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Training and competency of registered Speech and Language Therapists
	Requirements of registered Speech and Language Therapists working under the PGD

	Qualifications and professional registration
	Speech and Language Therapists registered with the Health and Care Professions Council (HCPC).

Successful completion of Videofluoroscopy training programme (Level 2 and above) for Speech and Language Therapists supported by the Royal College of Speech and Language Therapist (RCSLT)

	Initial training
	Videofluoroscopy training programme (Level 3 and above) for Speech and Language Therapists (See attached SOP which details training programme in the appendix C)

Anaphylaxis and resuscitation training and Trust life support 

Trained to undertake administration and supply of medicine under PGD’s.  Via practical training, documented in CPD folder with a copy of the PGD.

	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
SLT Lead to assess competency of all SLT training to undertake this procedure, in collaboration with a Radiologist.
Individuals operating under this PGD are personally responsible for ensuring they remain up to date with the use of all contrast 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
	· Evidence of ongoing training relating to medicines in protocol.

· Reassessment of competence should occur at 12 monthly intervals.

· Anaphylaxis and resuscitation training annual updates
· Completion and submission of Continuous Professional Development (CPD) as required by HCPC.

	


Clinical condition

	Clinical condition or situation to which this PGD applies
	Imaging procedures within the Radiology Department for patients undergoing a video fluoroscopy in the Imaging department performed by a Speech and Language Therapist along with a Radiographer.

The patient is asked to have tsps. and sips water mixed with Omnipaque under x-ray fluoroscopy to evaluate the swallowing process. 

Indications for video fluoroscopy  include:

· Dysphagia

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

· Inpatients at XXX Hospital who present with dysphagia which can not be managed via clinical swallow assessment
· Patient aged16 years or older.
· Referral discussed with Lead VF SLT and agreed to be essential for their care.  Referral form completed detailing any allergies.  

· An eGFR should be obtained only in patients with known kidney disease when renal function has not been recorded within the past 3 months or when this recorded renal function was <30ml/min/1.73m2. If patient acutely unwell or known to have renal impairment eGFR should have been obtained within past 7 days (emergency situation see Cautions refer to Radiologist or medical team for advice).

	Exclusion criteria for administration of agent under this PGD
	· Consent refused.

· Patient aged under 16 years.

· Previous adverse drug reaction (allergic, hypersensitivity or other) after administration of iohexol or a contrast agent of a similar nature or to any component of iohexol including iodine (excluding topical preparations).

· Known renal impairment with an estimated glomerular filtration rate (eGFR) <30ml/min/1.73m2; in patients who have a stable condition, a result within the previous three months is satisfactory. Patients who have acute illness or who are known to have renal disease should have a result obtained in the previous seven days. 
· Pregnancy or breast feeding
· Any patient history documented in the radiology/imaging referral/request of:

· Manifest thyrotoxicosis.

· Myasthenia gravis.

· Congestive heart failure, severe cardiac disease or pulmonary hypertension.

· Homocystinuria.

· Sickle cell disease.

· Severe liver impairment or peri-operative liver transplant period. 

· Asthma which is poorly controlled at the time of procedure.  

· Myeloma.

· Phaeochromocytoma

	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 patient 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 patient’s clinical record. 

· In an emergency situation where renal function is not available.   

· Any patient history documented in the radiology referral/request 
of paraproteinaemias (multiple myeloma and Waldenstrom’s macroglobulinaemia– increased risk of renal impairment) or hypercalcaemia.
· Taking Interleukin 2 within the previous 2 weeks – there is an increased risk of delayed reaction.
· Pregnancy.
· Breast feeding.

· History of severe/multiple allergy including food allergies, hay fever and urticaria that has required medical intervention.

· Dehydration - assessment of patient should be undertaken to ensure patient is not dehydrated (e.g. acute/recent vomiting or diarrhoea reported or reduced fluid intake).   

· Metformin - concomitant use of metformin in patients receiving contrast agent.  As the PGD template excludes the use of the PGD in patients with an eGFR of <30ml/min/1.73m2 withholding of metformin is not indicated (RANZCR guidelines) Patients receiving Iodinated contract media with an eGFR > 30ml/min/1.73m2 should continue to take metformin. Patients with unknown eGFR or less that <30ml/min/1.73m2 or who are acutely unwell or have deteriorating renal function should cease metformin for at least 48hrs from the time of exam and eGFR prior to restarting.
· Patients taking beta blockers may present with atypical symptoms of a reaction which be interpreted as a vagal reaction.

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

Patient’s dysphagia is managed via clinical swallow assessment


Details of the contrast
	Name, form and strength of contrast
	· Iohexol 300mg I/ml contains 647mg iohexol/ml equivalent to 300mg iodine/ml solution for oral administration


	Legal category
	POM

	Indicate any off-label use 
	Not applicable.  

	Route/method of administration
	Oral 

	Dose and frequency
	For International Dysphagia Diet Standardisation Initiative. (IDSSI) Level 0, Level 1, Level 2 and Level 3 50mls of Omnipaque with 50mls of water. 

As per assessment protocol (See attached SOP, in the appendix C, which details mixing instructions)


	Quantity to be administered and/or supplied
	As per assessment protocol (See attached SOP which details training protocol in the appendix C)


	Maximum or minimum treatment period
	Single procedure permitted under this PGD. Maximum per examination 200mls Omnipaque 300®


	Drug interactions
	None reported relevant to Radiographer administration of contrast.
Refer to the product Summary of Product Characteristics (SmPC) http://www.mhra.gov.uk/home/groups/spcpil/documents/spcpil/con1528432162459.pdf  or
http://www.mhra.gov.uk/spcpil/?prodName=OMNIPAQUE%20INJECTION%20140MG%20I/ML%20SOLUTION%20FOR%20INJECTION&subsName=IOHEXOL&pageID=SecondLevel

	Adverse effects
	Aspiration. 

The procedure must be aborted if a frank tracheal aspiration is consistently observed, or if up to 10% of each bolus is consistently aspirated where strategies are not working.
· Where contrast has been aspirated, the ward must be informed and an entry must be made in the medical records immediately after the procedure 

· Referral to the respiratory physician or medical emergency team will be based upon a clinical decision made SLT in collaboration with the medical team.

· Referral or advice from respiratory physiotherapy should be considered

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

· Feeling hot/flushed

· Feeling of urination   

· Nausea

· Pain

· Vomiting

· Transient change in respiratory rate/respiratory distress

A detailed list of adverse reactions is available in the SPC, which are available from the electronic Medicines Compendium website: www.medicines.org.uk. BNF/C also has information on adverse effects.


	Action to be taken in instance of adverse drug reaction (ADR)
	· The Speech and Language Therapist 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 patient becomes acutely unwell and they must be appropriately trained as detailed in the ‘Initial Training’ section of this PGD .  

· Call an appropriately trained clinician who will deal immediately with a severe contrast agent reaction.  If required the crash or resuscitation team should be called immediately. 

· Record all ADRs in the patient’s radiology record including name and dose of contrast administered.

· Report via organisation incident policy 
· Report all serious suspected adverse reactions to the MHRA via the Yellow Card Scheme https://yellowcard.mhra.gov.uk/ follow organisation policy 

	Additional resources required/Additional advice
	· Anaphylaxis kit and resuscitation trolley or kit should be immediately available.

· Staff trained in the management of anaphylaxis and resuscitation should be immediately available.  


	Storage
	· Store below 30ºC and store in outer carton to protect from light.

· Stock must be securely stored in a lockable cupboard and be protected from light. 

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

	Records to be kept 
	· The Radiologist/Radiographer will report on any anatomical variations and aspiration status.  The Speech and Language Therapist will provide a detailed report on oral and pharyngeal swallow status including recommendations. See attached SOP for report template. This includes contrast used and number of trials given. 

The following must be recorded by the Radiographer in relation to the patient details such as name, date of birth, hospital or NHS number/CHI number on CRIS:

· Images stored on PACS
· Patient inclusion or exclusion from PGD

· Date and time of administration

· Patient 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.

· Manufacturer of product, 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 patient/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.  


Patient information

	Written/verbal information to be given to patient or carer
	· Where practical a copy of the manufacturer’s patient information leaflet should be offered to the patient 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.  

· Patient should be advised to drink plenty of fluid following the procedure if possible.  

· Link to Patient Information Leaflet http://www.mhra.gov.uk/home/groups/spcpil/documents/spcpil/con1543554835132.pdf 

	Follow-up including advice to be given to patient or carer
	· Patient will be advised of the results of the assessment the same day including what they can eat and drink.

· Advise the patient of possible adverse effects and where to seek advice in the event of a suspected adverse reaction developing.




Key references 
1. Summary of Product Characteristics accessed http://www.mhra.gov.uk/home/groups/spcpil/documents/spcpil/con1516944007827.pdf Omnipaque Injection 300mg I/ml solution for injection - Summary of Product Characteristics (SmPC) - (emc) (medicines.org.uk) Accessed 03/09/2024
2. Current edition of British National Formulary accessed via www.bnf.org Accessed 03/09/2024
3. ESUR Guidelines on Contrast Media accessed via http://www.esur.org/guidelines/ Accessed 27th June 2018

4. NICE Medicines practice guideline [MPG2]: Patient group directions. Published: 02 August 2013 Last updated: 27 March 2017. https://www.nice.org.uk/guidance/mpg2/resources
5. IDDSI – The International Dysphagia Diet Standardisation Initiative 2019 @ https://iddsi.org/framework/
6. Martin-Harris B, Brodsky MB, Michel Y, Castell DO, Schleicher M, Sandidge J, Maxwell R, Blair J. MBS measurement tool for swallow impairment--MBSImp: establishing a standard. Dysphagia. 2008 Dec;23(4):392-405. doi: 10.1007/s00455-008-9185-9. Epub 2008 Oct 15. PMID: 18855050; PMCID: PMC4217120.
Appendix A

Health professionals’ agreement and authorisation to practise 
I have read and understood the Patient Group Direction for Omnipaque and agree to supply and/or administer this contrast only in accordance with this PGD.
	Name of Radiographer authorised to practice under this PGD
	Signature of Radiographer authorised to practice under this PGD
	Name of Senior representative authorising Radiologist or Clinical Manager
	Signature of Senior representative authorising Radiologist or Clinical Manager
	Date

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Appendix B
Cautions Policy for Omnipaque (Iohexol) 300 

In March 2018 the Royal College of Radiologists (RCR), the Society and College of Radiographers (SCoR), NHS England, the MHRA, the Specialist Pharmacy Service (SPS) and other professionals within the field of radiology met to discuss the practical implications of this SPS guidance and how the supply and administration of contrast media can be managed without compromising patient access and care.
The SPS guidance released in 2016 advised that PGDs were not a suitable mechanism for the administration of contrast media for the reasons detailed within the guidance. This position remains unchanged. However it is appreciated that the impact of this guidance may lead to service delivery issues as no other mechanisms for administration had been determined at the time the guidance was released.
At the March 2018 meeting, NHS England agreed to explore further work to scope alternative mechanism to enable the safe and effective administration of contrast media by radiographers focusing on the potential use of exemptions within the Human Medicines Regulations (2012). However such mechanisms require legislative change which will take time to be realised.
Therefore it was determined that a pragmatic interim approach was required. SPS have worked with the RCR and SCoR and specialist radiographers and pharmacists to produce exemplar PGD templates for commonly used contrast media which can then be adopted by NHS organisations. The aim of these templates is to produce a consistent presentation which has been reviewed by specialists within the field who will ensure that the legislative and clinical parameters have been fully considered and accomplished as far as is possible. It is intended that these PGDs will remain available (and will be updated as required) until other mechanisms for administration are in place. The PGD template for Omnipaque has been used within this PGD. 

PGDs are not a form of prescribing, and do not allow staff to use ‘clinical    judgement’; i.e. they are not ‘advisory’ but must be followed exactly.  PGDs are specific in dosage, etc.  The Medicines Use and Safety Panel have agreed to make Radiology’s PGD as flexible as possible within these restrictions by agreeing to the use of a ‘Checklist for Radiographers’ . Prior to the administration of any medication administered under a PGD, questions relating to the medication as specified within this checklist must be asked. When a caution applies, the doses will be administered with caution. If any adverse effects are observed, the Consultant Radiologist will be consulted. If a patient meets the exclusion criteria within the PGD, the healthcare professional must not proceed and check with a Radiologist or the referring clinician.
The Radiology Management Group Meeting has considered the following cautions documented within this PGD for Omnipaque (Iohexol) 300 and require actions to be taken as follows.  Compliance with this procedure ensures that the trust accepts vicarious liability for the actions of the member of staff administering under the PGD.
The Radiology Management Group Meeting has considered the following cautions documented within this PGD for Omnipaque® (Iohexol) 300 and require actions to be taken as follows.  Compliance with this procedure ensures that the trust accepts vicarious liability for the actions of the member of staff administering under the PGD.
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patient breast feeding
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Check renal function. If patient is acutely unwell eGFR must
be within 7 days. Otherwise eGFR must be otained within 3
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Ensure inhaler available if in regular use.
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Paraproteinaemias

The doses will be administered with caution. If any adverse
effects are observed, the Consultant Radiologist must be
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Agreed at the Radiology Management Group Meeting on 
Appendix C Speech & Language Therapy Videofluoroscopy in a clinical setting Standard Operating Procedure (SOP)

See separate document
This Patient Group Direction (PGD) must only be used by HCPC registered Speech and Language Therapists who have been named and authorised by XXX NHS Trust to practice under it (see Appendix A)


The most recent and in date final signed version of the PGD should be used.
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