmacist, Patient Group Directions. Specialist Pharmacy Service (SPS)
	

	Barbara Parkinson - Working Group Lead
	Advanced Specialist Pharmacy Technician. Specialist Pharmacy Service (SPS)
	

	Paul Newman
	MRI Radiographer, North West Anglia NHS Foundation Trust
	

	Sarah Bond
	Operational Lead Radiographer,

 Royal United Hospitals Bath NHS Foundation Trust
	

	Sarah Donickey


	Advanced Practice Radiographer

Pre-Treatment Lead, Musgrove Park Hospital
	

	Peter Caulton
	Clinical Professional Manager for CT & MRI services St Helens & Knowsley Teaching Hospitals NHS Trust
	

	Sue Johnson
	Professional Officer Clinical Imaging, The Society and College of Radiographers
	

	Jo Wilkinson     


	Specialist Pharmacist – Hinchingbrooke Hospital North West Anglia NHS Foundation Trust
	

	Sarah Jenkins
	Quality and Governance Manager, Imaging services, University hospitals Dorset
	

	Tamsin Arnold
	Accredited Advanced Practitioner Radiographer

CT Dementia Reporting and Radiology Governance, University Hospitals Sussex NHS Foundation Trust

Joint Chair, Society and College of Radiographers CT Advisory Group
	

	James Brymer
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The Royal Marsden
	


The working group gratefully acknowledge the specialist input of Dr Colin Geddes, Consultant Nephrologist, Queen Elizabeth University Hospital, NHS Greater Glasgow & Clyde.

The PGD template is not legally valid until it has had the relevant organisational approval.  See below.
ORGANISATIONAL AUTHORISATIONS AND OTHER LEGAL REQUIREMENTS

This page may be deleted if replaced with a format agreed according to local PGD policy with relevant approvals and authorisation. 

The PGD is not legally valid until it has had the relevant organisational authorisations.  
To ensure compliance with the law, organisations must add local authorisation details i.e. clinical authorisations and the person signing on behalf of the authorising organisation. You may either complete details below or delete and use a format agreed according to local PGD policy which complies with PGD legislation and NICE MPG2 PGD 2017.  

	Name 
	Job title and organisation 
	Signature
	Date

	Senior doctor 
	
	
	

	Senior pharmacist
	
	
	

	Senior representative of professional group using the PGD 
	
	
	

	Person signing on behalf of authorising body 
	
	
	


It is the responsibility of the provider organisation to ensure that all legal and governance requirements for using the PGD are met.
To meet legal requirements, authorising organisations must add an Individual Practitioner Authorisation sheet or List of Authorised Practitioners. This varies according to local policy and how the service is managed but this should be a signature list or an individual agreement. 

PGDs do not remove inherent professional obligations or accountability. It is the responsibility of each professional to practice only within the bounds of their own competence and in accordance with their own Code of Professional Conduct.  Individual practitioners must declare that they have read and understood the Patient Group Direction and agree to supply/administer contrast listed only in accordance with the PGD. 

ORGANISATIONS MAY ALSO ADD:

· Local training and competency assessment documentation 

· Other supporting local guidance or information

· Links to local PGD Policy and other supporting guidance
· Audit requirements 
Any reference to a Trust protocol (either clinical to be followed as part of the administration of a contrast agent with the PGD or for any other purpose) must be referenced and hyperlinked to ensure the practitioner acting under the PGD has direct access to the protocol for reference.
Training and competency of registered Radiographers
	
	Requirements of registered Radiographers working under the PGD

	Qualifications and professional registration
	Radiographers registered with the Health and Care Professions Council (HCPC).

Successful completion of Society and College of Radiographers approved   course in administration of intravascular contrast agent including competency assessment or locally authorised training course and competency programme.

	Initial training
	Anaphylaxis and resuscitation training and hospital life support relevant to MR environment – review to reflect local organisation policy and training

	Competency assessment
	Staff operating under this PGD are encouraged to review their competency using the NICE Competency Framework for health professionals using patient group directions
Local PGD or medication training required by organisation 

Individuals operating under this PGD are personally responsible for ensuring they remain up to date with the use of all medicines included in the PGD - if any training needs are identified these should be discussed with the senior individual responsible for authorising individuals to act under the PGD and further training provided as required.

	Ongoing training and competency
	Local PGD or medication training required by organisation
Anaphylaxis and resuscitation training annual updates – review to reflect local organisation policy
Completion and submission of Continuous Professional Development (CPD) as required by HCPC.

	The decision to administer any contrast rests with the individual registered practitioner who must abide by the PGD and any associated organisation policies.  In this PGD this is the Radiographer.  


Clinical condition
	Clinical condition or situation to which this PGD applies
	Imaging procedures within the Radiology/Radiotherapy Department to allow the visualisation of the liver in individuals undergoing an MRI scan following an approved protocol (link to organisation protocol/s as relevant).

	Inclusion criteria
	· Individual consent gained.  Where practical a copy of the manufacturer’s information leaflet should be offered to the individual at the time of consenting to treatment to ensure informed consent can be given.

OR
· (This section should be included only when supported by local organisational policy and risk assessment. For example, organisations may choose to limit the staff and services) A best interest decision is taken where an individual is unable to provide informed consent.  In the context of the clinical scenario described in this PGD the individual being treated may not be able to make an informed choice nor consent to treatment. The clinician working under this PGD should act in the best interests of the individual at all times and within their professional competency and code of conduct.
· Individual aged X years or over who has been referred for an imaging procedure requiring gadobenate dimeglumine following an approved protocol (link to organisation protocol/s as relevant).
· The Radiographer acting under this PGD must have evidence of a valid referral which has been justified and authorised by an entitled Radiologist/Clinical Oncologist or appropriately qualified Radiographer and this details contrast agent to be administered.  

· Individual must have completed a pre-examination checklist relevant to the imaging procedure being undertaken.  
· Known Chronic Kidney Disease (CKD) and Acute Kidney Injury (AKI):
· Scheduled inpatients: contrast can only be administered under this PGD in individuals with known CKD (all stages) and/or AKI if the most recent eGFR is >30ml/min/1.73m2 and has been obtained within the past 7 days.  
· Outpatients: contrast can only be administered under this PGD in individuals 

	
	with known CKD if eGFR >30ml/min/1.73m2.  In individuals with known CKD (all stages) an eGFR should only be obtained prior to contrast administration when renal function has not been recorded within the past 3 months or when this recorded renal function was <30ml/min/1.73m2. 

	Exclusion criteria for administration of agent under this PGD
	· Informed consent refused.
OR
· Where organisations have chosen to include a best interest decision where consent has not obtained (see inclusion criteria) but the best interest decision made is not to proceed with administration of the contrast agent under this PGD.

· Individual aged under 2 years of age 
· Previous adverse drug reaction (allergic, hypersensitivity or other) after administration of gadobenate dimeglumine or a contrast agent of a similar nature or to any component of gadobenate dimeglumine. 

· Individuals with a known eGFR of <30ml/min/1.73m2 

· Known or suspected pregnancy.
· Any clinical history documented in the radiology referral/imaging referral/request of asthma which is poorly controlled at the time of the procedure.  

	Cautions (refer to Radiologist or medical team for advice)
	· Previous history of any adverse drug reaction to an intravascular contrast agent not listed in the exclusion criteria.  Caution should be exercised where there is a known previous moderately severe reaction to intravascular contrast such as bronchospasm or urticaria requiring treatment or severe reactions (e.g. laryngeal or angioneurotic oedema, severe bronchospasm or collapse) to intravascular contrast. Any individual known to have had a previous moderately severe or severe reaction to contrast agent should be discussed with the supervising Radiologist, Clinical Oncologist (or other medically qualified imaging expert) prior to administration of contrast agents under this PGD.  If the practitioner acting under this PGD decides to continue to administer the named agent under the PGD a full record of the decision must be made in the individual’s clinical record. 
· History of severe/multiple allergy including food allergies, hay fever and urticaria that has required medical intervention.  Advise individual of potential risk and discuss with the supervising Radiologist, Clinical Oncologist (or other medically qualified imaging expert) prior to administration of contrast agents under this PGD.  If the practitioner acting under this PGD decides to continue to administer the named agent under the PGD a full record of the decision must be made in the individual’s clinical record.

	Arrangements for referral for medical advice/action to be taken if individual excluded or declines treatment 
	Refer to Radiologist/Clinical Oncologist/medically qualified imaging expert or referring medical team and enter details into the clinical/radiology record.


Details of the contrast
	Name, form and strength of contrast
	Gadobenate dimeglumine 0.5M solution for intravascular injection.

	Legal category
	POM

	Route/method of administration
	Intravenous injection according to relevant approved protocol (link to organisation protocol/s as relevant)

	Dose and frequency
	Single dose as per approved protocol (link to organisation protocol/s as relevant) or include dose/strength as locally agreed
Note: all doses should be calculated by weight (kg)

	Quantity to be administered and/or supplied
	Single dose for procedure indicated by approved protocol (link to organisation protocol/s as relevant).

	Maximum or minimum treatment period
	Single procedure permitted under this PGD.
Repeated dose(s) of gadolinium contrast may be given under a PGD (as a separate episode of care) to individuals with an eGFR of >30ml/min/1.73m2 where a repeat dose is given 4 hours after a previous dose. 

	Drug Interactions
	None reported relevant to Radiographer administration of contrast.

	Adverse effects
	Refer to the product Summary of Product Characteristics (SPC) for full details of known adverse effects.

The below list details only commonly reported adverse effects (>1 in 100) and does not represent all the product’s known adverse effects:

· Nausea 
· Headache

	Action to be taken in instance of adverse drug reaction (ADR)
	· The Radiographer acting under this PGD must ensure that all necessary drugs and equipment are available for immediate treatment should a hypersensitivity reaction occur or if the individual becomes acutely unwell and they must be appropriately trained as detailed in the ‘Initial Training’ section of this PGD .  

· There should be a system in place to call an 

	
	· appropriately trained clinician/s who can deal immediately with a severe contrast agent reaction in the MR environment (link to organisation protocol/s as relevant).  
· If required the crash or resuscitation team should be called immediately (link to organisation protocol/s as relevant).  
· An anaphylaxis kit and resuscitation trolley or kit should be immediately available. In the case of an emergency, such as cardiac arrest, within the scan room, the individual should be removed from the MR environment prior to the arrival of the resuscitation team and their equipment.  Owing to the hazards of the static magnetic field, resuscitation of individuals should take place outside the MRI scan room.  Local policy should outline specific procedures to reflect this.
· Extravasation may be associated with fragile or damaged veins. Although most injuries caused by extravasation are minor, severe injuries may include skin ulceration and soft tissue necrosis. Should there be any concerns about extravasation follow organisation policy (include link and any further detail required)
· Record all ADRs in the individual’s radiology record including name and dose of contrast administered.

· Report via organisation incident policy (include link and any further detail required)
· Report all serious suspected adverse reactions to the MHRA via the Yellow Card Scheme https://yellowcard.mhra.gov.uk/follow organisation policy (include link and any further detail required)


	Additional resources required/Additional advice
	· All individuals must be continuously observed for the first 5 minutes post contrast agent injection. 
· All outpatients must remain within the radiology/imaging unit for a minimum of 15 minutes post contrast agent injection. 

	Storage
	· Stock must be securely stored in a lockable cupboard.

· Do not freeze.
· From a microbiological point of view, the product should be used immediately after drawing up.

· Contrast agent should ideally be warmed to body temperature prior to administration.  

	Written information to be given to individual or carer
	· Where practical a copy of the manufacturer’s information leaflet should be offered at the time of consenting to contrast administration to ensure informed consent can be given.  If not practical at the time of consent then a copy should be offered if possible to do so.  

· Include any details and links to organisation specific information resources. 

· If relevant the individual should be advised on management of injection site/s and any infection control or self-management required.  

· Individual should be informed that whilst uncommon a mild allergic reaction such as a rash, itchiness, feeling hot or cold, runny nose, watery eyes can occur and that they must inform a healthcare professional if they experience these symptoms.

· Breast feeding – advise individual that only very small amounts of gadolinium contrast medium given to a lactating mother reach the milk, and only a minute proportion entering the infant’s gut is absorbed. The very small potential risk associated with absorption of contrast medium is considered insufficient to warrant suspending breastfeeding for any period following gadolinium contrast agent administration. Advice from the RCR is available here.

	Follow-up including advice to be given to individual or carer
	· Individual should be assessed prior to being discharged from the department for any adverse effects from the administered agent or for any signs of extravasation follow organisation policy (include link and any further detail required).
· Advise of possible adverse effects and where to seek advice in the event of a suspected adverse reaction developing.

	Records to be kept 
	The following must be recorded in relation to the individual’s details such as name, date of birth, hospital or NHS number/CHI number in line with local procedures for recording clinical records:

· Inclusion or exclusion from PGD

· Date and time of administration

· Clinical history in regard to allergies, previous adverse events and the criteria under which the patent fits the PGD

· Details of contrast including name, strength dose, route and site of administration.

· Batch number and expiry date of contrast administered.

· A statement that administration is under a PGD.

· Name/identifier and signature (which may be electronic) of healthcare professional acting under the PGD to administer the contrast agents.

· Relevant information that was given to the individual/carer.

· Record that consent refused – if consent refused record actions taken. 

· Record details of and outcomes to any discussion with clinician/s under Cautions section of the PGD.  


Key references (accessed September 2024 )
	· Summary of Product Characteristics accessed via https://products.mhra.gov.uk/ 
· Royal College of Radiologists Faculty of Clinical Radiology Guidance on gadolinium-based contrast agent administration to adult patients https://www.rcr.ac.uk/publication/guidance-gadolinium-based-contrast-agent-administration-adult-patients 
· RAZNCR Gadolinium-containing MRI Contrast Agents Guidelines https://www.ranzcr.com/college/document-library/gadolinium-containing-mri-contrast-agents-guidelines 
· Current edition of British National Formulary accessed via www.bnf.org 

· ESUR Guidelines on Contrast Media accessed via http://www.esur.org/guidelines/ 

· Society and College of Radiographers Obtaining consent: a clinical guideline for the diagnostic imaging and radiotherapy workforce https://www.sor.org/learning-advice/professional-practice/areas-of-practice/obtaining-consent 

· Royal Pharmaceutical Society Safe and Secure Handling of Medicines https://www.rpharms.com/making-a-difference/projects-and-campaigns/safe-and-secure-handling-of-medicines 

· ESUR CMSC guidelines https://www.european-radiology.org/highlights/need-know-post-contrast-acute-kidney-injury-aki/ 
· Royal College of Radiographers and Society of Radiographers statement on patients who are breastfeeding who require a CT or MRI with contrast  https://www.rcr.ac.uk/news-policy/latest-updates/rcr-and-sor-statement-on-patients-who-are-breastfeeding-who-require-a-ct-or-mri-with-contrast/ 


Appendices (appendices may be added as agreed locally including relevant patient questionnaires, links to protocols and any patient information)
Appendix A - Registered health professional authorisation sheet (example – local versions/electronic systems may be used)
PGD Name/Version            Valid from:                       Expiry:  
Before signing this PGD, check that the document has had the necessary authorisations. Without these, this PGD is not lawfully valid.

Registered health professional

By signing this patient group direction you are indicating that you agree to its contents and that you will work within it.

Patient group directions do not remove inherent professional obligations or accountability.

It is the responsibility of each professional to practise only within the bounds of their own competence and professional code of conduct.

	I confirm that I have read and understood the content of this Patient Group Direction and that I am willing and competent to work to it within my professional code of conduct.

	Name
	Designation
	Signature
	Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Authorising manager 

	I confirm that the registered health professionals named above have declared themselves suitably trained and competent to work under this PGD. I give authorisation on behalf of insert name of organisation for the above named health care professionals who have signed the PGD to work under it.

	Name
	Designation
	Signature
	Date

	
	
	
	


Note to authorising manager

Score through unused rows in the list of registered health professionals to prevent additions post managerial authorisation.

This authorisation sheet should be retained to serve as a record of those registered health professionals authorised to work under this PGD.

Add details on how this information is to be retained according to organisation PGD policy.
Reference Number:

Valid from:

Review date:

Expiry date:
12

