

Text [highlighted in blue and in single square brackets] should be replaced with the user organisation’s own text. Text [[highlighted in yellow and in double square brackets]] is advisory text and should be removed in final authorised versions of the PGD.  It is advised that all non-highlighted text remains in final authorised versions.
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 [[See the NICE guidance for the definition of an authorising body]]
	This Patient Group Direction (PGD) must only be used by registered healthcare professionals 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 intravenous hyoscine butylbromide (e.g. Buscopan®) for imaging investigations 
in [location/service/organisation]

Version Number 1.0

Change history

	Version and Date
	Change details

	Version 1
April 2025
	New template



[[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: 
	April 2025

	Review date

	October 2027

	Expiry date: 
	April 2028



This template was written, peer reviewed and ratified by the Radiology PGD Working Group which is supported by the NHS Specialist Pharmacy Service (SPS), the Royal College of Radiologists (RCR), the Society and College of Radiographers (SoR) and British Society of GI and Abdominal Radiologists (BSGAR).  It has been endorsed by The Faculty of Clinical Radiology of The Royal College of Radiologists, the Society 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 from the SPS national PGD template webpage.
This section MUST REMAIN when a PGD is adopted by an organisation. 

	Name or Role
	Position

	Ann Heathcote
	SoR CTAG member; Diagnostic Imaging Specialist Advisor Alliance Medical

	Anthony Richards
	SoR DIAG member; GI Clinical Specialist Radiographer Tunbridge Wells Hospital

	Barbara Parkinson
	Advanced Specialist Pharmacy Technician. Governance, Medicines Use and Safety, NHS Specialist Pharmacy Service

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

	Craig Roe
	CTAG member; CT Extended Imaging Practitioner radiographer CTC Lead Radiographer Leeds Teaching Hospitals

	Dr Ben Rea
	Consultant Radiologist, Sheffield Teaching Hospitals NHS Foundation Trust; Bowel Cancer Screening Programme (BCSP) Radiology network; executive member of BSGAR

	Dr Damian Tolan
	Consultant Gastrointestinal Radiologist Leeds Teaching Hospitals

	Dr Darren Hudson
	MRI Clinical Lead/Medical Devices Safety Officer InHealth; SoR MR Advisory Group member

	Federica Palma
	SoR CTAG member

	James Brymer
	SoR CT SIG member; Radiology Operational Lead The Royal Marsden

	Jo Jenkins (working group lead)

	Associate Director, Governance, Medicines Use and Safety, NHS Specialist Pharmacy Service

	Jo Wilkinson
	Specialist Pharmacist – Theatres and Critical Care Hinchingbrooke Hospital North West Anglia NHS Foundation Trust

	Rachel Baldwin 
	GI radiographer London North West University Healthcare NHS Trust; BCSP radiology network member

	Saraaz Khalil
	SoR DIAG member; Diagnostic Radiographer Bradford Teaching Hospitals

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

	Tamsin Arnold
	SoR CTAG member; Accredited Advanced Practitioner Radiographer CT Dementia Reporting and Radiology Governance University Hospitals Sussex




[[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 the authorising body as defined by NICE 
	
	
	



[[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 medicine 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 the medicine named 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.]]
[bookmark: Table2]
Characteristics of staff
The decision to administer any medicine rests with the individual registered practitioner who must abide by the PGD and any associated organisation policies
	Qualifications and professional registration
	Radiographers registered with the Health and Care Professions Council (HCPC).

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

[ Successful completion appropriate IV and administration training with relevant updates as required - review to reflect local organisation policy and training ]

[ Anaphylaxis and resuscitation training and hospital life support – review to reflect local organisation policy and training ]

	Competency assessment
	Registered healthcare professionals (HCPs) operating under this PGD must be assessed as competent (see Appendix A) or complete an appropriate self-declaration of competence
Registered HCPs operating under this PGD are encouraged to review their competency using the NICE Competency Framework for health professionals using patient group directions 
[Organisational PGD and/ or medication training required by employing Trust/organisation] 


	Ongoing training and competency
	Registered HCPs operating under this PGD are personally responsible for ensuring they remain up to date with the use of the medicine included in the PGD - if any training needs are identified these should be discussed with the senior individual responsible for authorising staff to act under the PGD and further training provided as required.
[Organisational PGD intravenous administration and/or medication training as required by employing Trust/ 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.



Clinical condition or situation to which this PGD applies
	Clinical condition or situation to which this PGD applies
	Diagnostic imaging procedures within imaging services where a prophylactic anti-peristaltic agent to improve imaging quality, or aid the comfort of individual, is indicated  [ e.g. CT and MRI enterography, MR pelvis and CT staging GI examinations and CT colonography following an approved protocol (link to organisation protocol/s as relevant).]

	Criteria for inclusion 
	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 18 years or over who has been referred for an imaging procedure requiring hyoscine butylbromide following an approved protocol [(link to organisation protocol/s as relevant)].
The practitioner acting under this PGD must have evidence of a valid referral which has been justified and authorised.
The practitioner acting under this PGD must have completed a pre-examination checklist relevant to the imaging procedure being undertaken at the time of the procedure.  

	Criteria for exclusion
	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 medicine under this PGD.]
Individual aged under 18 years of age.
Previous adverse reaction (allergic, hypersensitivity or other) after administration of hyoscine butylbromide or to any excipient listed within the Summary of Product Characteristics (SmPC) on the EMC website.
Myasthenia gravis
Known untreated angle-closure glaucoma (may also be reported as closed-angle glaucoma or narrow-angle glaucoma)
Tachyarrhythmia
Uncontrolled heart failure, unstable angina, recent myocardial infarction and cardiac tachyarrhythmia
Acute untreated/unmanaged urinary retention
Signs and/or symptoms of toxic megacolon (secondary to ulcerative colitis)
Pyloric stenosis
Paralytic or obstructive ileus
Known pregnancy
Acute confusion
Individuals with infections around the injection site for IV cannulation and a Visual Infusion Phlebitis (VIP) score of [1 (amend to reflect local scoring guidance)]

	Cautions including any relevant action to be taken
	 After parenteral administration of hyoscine butylbromide, cases of anaphylaxis including episodes of shock have been observed. Individuals receiving hyoscine butylbromide should be kept under observation for at least [ 15 minutes (amend as required to align with local policy).]
In case severe, unexplained abdominal pain persists or worsens, or occurs together with symptoms like fever, nausea, vomiting, changes in bowel movements, abdominal tenderness, decreased blood pressure, fainting, or blood in stool.  Refer immediately to a suitable clinician for appropriate diagnostic measures/investigation into the aetiology of the symptoms.
Elevation of intraocular pressure may occur in individuals with undiagnosed, and therefore untreated, narrow angle glaucoma. Individuals must be advised to seek urgent medical advice if they develop a painful red eye with loss of vision in the 24 hours following injection informing the clinician that they have recently been given hyoscine butylbromide
Due to the possibility that anticholinergics may reduce sweating, hyoscine butylbromide should be administered with caution to individuals with known pyrexia.  Advise relevant individuals to seek urgent medical advice if their condition worsens/temperature rises.  
The anticholinergic effect (e.g. dry mouth, flushing, constipation, urinary retention) of certain medicines may be intensified by hyoscine butylbromide. Advise relevant individuals that this may occur and to seek medical advice if concerned.  Relevant medicines include:
· tri- and tetracyclic antidepressants (e.g. amitriptyline) 
· antihistamines (e.g. chlorphenamine, loratadine, cetirizine)
· antipsychotics (e.g. phenothiazines (e.g. chlorpromazine, prochlorperazine), butyrophenones (e.g. haloperidol))
· quinidine
· disopyramide
· amantadine
· other anti-cholinergic e.g. tiotropium, ipratropium 
The tachycardia effects of beta-adrenergic agents, such as salbutamol, may be enhanced by hyoscine butylbromide resulting in an increase in heart rate.  Advise relevant individuals that this may occur and to seek medical advice if concerned.  
If the individual reports any persistent symptoms of increased heart rate (palpitations, dizziness, shortness of breath) post hyoscine administration refer to a radiologist as urgently as possible, or to medical on call team if radiologist cannot be contacted immediately.
Concomitant treatment with dopamine antagonists such as metoclopramide may result in diminution of the effects of both medicines on the gastrointestinal tract. Advise individual of possible adverse effects and advise to seek medical advice if concerned.  
Mechanical stenosis of the gastrointestinal tract – discuss with refer or radiologist to determine suitable course of action and only proceed to administer under this PGD where radiographer is assured administration under the PGD is appropriate.  

	Actions to be taken if the individual is 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.





Description of treatment
	Name, form and strength of medicine
	Hyoscine butylbromide injection 
Each 1ml ampoule contains 20mg hyoscine butylbromide

[ If locally included in relevant protocols to aide slow IV injection:
Sodium chloride 0.9% for injection OR 
Glucose 5% ]


	Legal category
	POM

	Route or method of administration

[[ (note IM administration is not included within this PGD template – it may be locally added in line with local supporting protocol/SOP/monograph) ]]
	Intravenous injection as detailed in the [relevant approved protocol (link to organisation protocol/s as relevant)]

[bookmark: _Hlk190264285]Intravenous injection via intravenous line/canula, administered slowly over at least 3 minutes [( As per the Medusa monograph – amend and reference if local monograph is used). ]
[ If locally included in relevant protocols to aide slow IV injection hyoscine butylbromide may be diluted with either sodium chloride 0.9% for injection or glucose 5% prior to administration – refer to local protocol. ]
Do not give this medicine by IV injection via an intravenous line which is being used for an infusion containing any other medicine without first stopping the running infusion. 
Flush the intravenous line/cannula both before and after administering the injection of hyoscine butylbromide [ (refer to local policy for flush administration).]

	Off label use
	Medicines should be stored according to the conditions detailed in the Storage section below. However, in the event of an inadvertent or unavoidable deviation of these conditions the local pharmacy or Medicines Management team must be consulted.  Where medicines have been assessed by pharmacy/Medicines Management in accordance with national or specific product recommendations as appropriate for continued use this would constitute off-label administration under this PGD. The responsibility for the decision to release the affected drugs for use lies with pharmacy/Medicines Management.

Where a medicine is recommended off-label consider, as part of the consent process, informing the individual/parent/carer that the drug is being offered in accordance with national guidance but that this is outside the product licence.

	Dose and frequency of administration
	Single initial dose 20mg to be administered in line with local supporting protocol; [ a further 20mg may be given if required, in line with local protocol. ]

	Quantity to be administered 
	Maximum of [ two ] 20mg doses per procedure indicated by  [approved protocol (link to organisation protocol/s as relevant).]

	Duration of treatment
	Single episode of care permitted under this PGD.


	Storage
	Medicines must be stored securely according to national guidelines and in accordance with the product SPC.

Stock must be securely stored in a lockable cupboard and be protected from light.
Store below 30ºC in original packaging.

	Drug interactions
	A detailed list of drug interactions is included in the hyoscine butylbromide Summary of Product Characteristics (SmPC) on the EMC website 

No interactions identified which prevent the administration of a single dose of hyoscine butylbromide under this PGD.

However, be aware of potentiation of effect or adverse effects of interaction medicines and action to be taken if an individual is affected – see Adverse effects section below and Cautions section above.

	Identification and management of adverse reactions
	Refer to the hyoscine butylbromide Summary of Product Characteristics (SmPC) on the EMC website for full details of known adverse effects.
In rare cases a marked drop in blood pressure and even shock may be produced by hyoscine butylbromide.
Anticholinergic effects can occur e.g. dry mouth, visual problems (blurred vision), dizziness and tachycardia.
Abnormal sweating, constipation and potentially urinary retention may occur but are generally mild and self-limiting.
Elevation of intraocular pressure may be produced by the administration of anticholinergic agents such as hyoscine butylbromide in individuals with undiagnosed and therefore untreated narrow angle glaucoma. Individuals should seek urgent ophthalmological advice in case they should develop a painful, red eye with loss of vision after the injection of hyoscine butylbromide.
After parenteral administration of hyoscine butylbromide, cases of anaphylaxis including episodes of shock have been observed. Observe individuals as per Additional resources required/Additional advice section and refer to Management of and reporting procedures for adverse reactions section for further advice in management

	Management of and reporting procedures for adverse reactions
	The practitioner 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.
Anaphylaxis kit and and location appropriate resuscitation trolley or kit should be immediately available.
[There should be a system in place to call an appropriately trained clinician/s who can deal immediately with a severe adverse reaction 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).]  
Extravasation may be associated with hyoscine butylbromide, particularly if administered quickly or into fragile or damaged veins. Although most injuries caused by extravasation are minor, severe injuries may include skin ulceration, soft tissue necrosis and compartment syndrome. 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 of medicine and dose administered and record batch number and expiry as required by local policy. 
[Report via organisation incident policy (include link and any further detail required)]
Report all serious suspected adverse reactions to the MHRA's Yellow Card Scheme [follow organisation policy (include link and any further detail required)]

	Additional resources required/Additional advice
	All individuals must be continuously observed for the first [15 minutes (amend as required to align with local policy).]
All outpatients must remain within the radiology/imaging unit for a minimum of [15 minutes post injection (amend as required to align with local policy).]

	Written information and further advice to be given to individual or carer
	Where practical a copy of the  should be offered at the time of consenting to treatment to ensure informed consent can be given.  If not practical at the time of consent, then a copy should be offered if possible.  This may be provided in advance of the procedure where administration is planned.  
[Include any details and links to organisation specific information resources.] 
If relevant individual should be advised on management of injection site/s and any infection control or self-management required.  
Elevation of intraocular pressure may occur in individuals with undiagnosed, and therefore untreated, narrow angle glaucoma. Individuals must be advised to seek urgent medical advice if they develop a painful red eye with loss of vision in the 24 hours following injection informing the clinician that they have recently been given hyoscine butylbromide.
Advise individual not to drive or operate machinery if affected by temporary blurred vision [– provide local information leaflet if available. ]
Due to the possibility that anticholinergics may reduce sweating, hyoscine butylbromide should be administered with caution to individuals with known pyrexia.  Advise relevant individuals to seek urgent medical advice if their condition worsens/temperature rises
The anticholinergic effect (e.g. dry mouth, flushing, constipation, urinary retention) of certain medicines may be intensified by hyoscine butylbromide. Advise relevant individuals that this may occur and to seek medical advice if concerned.  Relevant medicines include:
· tri- and tetracyclic antidepressants (e.g. amitriptyline) 
· antihistamines (e.g. chlorphenamine, loratadine, cetirizine)
· antipsychotics (e.g. phenothiazines (e.g. chlorpromazine, prochlorperazine), butyrophenones (e.g. haloperidol))
· quinidine
· disopyramide
· amantadine
· other anti-cholinergic e.g. tiotropium, ipratropium 
The tachycardia effects of beta-adrenergic agents, such as salbutamol, may be enhanced by hyoscine butylbromide resulting in an increase in heart rate.  Advise relevant individuals that this may occur and to seek medical advice if concerned.  
Breast feeding – use is safe. However, as a precaution, advise individual to monitor infant for drowsiness, not waking to feed or poor feeding, adequate weight gain, irritability, constipation and urinary retention (decrease in wet nappies). Advise individual to seek medical advice if concerned.  Refer to the SPS article - Using gastrointestinal antispasmodics during breastfeeding

	Follow-up treatment
	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:
· 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 regarding allergies, previous adverse events and the criteria under which the individual fits the PGD
Details of medicine administered including name, strength, dose, route and site of administration.
Batch number and expiry date of medicine administered [ (if required by local policy).]
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 medicine.
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 October 2024)
EMC Summary of Product Characteristics
Current edition of British National Formulary
Society and College of Radiographers Obtaining consent: a clinical guideline for the diagnostic imaging and radiotherapy workforce
Royal Pharmaceutical Society Safe and Secure Handling of Medicines
Royal College of Radiographers and Society of Radiographers statement on patients who are breastfeeding who require a CT or MRI with contrast
Specialist Pharmacy Service Using gastrointestinal antispasmodics during breastfeeding
MHRA drug safety update Feb 2017: Hyoscine butylbromide (Buscopan) injection: risk of serious adverse effects in patients with underlying cardiac disease
Medusa monograph (log in required)
NHS England Bowel cancer screening: guidelines for CTC imaging October 2024
The Royal College of Radiologists, 2019. RCR Guidelines; Standard Practice for Computed Tomography Colonography (Archived but available on request)
The Royal College of Radiologists. Tolan, D., & Roberts, A. Joint position statement from The Royal College of Radiologists and the British Society of Gastrointestinal and Abdominal Radiologists
The British Society of Gastrointestinal and Abdominal Radiology (BSGAR) and The Royal College of Radiologists 2014 Guidance on the use of CT colonography for suspected colorectal cancer
The Royal College of Radiologists Factuality of Clinical Radiology Recommendations for cross sectional imaging in cancer management, Second Edition
Royal College of Radiologists, 2023. Assess diagnostic quality of multiparametric prostate MRI scans using PIQUAL scoring system
The Royal College of Radiologists 2023. Audit on safe use of Hyoscine-N-butyl bromide (Buscopan) in patients with significant pre-existing cardiac conditions for radiologic procedures


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 and agree with the following statement: 
‘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.’
Patient group directions 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 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
