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Antibiotic Course Length

Reducing course length of antimicrobial prescribing is one of the 16 National Medicines Optimisation Opportunities for 2023/24.
Since the project was initiated at the end of September within Kent and Medway, we have seen a significant increase in the proportion of amoxicillin prescriptions that are prescribed as 5-day courses moving from 28.5% in September 2023 up to 46.3% in November 2023. A fantastic improvement! The aim is to reach 75% by March 2024.
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Amoxicillin is the most prescribed antibiotic in primary care and its use has been linked to E-Coli resistance and C. difficile diarrhoea. Ensuring that the shortest appropriate duration is prescribed is useful from both a societal and individual point of view, aiding the national ambition to reduce antimicrobial use and the development of resistance.
Recent audit work in practice has revealed that some COPD rescue packs are being issued with 7 days’ supply and on repeat prescriptions. Please note that:

· COPD rescue packs should not be on repeat prescription and should remain as acute items.
· All antibiotics and oral corticosteroids within COPD rescue packs should have a 5-day course length.

Expanding the project
There is a further ambition to increase the proportion of courses prescribed as 5 days for doxycycline and flucloxacillin. Please see embedded documents for further details. ScriptSwitch messages are being added to support these ambitions.
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[bookmark: Article2][bookmark: tramadolandwarfarin]Interaction of tramadol and warfarin 

The Pharmaceutical Journal (PJ) has reported that NHS England has been told it must take action to raise awareness about the potentially fatal interaction between tramadol and warfarin, following the death of a patient (here). This interaction is noted in the SmPC for Tramadol but not in the BNF.  The SmPC states: “Caution should be exercised during concomitant treatment with tramadol and coumarin derivatives (e.g., warfarin) due to reports of increased INR with major bleeding and ecchymoses in some patients.”   The PJ article states that a spokesperson for the BNF said the interaction would be included in the BNF from January 2024 in response to the assistant coroner’s report.

[bookmark: _Hlk156807473][bookmark: Pregabalin]Pregabalin and risk in pregnancy / Gabapentinoid prescribing 

National prescribing data shows NHS Kent and Medway has continuously prescribed more gabapentinoids than the national average throughout the past year. 
We have conducted audits in our top gabapentinoid prescribing practices in Medway and Swale and found:
· Majority of the prescribing was initiated in primary care with the main indication being ‘back pain’.
· Some physiotherapists were advising GPs to prescribe a gabapentinoid for an indication other than neuropathic pain – this is not recommended.
· [bookmark: _Hlk153268260]Only 34% of patients reported a clear record of patient benefit six weeks during the start of treatment that was documented.
· Only 13% of women within childbearing age were provided with counselling of using Pregabalin and risks in pregnancy.

Below are the recommendations for good prescribing practice with gabapentinoids based on the findings of the audit:
· Where pain is present, gabapentinoids should only be prescribed for NEUROPATHIC pain.
· The monitoring and reviewing responsibilities should be considered and documented at initiation.
· Pregabalin users who are of childbearing age should receive counselling from their clinician/doctor at every encounter, consultation, and prescription collection opportunity.
· Non-prescribers in community and secondary care are advised not to recommend the prescribing or use of medications.
· We encourage GPs to use the Ardens Controlled drug template tool which provides prompts and covers MHRA alerts e.g., risks with pregnancy and pregabalin.
· The efficacy of gabapentinoids should be reviewed within 6 weeks of treatment. 
The development of local guidelines on gabapentinoids is the next phase in Kent and Medway, following audits across further Health and Care Partnerships. 

Formulary and Guidance

[bookmark: Article6][bookmark: _Hlk150769745][bookmark: FreeStyle]FreeStyle Libre 3

FreeStyle Libre 3 has recently become available in the drug tariff and available for prescribing on FP-10 prescriptions. Practices are asked not to prescribe this item. The integration of FreeStyle Libre 3 aligns with the NICE technology appraisal on hybrid closed loop technology. This is part of a comprehensive 5-year rollout plan currently under development in collaboration with specialists and guidance from NHS England. Further details regarding its prescribing position will be disseminated post-approval through ICB governance processes and pathway development.

Action for practices = It is not recommended for practices to prescribe FreeStyle Libre 3


[bookmark: Article4][bookmark: ApprovedGuidelines]Kent and Medway List of New Approved Guidelines 



	National Updates


[bookmark: _Hlk153386720][bookmark: MHRA]MHRA Drug Safety Update

The latest MHRA Drug Safety Updates can be accessed at Drug Safety Update - GOV.UK (www.gov.uk) . This includes links to alerts, recalls and safety information and to the monthly Drug Safety Update PDF newsletter. 
The December 2023 Drug Safety Update includes:
Aripiprazole (Abilify and generic brands): risk of pathological gambling - GOV.UK (www.gov.uk)
Healthcare professionals prescribing aripiprazole are reminded to be alert to the risk of addictive gambling and other impulse control disorders. Healthcare professionals should advise patients, their families and friends to be alert to these risks.
Vitamin B12 (hydroxocobalamin, cyanocobalamin): advise patients with known cobalt allergy to be vigilant for sensitivity reactions - GOV.UK (www.gov.uk)
The medicines used to treat vitamin B12 deficiency (hydroxocobalamin, cyanocobalamin) contain cobalt. There are case reports in the literature describing cobalt sensitivity-type reactions in patients being treated for vitamin B12 deficiency.
The MHRA advise that healthcare professionals prescribing vitamin B12 products to patients with known cobalt allergy should advise patients to be vigilant for signs and symptoms of cobalt sensitivity and treat as appropriate.

 MHRA Advice for healthcare professionals:

· cobalt sensitivity reactions typically present with cutaneous symptoms of chronic or subacute allergic contact dermatitis. Infrequently, cobalt allergy may trigger an erythema multiforme-like reaction. Symptom onset may be immediate or delayed up to 72 hours post-administration
· cobalt allergy is estimated to affect 1 to 3% of the general population 1[footnote 1].
· if cobalt sensitivity-type reactions occur, assess the individual benefits and risks of continuing treatment and, if necessary to continue, advise patients on appropriate management of symptoms
· report suspected adverse drug reactions to the Yellow Card scheme

Letters and medicine recalls sent to healthcare professionals in November 2023 - GOV.UK (www.gov.uk)

Please follow the link in the titles above for more information and resources.

NATIONAL CAS ALERTS (National Patient Safety Alerts and CMO Messages):
The MHRA Central Alerting System alerts can be accessed at https://www.cas.mhra.gov.uk/Home.aspx  
Influenza Season 2023/24: Use of antiviral medicines


[bookmark: GLP1] Update to the NPSA on GLP-1 RAs 
There has been an update to the National Patient Safety Alert (NPSA) on glucagon-like peptide-1 receptor agonists (GLP-1 RAs), issued on the 3rd of January 2024. This NPSA alert supersedes the previous NPSA alert released on the 18th of July 2023 (NatPSA/2023/008/DHSC). Actions are to be completed by the 28th of March 2024.

The key updates and summary of the NPSA are in the document below:




The visual representation below of the NPSA provides clarity on some points within the NPSA, other points to consider as well as further information on Rybelsus. Comments have been sought on this document from specialists within Kent and Medway before sharing.



We would like to emphasise that we are aware of prescribing of GLP-1 RAs for off-label indications. This is not recommended by the NPSA and further reiterated by the position statement on our formulary websites. GLP-1 RA stock must be conserved for those patients living with type 2 diabetes mellitus. Any requests from 
other healthcare providers for off-label indications should be highlighted to the medicines optimisation team.

The patient information leaflet for patients taking GLP-1 RAs for type 2 diabetes will be updated based on the updated NPSA on the Kent and Medway website here in due course. There is also further information on the Diabetes UK website here aimed to support patients at this time.
Please read the key documents such as the NPSA, NICE guidelines on managing type 2 diabetes, and ABCD and PCDS guidance. Please ensure that all staff, especially those involved in the management of and prescribing for diabetes are made aware of these changes.
The Specialist Pharmacy Service (SPS) should also be used for up to date information on supply, which can be found here Prescribing available GLP-1 receptor agonists – SPS - Specialist Pharmacy Service – The first stop for professional medicines advice

[bookmark: Shortages]Shortages

 Shortage of epilepsy medication 

	[bookmark: _Hlk157083507]Medicine
	Anticipated re-supply date

	Tegretol Prolonged Release 200mg tablets (Novartis Pharmaceuticals UK Ltd)
	17 January 2024

	Tegretol Prolonged Release 400mg tablets (Novartis Pharmaceuticals UK Ltd)
	2 February 2024



A Medicines Supply Notification (MSN) was issued on 10th January 2024: MSN_2024_004_Carbamazepine_Tegretol_200mg_and_400mg_PR_tablets.pdf (cpsc.org.uk)

· Tegretol 400mg PR tablets remain available but cannot support an uplift in demand and will be out of stock from w/e 12th January until w/c 29th January 2024
· Tegretol immediate release (IR) tablets remain available and can support increased demand
· Curatil 200mg PR tablets remain available but can only support increased demand in secondary care
Prescribers should not initiate new patients on Tegretol® PR tablets until the shortages have resolved.

For the shortage of Tegretol 400mg PR tablets:
· Prescribers should consider prescribing Tegretol 200mg prolonged release tablets to make up the required dose
[bookmark: Article14]Shortages Summary 

Please find the medicines shortages update (up until 12th January 2024) attached. Practices are encouraged to register for access to the SPS website https://www.sps.nhs.uk/ and access the full medicines supply tool directly in real time.






Every effort is made to ensure that the information contained in this newsletter is accurate and up to date at the time of publication. Please be aware that information about medicines and therapeutics will change over time, and that information may not be current after the initial date of publication. Please take note of the publication date and seek further advice if in any doubt about the accuracy of the information. The information contained in this newsletter is the best available from the resources at our disposal at the time. Acronyms used are standard formulary. This newsletter is produced by the NHS Kent and Medway Medicines Optimisation Team on behalf of the Kent & Medway ICB. For all correspondence including any queries, please contact the Medicines Optimisation team email: kmicb.medicinesoptimisation@nhs.net
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Shortest Effective Course Lengths for antibiotics - doxycycline

Key messages for primary care prescribers



		For more resources please see the Shortest Effective Course Lengths project page on FutureNHS







What is the problem with current courses of antibiotics?

· Unnecessarily long courses of antimicrobials are one of the factors driving antimicrobial resistance and an increased risk of Clostridioides difficile infection in at-risk populations.

· Antibiotic course durations have often been based on a seemingly arbitrary and weak evidential basis1,2. With antimicrobial resistance recognised as a global threat to public health, reducing course lengths when the evidence demonstrates that this not only does no harm but is potentially safer for the patient3,4. 

· “Each additional day of antibiotic therapy is associated with a 4% increase in risk of side effects and a 3% increase in risk of resistance” [Curran J 2022].

Antimicrobials should only be used when they confer health benefits, in other words when the risk benefit ratio falls in favour of treatment.



What is the aim of this project?

· The project has set an ambition of achieving 23% of all doxycycline 100mg capsule prescriptions capsules being issued with 5 day course lengths, where NICE guidance recommends that duration, by March 2024.

· Data from PrescQIPP’s Optimising antimicrobial use dashboard shows that 11% of doxycycline 100mg capsule prescriptions in the South East region were issued with a 5 day course (quantity of 6) in April 2023. The project ambition is a 100% increase in 5 day courses.

· This has increased from 3% in January 2019, however there is room for improvement as the majority (54%) of doxycycline prescriptions in the region were still for 7 day courses in April 2023.








What are we asking you to do?

The following ‘quick wins’ can be completed by ICBs and GP practices to help achieve this ambition:

· Enabling point-of-prescribing alerts (e.g. OptimiseRx and Scriptswitch) for doxycycline 100mg capsules.

· Updating and auditing local antimicrobial prescribing guidelines to ensure alignment with NICE Guidance.

· Reviewing your data in PrescQIPP’s Optimising antimicrobial use dashboard, completing an audit of course lengths and a review of local prescribing.

· Utilising the TARGET toolkit resources.

· Highlighting the ambition and available resources in GP Bulletins and other primary care communications.



Current guidelines for doxycycline 100mg capsules (200mg on the first day then 100mg daily)

		Condition/diagnosis

		Course length

		NICE Guidance link

		SCAN Guidelines link



		Chronic obstructive pulmonary disease (acute exacerbation)

		5 days

		https://www.nice.org.uk/guidance/ng114

		https://viewer.microguide.global/SCAN/SCAN#content,7db8c2ab-ec6b-4db5-aaa5-1a663b7c0b6c



		Cough (acute)

		5 days

		https://www.nice.org.uk/guidance/ng120

		https://viewer.microguide.global/SCAN/SCAN#content,75f7dfd8-81d2-4683-8e85-1a75bf73c09e



		Human and animal bites

		5 days

		https://www.nice.org.uk/guidance/ng184

		https://viewer.microguide.global/SCAN/SCAN#content,fa347ffd-b64b-4b4c-ad14-cf33212df840



		Pneumonia (community-acquired)

		5 days

		https://www.nice.org.uk/guidance/ng138

		https://viewer.microguide.global/SCAN/SCAN#content,eeece22d-a6b7-4af9-b25e-429b27843733



		Sinusitis (acute)

		5 days

		https://www.nice.org.uk/guidance/ng79

		https://viewer.microguide.global/SCAN/SCAN#content,65cef254-fcd8-438e-a5ac-4322ea4bc706



		Cellulitis and erysipelas

		5 to 7 days

		https://www.nice.org.uk/guidance/ng141

		https://viewer.microguide.global/SCAN/SCAN#content,63912906-b1c6-460b-826d-68f365b0eb4e



		Insect bites and stings

		5 to 7 days

		https://www.nice.org.uk/guidance/ng182

		https://viewer.microguide.global/SCAN/SCAN#content,8192ef6e-faf9-4040-8830-c1d23ef5c90b



		Inclusion in this table does not infer doxycycline is first line treatment, please refer to NICE or SCAN for information regarding where doxycycline treatment is positioned for that infection. Always check the allergy status of your patient.
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Key messages for primary care prescribers



		For more resources please see the Shortest Effective Course Lengths project page on FutureNHS







What is the problem with current courses of antibiotics?

· Unnecessarily long courses of antimicrobials are one of the factors driving antimicrobial resistance and an increased risk of Clostridioides difficile infection in at-risk populations.

· Antibiotic course durations have often been based on a seemingly arbitrary and weak evidential basis1,2. With antimicrobial resistance recognised as a global threat to public health, reducing course lengths when the evidence demonstrates that this not only does no harm but is potentially safer for the patient3,4. 

· “Each additional day of antibiotic therapy is associated with a 4% increase in risk of side effects and a 3% increase in risk of resistance” [Curran J 2022].

Antimicrobials should only be used when they confer health benefits, in other words when the risk benefit ratio falls in favour of treatment.



What is the aim of this project?

· The project has set an ambition of achieving 21% of all flucloxacillin 500mg capsule prescriptions capsules being issued with 5 day course lengths, where NICE guidance recommends that duration, by March 2024.

· Data from PrescQIPP’s Optimising antimicrobial use dashboard shows that 11% of flucloxacillin 500mg prescriptions in the South East region were issued with a 5 day course (quantity of 20) in April 2023. The project ambition is a 100% increase in 5 day courses.

· This has increased from 7% in January 2019, however there is room for improvement as the majority (80%) of flucloxacillin prescriptions were still for 7 day courses in April 2023.










What are we asking you to do?

The following ‘quick wins’ can be completed by ICBs and GP practices to help achieve this ambition:

· Enabling point-of-prescribing alerts (e.g. OptimiseRx and Scriptswitch) for flucloxacillin 500mg capsules.

· Updating and auditing local antimicrobial prescribing guidelines to ensure alignment with NICE Guidance.

· Reviewing your data in PrescQIPP’s Optimising antimicrobial use dashboard, completing an audit of course lengths and a review of local prescribing.

· Utilising the TARGET toolkit resources.

· Highlighting the ambition and available resources in GP Bulletins and other primary care communications.



Current guidelines for flucloxacillin 500mg capsules (four times a day)

		Condition/diagnosis

		Course length

		NICE Guidance link

		SCAN Guidelines link



		Impetigo

		5 days

		https://www.nice.org.uk/guidance/ng153

		https://viewer.microguide.global/SCAN/SCAN#content,6230c7e9-e62f-40db-85b5-76b9050c8dd1



		Cellulitis and erysipelas

		5 to 7 days

		https://www.nice.org.uk/guidance/ng141

		https://viewer.microguide.global/SCAN/SCAN#content,63912906-b1c6-460b-826d-68f365b0eb4e



		Insect bites and stings

		5 to 7 days

		https://www.nice.org.uk/guidance/ng182

		https://viewer.microguide.global/SCAN/SCAN#content,8192ef6e-faf9-4040-8830-c1d23ef5c90b



		Secondary bacterial infection of eczema and other common skin conditions

		5 to 7 days

		https://www.nice.org.uk/guidance/NG190

		https://viewer.microguide.global/SCAN/SCAN#content,1209cd73-5420-45ec-b293-00dd4cdec251



		Inclusion in this table does not infer flucloxacillin is first line treatment, please refer to NICE or SCAN for information regarding where flucloxacillin treatment is positioned for that infection. Always check the allergy status of your patient.
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Shortest Effective Course Lengths for antibiotics



 



-



 



fl



ucloxacillin



 



Key messages for primary care prescribers



 



 



For more resources please see the 



Shortest Effective Course Lengths project page on FutureNHS



 



 



What is the problem with current courses of antibiotics?



 



·



 



Unnecessarily long courses of antimicrobials are one of the factors driving antimicrobial resistance and an 



increased risk of Clostridioides difficile infection in at



-



risk populations.



 



·



 



Antibiotic course durations have often been based on a seemingly arbitrary and weak evidential basis



1,2



. 



With antimicrobial resistance recognised as a global threat to public health, reducing course lengths when 



the evidence demonstrates that this not only does no harm but is potentially safer for the patient



3,4



. 



 



·



 



“Each additional day of antibiotic therapy is associated with a 4% increase in risk of side effects and a 3% 



increase in risk of resistance” [Curran J 2022].



 



Antimicrobials should only be used when they confer health benefits, in other words when the risk benefit ratio falls 



in favour of treatment.



 



 



What is the aim of this project?



 



·



 



The project has set an ambition of achieving 



2



1



%



 



of all 



flucloxacillin 



5



00mg 



capsule 



prescriptions 



capsules 



being issued with 5 day course lengths



, where NICE guidance recommends that 



duration,



 



by March 2024.



 



·



 



Data from PrescQIPP’s 



Optimising antimicrobial use dashboard



 



shows that 



1



1



%



 



of 



flucloxacillin



 



5



00mg 



prescriptions in the South East region were issued with a 5 day course (quantity of 



20



) in 



April



 



202



3



.



 



The 



project ambition is a 100% increase



 



in 5 day courses



.



 



·



 



This has increased from 



7



% in January 2019, however there is room for improvement as the majority



 



(80%)



 



of 



flucloxacillin 



prescriptions 



we



re still for 7 day courses



 



in 



April



 



2023
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Kent and Medway List of New Approved Guidelines

From Integrated Medicines Optimisation Committee (IMOC)

December 2023





		Guideline

		Link



		Position Statement for PPI Oral Suspension Adults and Paeds

		







		Position Statement for Forceval

		





		Dry Eye Guidance and Formulary Choices 

		





		Updated Asthma Paediatric Inhaler Guidance

		





		Kent and Medway COPD Rescue Pack Guidance

		





		ADHD Shared Care

		





		Kent and Medway Melatonin Guidance

		





		Actimorph Patient Leaflet
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Kent and Medway ICB  
Proton Pump Inhibitor (PPI) Oral suspension for Adults Primary Care 



– Position Statement  



Approved by: IMOC  
Approval date: December 2023 
Review date: December 2025 



 
Adult with Swallowing Difficulty: 



The choice of medicine formulation should be made on an individual basis, taking account of 
patient factors. 



The Specialist Pharmacy Service (requires a login) suggests a stepwise process for choosing a 
suitable formulation (here). 



Omeprazole and lansoprazole capsules – some brands are licensed for the capsules to be opened. 
If this is appropriate for the individual, then this will be the most cost-effective option. The individual 
SmPC or package insert must be checked to ensure that opening the capsules is licensed and for the 
specific administration instructions.1 



“Mezzopram” dispersible tablets are the most cost-effective Omeprazole dispersible product 
suitable for adults with swallowing difficulty. Please see the manufacturer’s SmPC or package insert for 
administration instructions. The tablets must not be chewed or crushed.2 



Lansoprazole orodispersible tablets are the most cost- effective dispersible PPI on the K&M 
Formulary for adults with swallowing difficulty. They are licensed for administration orally via an oral 
syringe in adults. Alternatively, they can be placed on the tongue and gently sucked. See manufacturer’s 
SmPC or package insert for administration advice.3 
 



Adult Enteral Tube Administration 



“Mezzopram” brand of omeprazole dispersible tablets are licensed for use through gastric feeding 
tubes. It is essential to follow the manufacturer’s instructions. See manufacturer’s SmPC or package insert 
for administration advice. 



Lansoprazole orodispersible tablets are licensed for administration via a nasogastric tube in adults. 
See manufacturer’s SmPC or package insert for administration advice.3 



High cost preparation - Rosemont Omeprazole Oral Suspension (currently 1mg/ml, 2mg/ml and 
4mg/ml powder for oral suspension) is licensed for administration via a nasogastric or percutaneous 



 
Kent and Medway ICB does NOT support prescribing of omeprazole or other 
PPI oral suspension for:  



• adults with swallowing difficulty 
• adults with enteral tubes.  



 
The only exception would be for fine bore enteral tubes (6 – 12 Fr) as 
recommended by the HEN team, dietitian or hospital specialist. 



 
The drug tariff price for a 20mg daily dose of Omeprazole oral suspension (licensed 
as Rosemont) is £418, compared with £9.86 for Mezzopram (omeprazole) 
dispersible tablets. (July 2023) 



 
NEWT Guidelines provide useful advice on drug administration with swallowing difficulty and 
via enteral tubes. Practice and PCN pharmacy teams can access via their local ICB MO team. 
Please note this position statement applies to adults (with capacity to follow administration 
advice for alternative formulations as per SmPC) only . 





https://www.sps.nhs.uk/articles/choosing-formulations-of-medicines-for-adults-with-swallowing-difficulties/








                                                                                   
 



Kent and Medway ICB  
Proton Pump Inhibitor (PPI) Oral suspension for Adults Primary Care 



– Position Statement  



Approved by: IMOC  
Approval date: December 2023 
Review date: December 2025 



endoscopic gastrostomy (PEG) tube (size 6 Fr to 16 Fr). 4   This is a high cost preparation and there are 
alternative licensed PPI options available for use in adults with swallowing difficulties and enteral tubes. It is 
compatible for use with Polyurethane and PVC nasogastric (NG) and percutaneous endoscopic 
gastrostomy (PEG) tubes of size 6 Fr to 16 Fr4. It may therefore be an option for fine bore tubes if other 
more cost-effective options have been found to be unsuitable and recommended by the HEN team. 



Please note this product requires refrigeration after reconstitution so could be less convenient. 4 



See manufacturer’s SmPC or package insert for administration advice including compatibility with PEG and 
NG tubes. Please ensure that the manufacturer’s administration instructions are followed. 
https://www.medicines.org.uk/  



 



 
 
Price comparison5,: 
  



Omeprazole 10mg 20mg 40mg 
Omeprazole GR capsules 
(DT 5) 



£1.44 £2.83 £2.92 



Mezzopram x28 £6.58 £9.86 £19.72 
Losec MUPS x 28   (DT5) £9.30 £13.92 £27.84 
Rosemont Omeprazole 
oral suspension      ( DT5) 



£224 £418 £836 



Lansoprazole 
orodispersible (DT5) 



 15mg 
 



£2.70 



30mg 
 



£4.93 
Lansoprazole GR 



Capsules, hard (DT5) 
 £0.92 £1.18 



 
  
 
 
 
 
 



References: 
1.  Home - electronic medicines compendium (emc) 
2. Mezzopram 10 mg Dispersible Gastro-resistant Tablets - Summary of Product Characteristics (SmPC) - (emc) 
(medicines.org.uk) 
3. Lansoprazole 15 mg orodispersible tablets - Summary of Product Characteristics (SmPC) - (emc) 
(medicines.org.uk) 
4.       Omeprazole 2 mg/ml, Powder for Oral Suspension - Summary of Product Characteristics (SmPC) - (emc) 
(medicines.org.uk) 
5.           NHS BSA. Drug Tariff July 2023. 
6.           NEWT Guidelines.  
7.  Specialist Pharmacy Services. PPI Suggestions for Adults with Swallowing Difficulties. Accessed on line 7.6.23. 
PPI suggestions for adults with swallowing difficulties – SPS - Specialist Pharmacy Service – The first stop for professional 
medicines advice 
 





https://www.medicines.org.uk/


https://www.medicines.org.uk/emc/


https://www.sps.nhs.uk/articles/ppi-suggestions-for-adults-with-swallowing-difficulties/


https://www.sps.nhs.uk/articles/ppi-suggestions-for-adults-with-swallowing-difficulties/
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Approved by: IMOC 
Approval Date: December 2023 
Review Date: December 2025 
 



 
 
Kent and Medway ICB  Forceval - Position Statement for Primary Care 
 



 



 



 



 



 



 
 
 
 
Following bariatric surgery, patients should purchase Forceval® capsules over the counter 
(OTC) or choose a suitable alternative A-Z multivitamin and mineral preparation for 
supplementation.  
 
The service providing bariatric surgery can advise on OTC vitamin and mineral products for 
post-operative use. 



These preparations have been recommended by The British Obesity and Metabolic Surgery 
Society (BOMSS)2. They recommend that the multivitamin and mineral supplement is complete 
and contains a minimum of 400 to 800 micrograms folic acid, 15 mg zinc and 2 mg copper.  
 
Although Forceval is a supplement that meets these requirements, other OTC supplements can 
be taken (may require double dose).  
 
Only under very exceptional circumstances should Forceval® be prescribed – please seek the 
advice of the KMICB Medicines Optimisation team. 
 
 
 
 
 
 
 
 
 
 
References: 
1. NHSE Conditions for which over the counter items should not be routinely prescribed in primary care. 
Guidance for CCGs. Accessed at: https://www.england.nhs.uk/wp-content/uploads/2018/03/otc-
guidance-for-ccgs.pdf 
2. British Obesity & Metabolic Surgery Society Guidance. Accessed at: https://bomss.org/bomss-post-
bariatric-surgery-nutritional-guidance-for-gps/ 



 



Kent and Medway ICB does not support the prescribing of 
Forceval® capsules:  
 
In line with NHS England guidance1 the prescribing of vitamins and 
minerals is of low clinical priority and the routine prescribing of 
vitamins and minerals will not be supported on prescription unless 
indicated for a diagnosed vitamin or mineral deficiency. 
Maintenance or preventative treatment is not an exception. 





https://www.england.nhs.uk/wp-content/uploads/2018/03/otc-guidance-for-ccgs.pdf


https://www.england.nhs.uk/wp-content/uploads/2018/03/otc-guidance-for-ccgs.pdf
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Approved by: IMOC 
Approval Date: December 2023 
Review Date: December 2025 



 



Kent and Medway Dry Eye Guidance 



Section 1: Treatment Pathway for Adult & Paediatric Patients Presenting with Dry 
Eye 



 



Severe Dry eye Refer via local pathways. 



For urgent cases refer via acute pathways.  



Section 7 



Mild/Moderate 
Sore/Tired Eyes 



See NHSE guidance, ‘Conditions for which over the counter items 



should not routinely be prescribed in primary care: Guidance for CCGs’ 



*See section 5 for relevant excerpts from this document - Guidance can be found in 
full at: https://www.england.nhs.uk/wp-content/uploads/2018/03/otc-guidance-for-ccgs.pdf 



Does an exception apply as per 



section 5 of this guidance? 



*See section 5 



DRY EYE 



CONDITION SUITABLE FOR SELF CARE 



PER GUIDANCE? 



Suitable for 
self-care 



NOT suitable 
for self-care 



See Section 2: Ocular Lubricant Guidelines 



NO YES 



Recommend self-care 



and OTCs 
Issue prescription 





http://www.england.nhs.uk/wp-content/uploads/2018/03/otc-guidance-for-ccgs.pdf


http://www.england.nhs.uk/wp-content/uploads/2018/03/otc-guidance-for-ccgs.pdf








Approved by: IMOC 
Approval Date: December 2023 
Review Date: December 2025 



Section 2: Ocular Lubricant Guidelines.         For prescribing: Please prescribe product by specified brand if issuing a prescription is appropriate. 
For OTC: Some suggested brands may not be stocked for OTC use. Please recommend by generic product group (e.g., Carmellose 0.5%) & community pharmacists can advise on suitable products which can be 
purchased. Prices taken from Drug Tariff Aug 23. 
 = PRESERVATIVE FREE and o  = PRESERVED 



Mild - Usually suitable for self-
care 



Moderate Usually 
suitable for self-care 



Severe  Indication  



1st Hypromellose preserved/PF 1st Sodium hyaluronate 1st Sodium hyaluronate 0.2% Severe dry eye 
o Hypromellose 0.3% eye drops 



(71p/10ml; exp 28 days) 
 Evolve hypromellose 0.3% 



eye drops 
(£2.03/10ml; exp, 3months) 



 
 
 



 Hy-opti 0.1% PF 
(£4.78 x 12mL exp 
180 days) 



 Hy-opti 0.2% PF 
£4.78 x 12ml exp 
180days) 
 



o Blink Intensive Tears 
(£2.97/10ml; exp 45 days)  



 Hy-opti 0.2% (£4.78/12ml; exp 180days) 
2nd Sodium hyaluronate 0.15% with Trehalose PF Severe dry eye with corneal damage 



 Viscotears Treha Duo eye drops preservative free  
£6.29/10mL; exp 6 months) 



3rd Sodium Carboxymethylcellulose Severe dry eye, foreign body trauma, alterations in the continuity of the corneal 
and conjunctival surfaces after refractive corneal surgery and corneal transplant 
and alteration of ocular surface related to metabolic disorders 



 VisuXL Gel (£7.49/10mL; exp 6 months) 



2nd Carbomer 0.2% 
preserved/PF 



2nd Carmellose PF Acetylcysteine Dry eye syndromes associated with deficient tear secretion, impaired or 
abnormal mucus production 



o Preserved Carbomer - 
(Lumecare TBC)   



 Evolve Carbomer 980 0.5% 
eye drops  



 



 Vizcellose 0.5% eye 
drops  
(£2.88/10ml; exp 3 
months) 



o ILUBE 5% (£59.99/10ml; exp 28 days) 
 



Perfluorohexyloctane 100% Dry eye with Meibomian Gland Dysfunction 
  EvoTears®(Perfluorohexyloctane 100%) (£9.95/3ml; exp 



6months) 
3rd Polyvinyl alcohol 1.4%  Ciclosporin  Severe keratitis in dry eye disease that has not responded to treatment with 



tear substitutes. 
Initiated by a specialist in corneal disease only o Sno Tears 1.4% eyedrops 



(£1.06/10ml; exp, 28 days) 
o Ikervis® (£72.00/UDV; exp single use) 



 



Night time 
Paraffin based eye ointments PF 



• Hydramed® night eye ointment 
£2.38/5g; exp 3 months) 



 = PRESERVATIVE FREE and o  = PRESERVED 











Approved by: IMOC 
Approval Date: December 2023 
Review Date: December 2025 



3. Guidance notes 
• Optometrists and dispensing opticians may recommend formulary items to be prescribed from column 1 or 2 from 



the formulary ONLY if exemptions in section 5 apply; OR recommend that they are purchased by the patient. Non-
formulary items should not be prescribed, or be recommended to be prescribed for dry eye in primary care. 



• All dry eye syndrome treatments should be offered in conjunction with advice on appropriate self-management 
(advice link )   
o Eye hygiene and eye compression can reduce dry eye symptoms. 
o Consider precipitating or environmental factors before prescribing/recommending 



e.g., allergy, medications, long sessions of “screen time”, smoking, extended contact 
lens use. 



• Patients' expectations are to be managed from the outset to prevent patients potentially returning for second 
appointments expecting prescriptions 



• Check compliance. Keep reminding patients to use their eye drops regularly 
• There is no evidence to support that any one ocular lubricant is superior to another; least costly options have been 



chosen in this guideline. Ocular lubricants should be prescribed by BRAND where stated to ensure the least costly 
preparations are used.  



• Finding an effective treatment can vary between patients. Try at least two products from each section for 6 to 8 
weeks before stepping up to the next severity level. 



• Optometrists & Pharmacists can also provide advice on product choice to be bought OTC.  
• Paraffin based products are flammable. Care should be taken to avoid burns e.g., smoking, close contact with naked 



flames.  
• If dry eye products are used in conjunction with other eye preparations there should be a time interval of at least 5 



minutes between applications should be advised, with the more viscous product being applied last. Patients should 
consult product literature as times may vary. 



• For patients who are already being prescribed OTC products: a review should be undertaken at the next review 
appointment to ensure adherence, whether they are still required and whether a prescription is still appropriate. 



• Unit dose vials (UDVs) are not considered as preferred preparations and should only be considered if there is no 
alternative, when the patient finds it difficult to use a device (e.g. arthritis in hand or tremor) or in hospital inpatient 
settings. 



• EXPIRY DATES: 
o As a guide, frequency ≥6 x daily - no need for a product with > 28 days expiry. Between 2 - 5 x daily – a 



product with a 3month expiry usually cost-effective. If once daily consider prescribing a product with 6 
month expiry. (Based on 200 drops/10ml bottle - note some products may have > 200 drops/10ml). 



o Single use unit dose vials (UDVs) should be discarded after each use unless otherwise specified by the 
manufacturer. A single UDV contains sufficient quantity for administration into both eyes. 



 
Over the counter OTC 
 “Simple dry eye can be managed by directing the patient to self-care and to purchase dry eye lubricants over–the-
counter.” This includes for tired eyes, hay fever symptoms, contact lens wearers, visual display screen users, and age-



Rheumatoid arthritis, ulcerative keratitis), neurotrophic cornea  
• Previous corneal conditions, recurrent corneal erosions, corneal injury  
• Lid abnormalities (ectropion, entropion or reduced lid laxity where corrective surgery is not undertaken)  
• Other causes ocular surface inflammation such as atopic keratoconjunctivitis and severe Meibomian gland dysfunction.  
 
For existing patients discuss ongoing prescribing at the next clinical review. 
Simple dry eye is an uncomplicated condition which can be managed without medical intervention. Patients should be directed 
to self-care. 
 
Preservatives  
• Preservative free preparations are appropriate for patients with: 



o true preservative allergy 
o evidence of epithelial toxicity from preservatives 
o prolonged, frequent use (e.g.  daily frequency of administration greater than 6 times a day for longer 



than 3 months) 
o chronic eye conditions requiring multiple, preserved topical medications 
o soft or hybrid contact lens wearers 



•  Preservative free in the eye (PFE) formulations contain ‘disappearing’ preservatives which are present in the 
bottle but degrade on instillation. In severe dry eye, they may not totally degrade due to a decrease in tear 
volume and may be irritating. 



• Eye ointments are used for local treatment of lids, for prolonged treatment at night and to reduce number of 
drops given. Use drops first before ointment, if both are prescribed to be used together. 



• If putting in more than one drop or more than one type of eye drop, patients should wait 5 minutes before 
putting the next drop in. This will stop the first drop from being washed out by the second before it has had 
time to work.  



 
4. When to refer to secondary care 



• If there is an underlying condition (suspected or known) that can cause dry eyes, consider referral for 
specialist assessment. 



• Red Flag symptoms: 
o One eye affected much more than the other 
o Additional dry mouth and other mucosal tissues 
o Systemic conditions such as allergy, connective tissue disorders or cancer treatment 
o Symptoms including pain, foreign body sensation or photophobia 
o Short- term symptoms with a sudden onset 
o Reduction of vision that doesn’t return after each blink 
o Stickiness, crusting discharge of the eye 
o Marked redness of the eye 
o Unsuccessful treatment attempts with 3 products recommended in this guideline 
o Signs of ulcers or corneal damage 





https://www.rcophth.ac.uk/wp-content/uploads/2020/05/Understanding-Dry-Eye_2017.pdf
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related dry eyes. KMICB support the prescribing of dry eye lubrications for new patients ONLY where the use of dry eye 
lubrication is essential to preserve sight function for the following patients: 
• Severe ocular surface disease (OSD) caused by the following conditions; Sjögren’s syndrome, auto immune disease (e.g. 



 
 



o Regular attendance to A&E for eye associated problems 
o Significant pain/ soreness on waking with recent history of injury 



• Urgent referral to an ophthalmologist is required for children with any corneal change (e.g. staining or 
vascularisation). Apply a lower threshold for obtaining specialist advice for younger people. 
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5. General exceptions that apply to the recommendation to self-care 



There are however, certain scenarios where patients should continue to have their
treatments prescribed and these are outlined below: 



Patients prescribed an OTC treatment for a long term condition (e.g. regular pain
relief for chronic arthritis or treatments for inflammatory bowel disease). 
For the treatment of more complex forms of minor illnesses (e.g., severe
migraines that are unresponsive to over the counter medicines). 
For those patients that have symptoms that suggest the condition is not minor
(i.e., those with red flag symptoms for example indigestion with very bad pain.) 
Treatment for complex patients (e.g., immunosuppressed patients). 
Patients on prescription only treatments. 
Patients prescribed OTC products to treat an adverse effect or symptom of a
more complex illness and/or prescription only medications should continue to
have these products prescribed on the NHS. 
Circumstances where the product licence doesn’t allow the product to be sold over 
the counter to certain groups of patients. This may vary by medicine, but could 
include babies, children and/or women who are pregnant or breast-feeding.
Community Pharmacists will be aware of what these are and can advise accordingly. 
Patients with a minor condition suitable for self-care that has not responded
sufficiently to treatment with an OTC product. 
Patients where the clinician considers that the presenting symptom is due to a
condition that would not be considered a minor condition. 
Circumstances where the prescriber believes that in their clinical judgement,
exceptional circumstances exist that warrant deviation from the recommendation
to self-care. 



Individual patients where the clinician considers that their ability to self-manage  
compromised as a consequence of medical, mental health or significant social
vulnerability to the extent that their health and/or wellbeing could be adversely affected, 
if reliant on self-care. To note that being exempt from paying a prescription charge does 
not automatically warrant an exception to the guidance. Consideration should also be 
given to safeguarding issues 



6. Local referral to community pharmacies to receive a CPCS 
consultation for minor illness. 
Minor conditions of the eye: red or irritable, sticky or watery and minor eyelid 
problems can be triaged to the community pharmacy via the CPCS referral 
pathway where this is available. More information can be found at: 
https://www.england.nhs.uk/primary-care/pharmacy/community-pharmacist-
consultation-service/referring-minor-illness-patients-to-a-community-pharmacist/  
 
Optometrists can also signpost to the community pharmacies for minor eye 
conditions with recommendations of suitable products to purchase. 



 
7. Local referrals for dry eye -routine and urgent 
Local community pathway ophthalmology information can be found on the 
website of Primary Eyecare (Kent and Medway) Ltd available from:  
https://pekm.co.uk/ 



Rapid Access and ophthalmic trauma cases should be sent to hospital via the usual 
rapid access and emergency pathways.  
 
Arrange same day assessment by ophthalmology if the person is suspected of 
having a serious and potentially sight-threatening eye condition such as acute 
glaucoma, keratitis, iritis or corneal ulcer. 
 
Arrange referral to ophthalmology or the appropriate medical speciality (with 
urgency depending on clinical judgement) if the person: 



• Is suspected of having an underlying systemic condition such as Sjogren’s 
syndrome. 



• Has persistent symptoms that do not respond to underlying systemic 
condition after 12 weeks. 



• Has abnormal lid anatomy or function. 
• Discuss with, or refer to, ophthalmology (with urgency depending on 



clinical judgement) if uncertain of diagnosis. 
• Has persistent or worsening symptom, despite compliance with 



recommended treatment regime. 
 
 
 



 



 





https://www.england.nhs.uk/primary-care/pharmacy/community-pharmacist-consultation-service/referring-minor-illness-patients-to-a-community-pharmacist/


https://www.england.nhs.uk/primary-care/pharmacy/community-pharmacist-consultation-service/referring-minor-illness-patients-to-a-community-pharmacist/


https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpekm.co.uk%2F&data=05%7C01%7Cp.khaira1%40nhs.net%7Cd04ca4fa2aa64732c11408dbe6a80419%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638357381526349279%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=vBuc3IU8zyCQN8QeND95t3BTepu%2FBiJ80jhw%2Bbs92%2Bs%3D&reserved=0
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8. Resources & Aids for patients: 
 
• Understanding Dry Eye Leaflet - 



Understanding series – Dry eye 
(rcophth.ac.uk) 



• NHS Health A to Z Dry Eyes - 
https://www.nhs.uk/conditions/dry-eyes/ 



• Compliance aids: Know Your Drops | Moorfields Eye Hospital 
NHS Foundation Trust 



• A range of Eye drop dispenser aids are available via FP10 
(ComplEye, Opticare, Opticare Arthro 5, Opticare Arthro 10) 





https://www.england.nhs.uk/wp-content/uploads/2018/03/otc-guidance-for-ccgs.pdf


https://www.england.nhs.uk/wp-content/uploads/2018/03/otc-guidance-for-ccgs.pdf


https://cks.nice.org.uk/topics/dry-eye-disease/management/management/


https://cks.nice.org.uk/topics/dry-eye-disease/management/management/


https://www.sciencedirect.com/journal/the-ocular-surface/vol/15/issue/3
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https://www.moorfields.nhs.uk/knowyourdrops


https://www.moorfields.nhs.uk/knowyourdrops





			Rheumatoid arthritis, ulcerative keratitis), neurotrophic cornea 


			3. Guidance notes


			 EXPIRY DATES:





			• Previous corneal conditions, recurrent corneal erosions, corneal injury 


			• Lid abnormalities (ectropion, entropion or reduced lid laxity where corrective surgery is not undertaken) 


			 Understanding Dry Eye Leaflet - Understanding series – Dry eye (rcophth.ac.uk)
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Interventions to be considered for ALL patients at ALL stages 
 



 
ENSURE 



DIAGNOSIS IS 
CORRECT 



 



 



HOUSEHOLD SMOKING AND 
VAPING CESSATION 



 



VACCINATION 
 



ASTHMA ACTION 
PLAN 



 



 



INHALER 
TECHNIQUE AND 
USE OF SPACER 



 



 



RECORD EXACERBATIONS 
 



 



 RECORD POSSIBLE 
TRIGGERS 



 



 



OVER-USE OF SABA 
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Diagnosing Asthma –Asthma diagnosis in children is more difficult. Where possible carry out 
objective testing, such as PEFR and spirometry. Symptom history, triggers and family history will 
often guide the likely diagnosis. 
Lifestyle advice-  
Discuss potential trigger factor avoidance. This could be pollen, exposure to pets, perfumes, or 
exercise, and is individual to each patient. Record on the patient’s self-management plan.  
Inhaler choice - When considering the most appropriate inhaler for a patient we need to consider 
several things: 



• Patient’s inspiratory flow- Dry Powder inhalers require greater respiratory effort, and this 
may not always be appropriate for children. Use In-check dial or dummy inhalers.  



• Patient usability- Consider using the same type of inhaler as the patient progresses 
through the asthma pathway. This will improve inhaler technique and concordance. 



• Carbon footprint- The NHS has committed to lowering the global warming potential 
(GWP) for inhalers.  



THIS IS NOT INTENDED TO REPLACE ALL POTENTIAL FORMULARY AND SECONDARY CARE 
INHALER CHOICES, BUT TO SHARE BEST PRACTICE WHEN CONSIDERING PATIENTS JOURNEY 
THROUGH INHALER PATHWAY. PLEASE PRESCRIBE ALL INHALERS BY BRAND. 
Review- Review patients within 8-12 weeks of starting any new therapy to assess efficacy. If no 
benefit is experienced review concordance and consider escalating or switching therapy.  Inhaler 
technique, side effects and efficacy (using ACT score) should be assessed at EVERY interaction.  
ALL PATIENTS REQUIRE AN ASTHMA MANAGEMENT PLAN- Child: Child Asthma Action Plan – 
Asthma + Lung UK (asthmaandlung.org.uk)  
 Escalation and de-escalation- Before changing inhaled therapy: 



• Check inhaler concordance and technique 
• Eliminate any trigger factors 
• Review diagnosis if outcomes are unexpectedly poor 
• On changing therapy review after 8-12 weeks to assess benefit 
• If patient is stable consider reducing ICS dose by 25% and review every 3 months to 



assess efficacy 
Referral- Check concordance with inhaled therapy, then consider referral to secondary care if: 



• Diagnosis is unclear. 
• The patient has required 2 or more courses of oral corticosteroids in a 12-month period, 



despite concordance to inhaled therapy. 
• The patient is still exacerbating despite escalation to maximum inhaled therapy. 



Spacers: 
Metered dose inhalers (MDI) propel the active ingredient at 70mph, and without a robust 
inhaler technique, or the use of a spacer, 90% of this dose will hit the back of the throat, and 
eventually be swallowed, thus reducing the therapeutic effect. For children <6 years a spacer 
must be prescribed and renewed at least every 12 months. This is also important for any 
children under 12 years using an MDI.  Several types of spacer are recommended for children: 
 



• With no mask (usually blue) 
• With a child mask (usually yellow) 
• With an infant mask (usually orange)                                                                           





https://shop.asthmaandlung.org.uk/collections/health-advice-resources/products/child-asthma-action-plan


https://shop.asthmaandlung.org.uk/collections/health-advice-resources/products/child-asthma-action-plan
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NOTE: ALTHOUGH SOME 6-11 YEAR OLDS WILL BE ABLE TO USE A DPI SUCCESFULLY, AND SOME ARE LICENSED, SOME MAY PREFER TO USE AN MDI 
WITH A SPACER. COUNSEL THE CHILD/ADOLESCENT THOROUGHLY WITH NEW INHALER TECHNIQUE. 



NOTE: NEBULISED BRONCHODILATION SHOULD NOT BE PRESCRIBED IN PRIMARY CARE. THIS INCREASES THE RISK OF POOR OUTCOMES IN CHILDREN. 
 



Key
Carbon footprint



Inspiratory Flow



Inhaler Type



Dry powder inhaler (DPI): Requires MEDIUM-HIGH inspiratory Flow.
Technique: Steady/forceful and deep.



ASSESS ABILITY TO USE DPI ON AN INDIVIDUAL BASIS



Metered dose Inhaler (MDI)
Requires LOW inspiratory Flow



Technique: Slow and Deep ( all require a spacer)



At diagnosis of asthma or “suspected asthma” 5 years and under SABA prn, and 6 -11 years “low dose ICS” prn when SABA required
6-11 years5 years and under6-11 years (low dose ICS”)5 years and under



Easyhaler Budesonide 100mcg
1 puff bd prn



AND
Easyhaler Salbutamol prn



Not recommendedClenil 50mcg 2 puffs bd prn
OR



Flixo�de Evohaler 50mcg 1 puff bd prn
AND



Salamol MDI prn



Salamol MDI prn
To be used as a trial to relieve symptoms



Treatment escala�on 1 - For 5 years and under addi�on of “low dose” ICS, and 6 -11 years “low dose” ICS regularly plus SABA pr n
Easyhaler Budesonide 100mcg
1 puff bd (regular preventor)



AND
Easyhaler salbutamol prn



Not recommendedClenil 50mcg 2 puffs bd with spacer
OR



Flixo�de Evohaler 50mcg 1 puff bd
AND



Salamol MDI prn



Clenil 50mcg 2 puffs bd with spacer
AND



Salamol MDI prn



Treatment escala�on 2 - For children 5 years and under escalate to “medium dose ICS” or “low dose ICS” plus LTRA. For children aged 6 -11 escalate to “medium
dose” ICS OR“low dose ICS/SABA” and SABA prn



Easyhaler Budesonide 100mg 2
puffs bd



OR
Symbicort Turbohaler 100/6



2 puffs bd
AND



Easyhaler salbutamol prn



Not recommendedClenil 100mcg 2 puffs bd
OR



Flu�form 50/5 inhaler
2 puffs bd



AND
Salamol MDI prn



Clenil 100mcg 2 puffs bd
OR



Clenil 50mcg 2 puffs bd PLUS 4mg chewable
Montelukast at night



AND
Salamol MDI prn



A trial of Montelukast 5mg
(4mg chewable for 2-5 year
olds), 1 tablet each evening,



can be added at any
escala�on stage. Review



a�er 4-8 weeks and
discon�nue if no benefit



Inhaled Short ac�ng B 2
agonist (SABA): MDI Salamol
or DPI- Salbutamol EasyHaler



(if inspiratory flow is
acceptable in 6 years plus



only)
. Please review pa�ents using



more than 3 SABA in a 12 -
month period



Low High



MDI



Turbohaler



Easyhaler



REFER



Very High



If uncontrolled
a�er 6-8 weeks
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EXACERBATION GUIDELINES- Under 12 years 
 
 



Assess the patient: Check the severity of the exacerbation by assessing presentation as below: 
Moderate Severe Life-threatening 
Peak flow (PEFR): ≥ 50% of 
predicted or best 
Resp rate ≤40/min (2-5 years) 
or ≤30/min (6-11 years) 
Pulse rate ≤140bpm (2-5 
years) or ≤125bpm (6-11 
years) 
O2 saturation on air: >92% 
Normal speech 



Pulse rate: >140bpm (2-5 
years) or >125bpm (6-11 
years) 
Respiratory rate: >40/min (2-5 
years) or >30/min (6-11 years) 
O2 saturation on air: <92% 
PEFR: 33-50% predicted or 
best (<50% in children) 
Inability to complete 
sentences 
Use of accessory muscles 



PEFR <33% of predicted or 
best 
O2 saturation on air: <92% 
Drowsy, confused, silent 
chest, cyanosis, hypotension, 
cardiac arrythmia 



Start treatment 
SABA: 1 puff every 30-60 secs 
up to a maximum of 10 puffs. 
If no improvement repeat 
after 10-20 mins. 
Prednisolone: 40-50mg/day 
for a minimum of 5 days 
Controlled O2 (if available): 
Target SAT : 93-95% 



While waiting for hospital transfer start SABA MDI via spacer 
and O2 if available. 



Assess symptoms 
Continue treatment with 
SABA and assess response at 
an hour or earlier if patient 
declines.  



 



IF NO IMPROVEMENT 
TRANSFER TO HOSPITAL 



TRANSFER TO HOSPITAL 



 
 
 
 
 
 
 
 
 
 



On discharge from hospital/ or post exacerbation: 
• Follow up with GP or practice nurse within 48 hours of exacerbation/hospital discharge 
• Check inhaler technique and concordance 
• Provide with an asthma self-management plan  (Child Asthma Action Plan – Asthma + 



Lung UK (asthmaandlung.org.uk) 
• Advise patient to seek urgent medical assistance if symptoms deteriorate 





https://shop.asthmaandlung.org.uk/collections/health-advice-resources/products/child-asthma-action-plan


https://shop.asthmaandlung.org.uk/collections/health-advice-resources/products/child-asthma-action-plan
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https://www.nice.org.uk/guidance/ng80
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https://www.haag-streit.com/clement-clarke/products/inhaler-technique/in-check-dial-g16/?no_cache=1


https://www.prescqipp.info/our-resources/bulletins/bulletin-295-inhaler-carbon-footprint/


https://www.rcplondon.ac.uk/projects/outputs/why-asthma-still-kills


https://stateofchildhealth.rcpch.ac.uk/evidence/nations/england/







image6.emf

K&M Rescue Pack  COPD Revised Nov23.pdf




K&M Rescue Pack COPD Revised Nov23.pdf




Approved by: IMOC 
Approval Date: December 2023 
Revised Date: November 2023 
Review Date: November 2025 



Chronic Obstructive Pulmonary Disease Rescue Packs Guidance 
For Primary Care Healthcare Professionals 
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3 30th September 
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4 11th November 
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Chronic Obstructive Pulmonary Disease Rescue Packs Guidance 
For Primary Care Healthcare Professionals. 



The following guidance has been developed to support practices to appropriately prescribe anticipatory oral 
corticosteroids and/or antibiotics (‘rescue packs’) to keep at home. They are to be used during COPD Flare-ups 
also known as COPD exacerbations – which are“acute worsening of respiratory symptoms that requires 
additional therapy” 
When should rescue packs be considered? 



NICE guideline NG115 and the Primary Care Respiratory Society (PCRS) recommend that patients diagnosed 
with COPD should be offered rescue medication at home if the patient: 



- has had two or more exacerbations (or one exacerbation requiring hospital admission) in the last year
and remains at risk of further exacerbations



- and has the understanding and confidence with using rescue medication and the associated benefits
and risks



- and is able to notify their healthcare professional when they have used the medication and to request
for replacement supplies.



Careful consideration of the suitability for rescue packs must be included in COPD management plans. Risk 
factors for frequent exacerbations should also be considered in order to ensure appropriate use of rescue 
medication whilst also reducing the need for hospitalisation. 
Risk factors for frequent Flare-ups 



 Smoking
 Increased age
 Severity of FEV1 impairment
 Frequent past exacerbations
 Frequent respiratory tract infections
 Daily cough and wheeze
 Persistent symptoms of chronic



bronchitis
 Co morbid conditions: mainly



cardiovascular disease



Commonly reported symptoms of a Flare-up are 
increased levels of: 



 Breathlessness
 Cough
 Sputum volume or purulence



and/or change in colour
 Wheeze
 Malaise/fatigue
 Temperature



Rescue pack treatment options 



Symptoms Treatment 
strategy 



Treatment 



Increased in sputum volume, 
purulence or change in colour 



Start antibiotics First line – amoxicillin 500mg TDS for 5 days 



If allergic to penicillins then: 
Doxycycline 200mg on day 1 then 100mg OD for 4 days (total 
duration 5 days) 
Or 
Clarithromycin 500mg BD for 5 days 



Alternative antibiotics may be required in resistant cases but 
should not be issued as rescue packs. See 
https://www.nice.org.uk/guidance/ng114/chapter/Recommenda 
tions for details. 



Increased breathlessness, 
chest tightness or wheeze with 
no improvement on increasing 
use of bronchodilator 



Start oral 
corticosteroids 



Prednisolone (standard release*) 30mg OD for 5 days 
(Note there is no need to taper steroid dose) 
* no evidence of any benefit with enteric coated



Both symptoms of change in 
sputum and breathlessness 



Start both 
antibiotics and oral 
corticosteroids 



Treatment as above 





https://www.nice.org.uk/guidance/ng114/chapter/Recommendations


https://www.nice.org.uk/guidance/ng114/chapter/Recommendations








Approved by: IMOC 
Approval Date: December 2023 
Revised Date: November 2023 
Review Date: November 2025 



Consider the following at the point of prescribing 



Prescribing advice Patient counselling points 
 Check allergy status at the point of



prescribing medication.



 Rescue medication must not be
added to the repeat medication list,
only prescribe on the acute list.



 Dosage instructions must make
clear the intended use of rescue
medication i.e. ‘only for COPD
Flare-ups’.



 Advise patient to contact GP
practice when there has been a
need to use one of the rescue
medication to allow for the
following:



1. To record the episode of Flare-up:
Acute exacerbation of COPD
SNOMED 195951007
Or
Acute infective exacerbation of
COPD SNOMED 285381006



2. To replace the rescue medication
used



3. To discuss possible triggers or
reasons for exacerbation, review
current on-going treatment plan
and adjust if needed.



 If re-issuing rescue packs occurs
outside of a COPD review ensure to
check for date of last review and
date of last rescue pack issue.



 Consider if a steroid card should be
issued to the patient, particularly if
multiple courses of steroids have
been issued in the last year.



 Explore smoking cessation options with patient (if applicable).
 Patient may require either antibiotics or steroids, not always



both. Discuss symptoms and whether antibiotics and/or
steroids should be used (be aware that a lot of anxiety can
trigger breathlessness).



Antibiotics should be initiated during Flare-ups if sputum 
becomes purulent. Sputum culture can be useful to check for 
bacterial infection, especially if they have started the rescue 
medication and have not improved with the first 5 day course of 
treatment; or have had back to back Flare-ups within 4 weeks. 



Start oral corticosteroid therapy if increased breathlessness 
interferes with daily activities. 



Patients might start to take their prednisolone too early or too 
late, or they may think they always need to take their 
antibiotics and steroids together. Patients need to understand 
that sometimes they may only need to take the steroids to 
treat their breathlessness. 



 Provide a copy of Self-Management of Flare-ups guide
(appendix 1) to ensure patients can follow the instructions
including actions to take if experiencing severe symptoms.



 Advise to take the medication as instructed (including the need
to complete the prescribed course).



 Discuss actions to take when symptoms worsen rapidly or
significantly, or do not improve within 2 to 3 days (or other
agreed time) or becomes systemically unwell (NEWS2 score).



 Symptoms may not be fully resolved following a course of
antibiotics.



 Care is needed when using oral steroids in diabetics as
significant hyperglycaemia can be triggered. Provide advice as
appropriate.



 Patient should make contact with GP practice to inform them
of starting the rescue pack.



 Advise to contact the GP practice for a full COPD review if
poor response to rescue pack, or two rescue packs have been
used within the last year. Current treatment should be
reviewed including further action plan to help minimise
exacerbation risk. Self-management plan (appendix 2) should
be updated. Consider the possibility of differential diagnosis.
(In particular an up to date Chest x-ray to exclude other lung
pathology including lung cancer)



Community respiratory Clinicians 
Community respiratory nurses may prescribe or recommend prescribing of rescue medication for an un-well 
patient. When this happens be assured that an assessment has been made to ensure the patients suitability. 
This should be recorded on the patient’s notes as per the previously mentioned SNOMED code, and if the 
patient does not respond to the initial rescue course liaison with community teams may be required to assess 
treatment escalation and review of COPD management plan. 
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Appendix 1 Chronic Obstructive Pulmonary Disease (COPD) 
Self-Management of Flare-ups Guide 



Patient name Date of birth 



Clinician name Signed 



Job title Date 



GP practice Practice Tel No. 



If you have COPD you are at risk of getting Flare-ups or chest infections when your symptoms get worse. Your 
COPD rescue medicines are a supply of standby medications to start if this happens before you are able to see 
your GP. 
It is important to recognise the symptoms early as good treatment taken early can help you get better quicker 
and reduce further damage to your lungs. Always follow the directions on your medication. 



WHEN YOU ARE WELL 
KNOW 



• How much you can do each day
• How your breathing is at rest and during activity
• What makes your breathing worse
• How much you cough and if you produce sputum,



what colour is your sputum
• How often you use your reliever (blue inhaler)



LIFESTYLE TIPS 
• Eat a balanced diet
• Stop smoking, avoid triggers
• Keep active, exercise as much as you can
• Take your medicines as prescribed
• Avoid running out of medication
• Ensure you have an annual review with your GP



WARNING SIGNS OF EXACERBATION 
SIGNS 



• Breathlessness – more
breathless than usual that
interferes with daily activities



• Increased volume of sputum
(phlegm), is thicker or stickier
than normal or it has changed
colour to yellow or green



WHAT TO DO 
• Monitor your symptoms



closely
• Rest – allow more time for rest
• Drink extra fluids and eat



regular meals
• Increase use of reliever inhaler



to 2-4puffs every 4-6hours for
24hours



IF NO RESPONSE AFTER 48HRS 
• For breathlessness:



start rescue medication – oral
prednisolone



• For change in sputum:
start rescue medication –
antibiotics



• For both symptoms: start
prednisolone and antibiotics



Contact your GP surgery if you 
have used your rescue 
medication 



SEVERE SYMPTOMS 
SIGNS 



• Very short of breath with NO response to reliever
inhaler



• Chest pain
• High fever (above 38°C)
• Feel agitated, panic or fear
• Confusion or drowsiness
• You develop any other symptoms of concern



WHAT TO DO 



Urgent GP appointment 
or 



contact 111 or 999 



If you are using your rescue medication: 
Continue with your usual medication and contact your GP surgery to book for a post-exacerbation 



review 








			Chronic Obstructive Pulmonary Disease Rescue Packs Guidance For Primary Care Healthcare Professionals


			Chronic Obstructive Pulmonary Disease Rescue Packs Guidance For Primary Care Healthcare Professionals.


			Appendix 1 Chronic Obstructive Pulmonary Disease (COPD) Self-Management of Flare-ups Guide
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Principles of Shared Care Agreements  



  



Introduc�on  
Good organisa�on of care across the interface between primary and secondary/ter�ary care is 
crucial in ensuring that pa�ents receive safe and high quality care – and in making the best use of 
clinical �me and NHS resources in all care. Good professional prac�ce requires care for pa�ents to 
be seamless; pa�ents should never be placed in a posi�on where they are unable to obtain the 
medicines they need, when they need them. Lack of communica�on between primary and 
secondary/ter�ary care and misunderstandings around the responsibili�es of the professionals 
involved are o�en cited as reasons for pa�ents not being able to get their medicines in a �mely 
manner, despite effec�ve collabora�ve working and communica�on being an important part of 
pa�ent-centred professionalism.  
  
1. Criteria for Classifying Drugs as Suitable for Shared Care  
a. It is in the best interests of the pa�ent for a primary care prescriber to take over prescribing, 



however, specialist involvement is required for:  
• ini�a�on of treatment  
• on-going specialist monitoring and/or   
• assessment to enable effec�veness and /or  
• reducing risk of toxicity.  



  
and/or  



  
b. Medicines that are specifically suggested as suitable for shared care by the DH or NICE.  



  
2. Shared Care Agreements  
a. Treatment should be ini�ated by a specialist (which could include consultant, suitably trained  



specialist non-medical prescriber or GP with specialist interest within a secondary, ter�ary, or 
primary care clinic).  Clinical and prescribing responsibility should be transferred to primary care 
only when the pa�ent’s clinical condi�on is stable or predictable. This does not mean that the 
pa�ent is discharged from specialist care.  
NHSE guidance states that pa�ents can be discharged, but need a fast track referral route in certain 
circumstances e.g. Adult ADHD.  



As the CCG is not responsible for agreeing ter�ary care shared care, there may be a need to 
consider treatment on a case by case basis.  
The GP should agree in wri�ng for each individual case and the secondary/ter�ary provider must 
con�nue to provide prescrip�ons un�l successful transfer of responsibili�es.  Specialist advice 
should be available to primary care prescribers i.e. not requiring referral back to specialist as 
such.  
  
b. The legal responsibility for prescribing lies with the doctor or health professional who signs 



the prescrip�on and it is the responsibility of the individual prescriber to prescribe within their 
own level of competence.  This includes responsibili�es with supplying or administering the 
prescribed medicine and instruc�ons to others.  
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c. Pa�ents should be at the centre of the shared care agreement however where pa�ents do not 
have the mental capacity to make healthcare decisions involvement of carers and/or atorneys 
(holding the Las�ng Power of Atorney for health and welfare) should be considered prior to 
decisions around shared care.  



  
d. Shared care must be in accordance to the Shared Care template (Appendix 1). Communica�on 



between the specialist and the primary care prescriber should include the leters of request 
and agreement/refusal (Appendix 2).   



  
e. For medicines which are prescribed under a share care arrangement, primary care prescribers 



should have sufficient knowledge and experience to monitor, stop, or alter the dosage of the 
medicine in appropriate circumstances and have access to specialist advice to support them 
(details should be made available within Share Care Agreements i.e. not requiring referral 
back to specialist as such). The degree of control, which they have over this prescribing, and ‘a 
route of return’ to specialist care will form part of the shared care agreement.  



  
f. Agreements for shared care must not be used nor declined for cost shi�ing purposes.  



  
g. It is the responsibility of the Joint Prescribing Commitee (JPC) to ensure that adequate 



support, educa�on and informa�on is made available to primary care prescribers who "share 
care" of pa�ents with a specialist in order for treatment to be managed safely in primary care.  



  
h. GP/Primary care prescribers must seek further support from the referring specialist or CCG 



rather than decline shared care on the basis of lack of competence as default.   
  
i. Explicit criteria for review need for monitoring and discon�nua�on of the medicine should be 



included; this should also be communicated to the pa�ent.  
  
j. Pa�ents should never be used as a conduit for informing the GP that prescribing is to be 



transferred nor to inform the specialist that shared care has been declined. They should never 
be placed in a posi�on where they are unable to obtain the medicines they need because of 
lack of communica�on between primary and secondary/ ter�ary care.  



  
3. Circumstances where shared care is not appropriate  
In some situa�ons the use of shared care is not appropriate and in these cases the 
hospital/specialist should retain responsibility for prescribing.  Whilst the situa�ons may be broad 
and diverse the following would be examples:  
  
a. Pa�ents receiving the majority of ongoing care, including monitoring, from the specialist 



service.  
  
b. Where the primary care prescriber does not feel competent in taking on clinical responsibility 



for the prescribing of the medicine despite taking steps (as stated in point 2e above) to seek 
further support from the specialist.   



  
c. Where a drug requires specialist interven�on, stabilisa�on and monitoring on an ongoing basis.  
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d. Where pa�ents have declined the shared care op�on following informed discussions with the 
specialist prescriber.  



  
e. Where insufficient informa�on has been provided to proceed with shared care and/or no 



Shared Care Agreement or protocol exists.  
  
f. Unlicensed medicines unsuitable for use in primary care or being used ‘off-label’ for an  



indica�on with no established evidence base.  
  



g. Where drugs are being used as part of a hospital-ini�ated clinical trial.  
  
h. Where the drug is new, only available through hospitals or has not been approved for addi�on 



to the current primary care formulary.  
  



i. The indica�on for prescribing is contrary to NICE guidance and the use of the drug has not been 
approved on an ‘excep�onal basis’.  



  
j. A medicine for which the JPC considers there to be poor evidence base or lack of cost 



effec�veness compared to alterna�ve commissioned treatments.   
  



k. Black Triangle Medicines (unless there is a large body of evidence suppor�ng use e.g. BNF, 
NICE).   



  
l. There is a NICE recommenda�on that the medicine should not be prescribed on the NHS for the 



condi�on specified.   
  



m. Medicines subject to High-tech Hospital at Home guidance (EL (95)5).   
  



n. All other treatments funded by NHS England unless specifically agreed to be provided through a 
shared care prescribing agreement, or other process as agreed by the JPC.  



  
o. There is a clear NHSE/I Specialised Commissioning or JPC decision to not rou�nely fund usage of 



the medicine or NHSE considers the drug not suitable for shared care.  
  
p. Shared care should not be approved with non-NHS funded providers as no guarantee pa�ents 



will con�nue to fund themselves.  
  



4. Funding Issues  
a. Each shared care protocol submission must include an es�mate of the number of pa�ents 



affected.  
  
b. Commissioners should take account of the opera�onal and resource implica�ons of shared care, 



and of the fact that this should also extend to the requirements and sustainability of hospitals in 
situa�ons where shared care is not accepted.   



  
c. If the treatment is likely to produce significant cost pressures (i.e. it cannot be managed within 



the exis�ng prescribing budget), then agreement needs to be reached with JPC and if supported, 
appropriate funds iden�fied.  
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d. All appropriate monitoring requirements (e.g. phlebotomy, ECG, height/weight checks) must be 



fulfilled. The person delivering that aspect of the shared care agreement should ensure that the 
resources to do this are in place in the clinical se�ng in which they are delivered (for example 
within a Primary Care Network (PCN)).   



  
e. The requirement for the appropriate resource will need to be considered by commissioners, 



based on the likely workload implica�ons of the transfer of care i.e. from secondary/ter�ary to 
primary care.  



  
  
5. Approval and Review of Shared Care protocols  
a. Consulta�on with primary/secondary/ter�ary care prescribers must be sought when 
developing or reviewing a shared care protocol or suppor�ng prescribing guideline.  



  
b. The JPC must recommend the approval of all shared care protocols before they can be 
distributed for use between primary and secondary care.  



  
c. A shared care protocol or suppor�ng prescribing guideline will usually be approved for two 
years a�er which �me an up-dated version should be submited by the author for re-approval. 
Any major changes in na�onal guidance or any significant issue that arises should prompt a review 
of the shared care protocol or suppor�ng prescribing guideline at an earlier date.  
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Appendix 1 Shared Care Protocol   
  



  Methylphenidate, Lisdexamfetamine, Dexamfetamine, Guanfacine &  
  Atomoxe�ne for Aten�on Deficit Hyperac�vity Disorder in pa�ents over    
  18 years of age  



AREAS OF RESPONSIBILITY FOR SHARED CARE  
This shared care agreement outlines suggested ways in which the responsibili�es for managing the 
prescribing of Methylphenidate, Lisdexamfetamine▼, Dexamfetamine▼ Guanfacine & 
Atomoxe�ne for Aten�on Deficit Hyperac�vity Disorder in pa�ents over 18 years of age can be 
shared between the specialist and general prac��oner (GP). GPs are invited to par�cipate. If the GP 
is not confident to undertake these roles, then he or she is under no obliga�on to do so (please refer 
to Principles of Shared Care Agreements in point 2h). In such an event, the total clinical responsibility 
for the pa�ent for the diagnosed condi�on remains with the specialist. Refer to Principles of Shared 
Care document for full details, in summary:  
  



• Transfer of monitoring and prescribing to Primary care is normally a�er the pa�ent is on 
regular dose and with sa�sfactory inves�ga�on results for at least 12 weeks.  



• The dura�on of treatment will be determined by the specialist based on clinical response 
and tolerability.   



• All dose or formula�on adjustments will be the responsibility of the ini�a�ng specialist 
unless direc�ons have been discussed and agreed with the GP/primary care clinician.  



• Termina�on of treatment will be the responsibility of the specialist.  



PRESCRIBING INFORMATION  
  
1. Background   
This guidance has been reviewed in line with the updated NICE guidance  NG87 issued in September   
2019 on the diagnosis and management of Aten�on deficit hyperac�vity disorder which states; 
‘A�er �tra�on and dose stabilisa�on, prescribing and monitoring of ADHD medica�on should be 
carried out under Shared Care Protocol arrangements with primary care’. Clear guidelines are 
therefore necessary to clarify the roles of primary and secondary care providers when using more 
specialist medicines.  
  
Psychiatry UK is the Kent and Medway commissioned service provider for the assessment and 
diagnosis of adult ADHD pa�ents. They are commissioned to ini�ate and �trate pa�ents on 
appropriate drug treatment as specified by NICE and the Kent and Medway formulary. They will 
undertake remote assessments.  
A small number of pa�ents who need to be seen face to face will be managed by a sub contract to 
Psicon. GP management and specialist contact informa�on will be provided in the Psicon to GP leter. 
Psicon will operate under these shared care arrangements.  
Children transi�oning to the adult services will be referred direct to Psychiatry UK/ Psicon by NELFT.  
  
Once the pa�ent has been stabilised on their medica�on regime by Psychiatry UK or Psicon the 
pa�ent’s care will be transferred to the GP’s care under the terms of the pathway in appendix 1.  
  
Medica�on will usually be offered if ADHD symptoms are s�ll causing a significant impairment a�er 
environmental modifica�ons have been implemented and reviewed. Lisdexamfetamine or 





https://www.nice.org.uk/guidance/NG87


https://www.nice.org.uk/guidance/NG87
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methylphenidate are usually offered first-line, with dexamfetamine or atomoxe�ne as possible 
alterna�ves if lisdexamfetamine and/or methylphenidate are contraindicated, not tolerated, or 
ineffec�ve. For transi�oning children it may be appropriate to con�nue with exis�ng successful 
treatments.  
Non-pharmacological treatment in combina�on with medica�on may be considered for adults with 
ADHD who have benefited from medica�on but whose symptoms are s�ll causing significant 
impairment. This can include a structured suppor�ve psychological interven�on focused on ADHD, 
regular follow-up either in person or by phone, and/or elements of or a full course of CBT.   
  
2. Indica�ons (Please state whether licensed or unlicensed)   
• Aten�on-deficit hyperac�vity disorder is defined by core signs of an excess of inaten�on, 



hyperac�vity and impulsiveness. These are normal personality traits, so it is important to 
establish that they are present to a greater extent than would normally be expected, that they 
cause impairment (commonly in social or academic domains) and that they are pervasive across 
a range of situa�ons.  



• NICE clinical guidelines for the Management of ADHD (NG 87) state that the treatment strategies 
for ADHD in adults are essen�ally similar to those used in childhood. It also very importantly 
states that “it remains an anomaly that many medicines that are considered to be safe and 
effec�ve in children and adolescents are not licensed for use in adults”.  



• Pharmacological treatment should be the first line treatment for ADHD, unless the person prefers 
psychological treatment. Medica�on should be prescribed as part of a comprehensive treatment 
programme addressing psychological, behavioural and educa�onal or occupa�onal needs.  



• Historically, ADHD was considered a childhood disorder and pa�ents were expected to grow out 
of this condi�on by their late teens. However, it is now widely recognised that in up to 70% - 80% 
of pa�ents, the condi�on con�nues into adulthood, and con�nues to cause impairment of 
func�oning in a large propor�on of these pa�ents.  



• Bri�sh Associa�on of Psychopharmacology (BAP) Guidelines state: “Although controlled evidence 
for prescribing in adults is not extensive, this consensus statement can be considered to meet the 
criteria for adequate evidence and experience when prescribing standard medica�ons to adults 
with ADHD, when done in the context or with support of specialist psychiatric services”.  



  
All medica�on for ADHD should only be ini�ated by a healthcare professional with training and 
exper�se in diagnosing and managing ADHD.  
  



- Offer lisdexamfetamine or methylphenidate as first-line pharmacological treatment for adults 
with ADHD.  



- Consider switching to lisdexamfetamine for adults who have had a 6 week trial of 
methylphenidate at an adequate dose but have not derived enough benefit in terms of 
reduced ADHD symptoms and associated impairment.   



- Consider switching to methylphenidate for adults who have had a 6 week trial of 
lisdexamfetamine at an adequate dose but have not derived enough benefit in terms of 
reduced ADHD symptoms and associated impairment.   



- Consider dexamfetamine for adults whose ADHD symptoms are responding to 
lisdexamfetamine but who cannot tolerate the longer effect profile.  



- Offer atomoxe�ne to adults if:  
o they cannot tolerate lisdexamfetamine or methylphenidate or  
o their symptoms have not responded to separate 6 week trials of lisdexamfetamine 



and methylphenidate, having considered alterna�ve prepara�ons and adequate 
doses.  
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Please see NICE's informa�on on prescribing medicines.  
  
3. Pharmaceu�cal aspects   
Refer to most current BNF for htps://bnf.nice.org.uk/drug/   
  
For a full list, see manufacturer’s Summary of Product Characteris�cs (SPC) (on 
www.medicines.org.uk/emc   
  
4. Exclusions or contraindica�ons   
Please note this does not replace the Summary of Product Characteristics (SPC) and should be read in 
conjunction with it.  



  
• Pa�ents not registered with a GP in the Kent and Medway CCG area  
• Pa�ents unwilling or likely to be unable to be compliant with the service  
• Non-NHS pa�ents  
• Pa�ents where a writen request for shared care has not been received.  
  
Refer to current BNF htps://bnf.nice.org.uk/drug/ and SPC www.medicines.org.uk/emc for 
contraindica�ons.  



  
5. Ini�a�on and ongoing dose regime (by specialist) Note 
-   
• Transfer of monitoring and prescribing to Primary care is normally after the patient is stable on a regular 



dose and with satisfactory investigation results for period of time as agreed by the specialist. This is usually 
12 weeks.  



• Specialist to specify the length of treatment supplied to the patient in order to indicate to primary care 
when new supply will be required for forward planning.    



• All dose or formulation adjustments will be the responsibility of the initiating specialist unless directions 
have been discussed and agreed with the primary care clinician   



• Termination of treatment will be the responsibility of the specialist.      
All medica�on for ADHD should only be ini�ated by a healthcare professional with training and 
exper�se in diagnosing and managing ADHD.   
  
6. Specialist responsibili�es for monitoring (including frequency)   
• When pa�ent is on a stable dose of ADHD medica�on, Psychiatry UK or Psicon to request shared 



care with General Prac�ce. This is usually a�er 12 weeks.  



• Send the completed ‘Request to share care form’ (appendix 1) together with a clinic letter 
which includes other relevant information to the GP.  



• Psychiatry UK/ Psicon to obtain consent from pa�ent if unlicensed medica�on prescribed – 
confirma�on to be provided in pa�ent/ GP leter.   



• 1 month supply of medicine to be provided by Psychiatry UK / Psicon with the transfer of care, 
and following any change in medica�on by Psychiatry UK or Psicon.   



• Clear writen communica�on from Psychiatry UK or Psicon to GP and pa�ent regarding the 
pa�ent’s treatment plan   



• Psychiatry UK / Psicon to ensure pa�ents are educated about taking responsibility for organising 
monitoring every 6 months and annual review with GP prac�ce.   





https://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/nice-guidelines/making-decisions-using-nice-guidelines#prescribing-medicines


https://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/nice-guidelines/making-decisions-using-nice-guidelines#prescribing-medicines


https://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/nice-guidelines/making-decisions-using-nice-guidelines#prescribing-medicines


https://bnf.nice.org.uk/drug/
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http://www.medicines.org.uk/emc
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• Psychiatry UK / Psicon to ensure pa�ents understand that if they do not atend for monitoring 
prescrip�ons will not con�nue to be issued. GP should contact Psychiatry UK/ Psicon for advice 
on stopping the pa�ent’s prescrip�on. (Pa�ents with recurrent issues are not suitable for this 
pathway and will need to be reviewed with support from Psychiatry UK/ Psicon).  



  
  



  
7. GP responsibility     
• Return the completed ‘Shared care agreement form’ (appendix 1) to the specialist within 2 



weeks of receipt of request to share.  
• GP to inform specialist about termina�on of shared care if specialist review leter/email is not 



available when re-authorisa�on of script is required.  
• Pa�ent to make appointment to see health care assistant for BP, pulse and weight check every 6 



months or to arrange for remote monitoring to be undertaken.  
• Standard thresholds for BP and pulse to trigger an alert to the GP.   
• 28 day prescrip�on is issued if there is evidence of monitoring BP, pulse and weight not more 



than 7 months old.  



• Methylphenidate, lisdexamfetamine and dexamfetamine are CDs, so prescrip�ons should be 
limited to 30 days’ supply (and are only valid for 28 days from the date of signature). Sustained 
release methylphenidate prepara�ons need to be prescribed by brand as they are NOT 
interchangeable (they have different release profiles).  



• If there is any concern regarding pa�ent management, the GP should contact Psychiatry UK/ 
Psicon – see contact details below.   



• Changes in dose will usually be ac�oned by Psychiatry UK/ Psicon, however they may be ac�oned 
by the GP where they are in agreement to do so and are adequately supported by the specialist.  



• Changes in drug will always be ac�oned by Psychiatry UK/ Psicon.   
  



Pa�ent annual review   
Pa�ent to have an annual ADHD review with an appropriately trained prescribing clinician within the 
prac�ce. This review can be undertaken remotely if the clinician and pa�ent are in agreement.  
Annual review to include the following (see review template – appendix 1):   



 Ongoing clinical benefit of medica�on   
 Side effects   
 Worsening of agita�on & tension   
 BP, pulse and weight trends   
 General wellbeing of the pa�ent   
 Medica�on concordance/ poten�al diversion of the drug   
 Illicit drug use  
 Seek Psychiatry UK /Psicon input if required - see contact details below for fast track advice / 



referral  
  
8. Dose Management (by primary care)   
  
  Changes in dose will usually be ac�oned by Psychiatry UK/ Psicon, however they may be ac�oned 



by the GP where they are in agreement to do so and are adequately supported by the specialist.  











   



Approved by JPC, KMMOC and Clinical Cabinet    
Approved Date: By Clinical Cabinet March 2021   
Reviewed and Approved by: IMOC December 2023 
Review Date: December 2025 
  



  



  
 











   



 



  



9. Summary of Key Clinical Informa�on for Drugs Prescribed in Adult ADHD – prescriber must consider interactions with any and all repeat medication the 
patient is taking at the time of initiation  
  
Refer to the current BNF htps://bnf.nice.org.uk/drug/ and SPC: www.medicines.org.uk/emc for full prescribing informa�on  
  



  METHYLPHENIDATE  ATOMOXETINE  LISDEXAMFETAMINE  DEXAMFETAMINE  Guanfacine  
Licensed in 
adults  



Xaggi�n XL, Concerta XL,  
Matoride XL (yes if started 
as a child) 



Medikinet XL – yes - new 
pa�ents require careful dose 
�tra�on 
Equasym XL and immediate 
release prepara�ons – no 
Xenidate XL -– yes (if started 
as a child). NICE 
recommends.  



Yes  Yes  No - but  
recommended by NICE  
NG87  



No – For pa�ents transi�oning from children to 
adult services, it may be appropriate to 
con�nue with exis�ng successful treatments.   



Dose Range  Methylphenidate 
immediate release: 10 – 
100mg daily in 2-3 doses  
Xaggi�n XL 18-108mg daily  
Concerta XL: 18 – 108mg     



daily  
Matoride XL: 18 – 108mg 
daily  
Medikinet XL: 10 – 80mg 
daily  
Equasym XL: 10 – 100mg 
daily  
Xenidate XL: 18 – 108mg  



<70kg – 500mcg -  
1.8mg/kg/day – om or 2 
divided doses (last dose 
early evening)  
>70kg – 40mg -
120mg daily - om or 2 
divided doses (last 
dose early evening)  



30-70mg daily  10 – 60mg daily in 2- 4 
divided doses  



1mg to 7mg once a day.  
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Withdrawal  Careful supervision is 
required during drug 
withdrawal, since this may 
unmask depression as well 
as chronic over-ac�vity. 
Some pa�ents may require 
long- term follow up.  



Abrupt withdrawal 
can be 
implemented if 
necessary  



Withdrawal symptoms 
a�er abrupt cessa�on 
following prolonged 
high-dosage 
administra�on of CNS 
s�mulants include 
extreme fa�gue and 
depression.  



Careful supervision is 
required during drug 
withdrawal, since this 
may unmask 
depression as well as 
chronic over- ac�vity. 
Some pa�ents may 
require long-term 
follow up.  



Pa�ents/caregivers should be instructed not to 
discon�nue guanfacine without consul�ng their 
physician.  
When stopping treatment, the dose must be 
tapered with decrements of no more than 1 mg 
every 3 to 7 days, and blood pressure and pulse 
should be monitored in order to minimise 
poten�al withdrawal effects.  



Contra 
indica�ons  



  



See SPCs – severe CVD or cerebrovascular disease  
 Hypersensi�vity to the ac�ve substance or to any of 



the excipients.  



Dose in renal 
impairment  



Not renally excreted but no 
data  



No dose 
reduc�on 
needed  



e GFR 15-30ml/min reduce to a 
maximum of 50mg daily  



No data - cau�on  Dose reduc�on may be required in pa�ents with 
severe renal impairment (GFR 29-15 ml/min) and 
an end stage renal disease (GFR<15 ml/min) or 
requiring dialysis. No data – cau�on.  



Dose in hepa�c 
impairment  



No data - cau�on  Reduce dose 
by 25-50%  



No data - cau�on  No data - cau�on  No data – cau�on.  



Key Side 
effects  



Insomnia, Nervousness, 
headache, palpita�ons, 
appe�te loss, increase in 
BP & pulse, weight loss, 
fa�gue & somnolence, 
increase in aggression & 
anxiety, verbal  
& physical �cs, seizures  



Increase in 
BP & pulse, 
weight loss, 
fa�gue & 
somnolence  
,  



Increase in BP & pulse, 
weight loss, fa�gue & 
somnolence, increase in 
aggression & anxiety, verbal 
& physical �cs, seizures, 
visual disturbances  



Increase in BP & pulse, 
weight loss, fa�gue & 
somnolence, increase 
in aggression & anxiety, 
verbal & physical �cs, 
seizures  



Hypotension, weight increase, bradycardia, 
syncope, somnolence, headache, fa�gue, upper 
abdominal pain and seda�on.  
  



Key  
Interac�ons  



MAOIs,  
An�hypertensives, drugs 
that elevate BP, 
an�psycho�cs,  
clonidine  



MAOIs, 
fluoxe�ne, 
paroxe�ne, QT 
interval 
prolonga�ng 
drugs  



MAOIs, serotonergic 
drugs, opiates  



MAOIs,  
An�hypertensives, 
drugs that elevate BP, 
an�psycho�cs, 
clonidine  



Valproic acid, An�hypertensive drugs, CNS 
depressant drugs. Guanfacine should not be 
administered with high fat meals due to increased 
exposure.  
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10. Adverse effect management  
Specialist to detail action to be taken upon occurrence of a particular adverse event as appropriate.  Most 
serious toxicity is seen with long-term use and may therefore present first to GPs.    
  
Cardiac func�on and blood pressure  
 Monitor heart rate and blood pressure before and a�er each dose change, and every 6 



months.  
 If there is an increase of heart rate 20 beats per minute over normal or 15-20 mm Hg 



increase in systolic blood pressure measured on two occasions contact ADHD specialist 
for advice. This does not preclude that smaller increases may be significant for individual 
pa�ents.  



 When BP remains high and the pa�ent wants to con�nue taking ADHD medica�on, an 
an�hypertensive is recommended. The first choice should be the one recommended by 
NICE.  



 When the pa�ent remains tachycardic, an ECG or 24hr ECG should be performed to 
exclude any arrhythmias. If tachycardia persists then the advice is to reduce the 
medica�on and if there is no change to switch to an alterna�ve medica�on in liaison with 
the ADHD specialist.  



  
Weight  



 Monitor every 6 months  
 In adults, the amount of weight loss that will raise concern will depend on how significant 



it is for an individual i.e. a small percentage loss in someone who is already underweight is 
more significant than the same weight loss in someone who has a normal BMI or is 
'overweight'. Generally unexplained weight loss of more than 5% over 6 months would 
warrant a referral back to the specialist service.  



 ADHD medica�on can be implicated in causing weight loss. Refer to the Specialist ADHD 
service to consider changing the drug if weight loss persists. It is the downward trend that 
is significant.  



 Strategies to reduce weight loss:   
• Taking medica�on either with or a�er food, rather than before meals  
• Ea�ng addi�onal meals or snacks early morning or late evening when s�mulant 



effects have worn off  
• Obtaining dietary advice and ea�ng high-calorie foods of good nutri�onal value  



  
Insomnia  



 Insomnia is not a common side effect when ADHD medica�on is taken at the correct �mes.  
 If there is disrup�on in sleep the advice would be to take the slow release earlier if possible or 



with the immediate release formula�on to take the last dose earlier (pa�ents shouldn’t take the 
medica�on a�er 4.30 pm). In the case of ongoing issues seek advice from ADHD specialist.  



  
Depression / Anxiety  



 Consider seeking advice from the ADHD specialist if pa�ents become depressed or more 
anxious.  



 SSRIs are first line treatment for pa�ents prescribed methylphenidate. There is a small increased 
risk of seizures.  
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 An�depressant interac�ons with atomoxe�ne are more complex so it is recommended to seek 
advice from the  ADHD specialist o Citalopram, escitalopram, fluoxe�ne and possible sertraline 
may increase the QT interval.   



o Fluoxe�ne and paroxe�ne may increase serum levels of atomoxe�ne o 
Mirtazapine and venlafaxine may have a synergis�c effect on noradrenaline 
Nausea /vomi�ng  



 Nausea/vomi�ng is more common with atomoxe�ne but quite rare with the s�mulants. Many 
of the an�-eme�cs can cause QT interval prolonga�on and therefore should not be prescribed 
with atomoxe�ne because of the risk of ventricular arrhythmias.  Seek advice from specialist for 
pa�ents prescribed atomoxe�ne with nausea/ vomi�ng.  



  
Increased risk of convulsions  



  Both s�mulant and non-s�mulant ADHD medica�on can increase the risk of convulsions in 
people who are not taking an�convulsants, and are prone to seizures. In clinical prac�ce it is 
recommended that when someone has a comorbid epilepsy, they should be closely monitored 
and in the event of increased seizure frequency to contact ADHD specialist or their neurologist.  
O�en a small adjustment in their medica�on is enough to resolve the problem.  



  
11. Advice to pa�ents and carers   
The specialist will counsel the patient with regard to the benefits and risks of treatment and will 
provide the patient with any relevant information and advice     
  



• Before shared care is put in place the pa�ent must be fully informed of the plan and must be 
in agreement with it.  



• The pa�ent should report to the specialist or GP if he or she does not have a clear 
understanding of the treatment or has any concerns rela�ng to the treatment.  



• Atend appropriate specialist, GP and other follow up appointments and co-operate with 
assessments.  



• Atend review appointments at the primary care clinician prac�ce for clinical monitoring as 
outlined in the original transfer of prescribing leter by the ini�a�ng specialist (e.g. blood 
pressure, pulse, height and weight).  



• Inform the specialist or the GP of any other medica�on being taken, including herbal and 
over the counter products.  



• Take medicines as prescribed and agreed.  
• Read the pa�ent informa�on leaflet included with your medica�on, be aware of side effects 



including palpita�ons, exer�onal chest pain, unexplained fain�ng, and shortness of breath, 
development of new or worsening of pre-exis�ng psychiatric symptoms. Report any adverse 
effects, wan�ng symptoms or concerns to your primary care clinician or ini�a�ng specialist.  



• Seek help urgently if side effects are suspected, or are otherwise unwell.  
  



  
12. Pregnancy and breast feeding   
It is the responsibility of the specialist to provide advice on the need for contraception to  female 
patients on initiation and at each review but the ongoing responsibility for providing this advice rests 
with both the GP and the specialist.   
    
For advice on pregnancy and breas�eeding refer to current BNF htps://bnf.nice.org.uk/drug/ and 
SPC: www.medicines.org.uk/emc .   
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These drugs should only be used in pregnancy and breast feeding on the advice of a specialist.  
 
  
13. Specialist contact informa�on Psychiatry UK ADHD clinic  
033 0124 1980 Mon - Fri 8am to 8pm    
p-uk.kent.adultadhdservice@nhs.net  
  
Psicon ADHD Clinic   
kmccg.psicon.adults@nhs.net   
 01227 379099  
  
14. Addi�onal informa�on      
   There are several organisa�ons that support people with ADHD:  
  
 The ADHD Founda�on  
 The na�onal Aten�on Deficit Disorder Informa�on & Support Service Website ADDISS  
 The UK adult ADHD network  
 The UK ADHD Partnership  
 Adult Aten�on Deficit Disorder UK AADDUK - www.aadduk.org.  
 Mind www.mind.org.uk.  



  
  Healthcare professionals or carers should monitor changes in the poten�al for s�mulant 



misuse and diversion, which may come with changes in circumstances and age.  
  



  
15. References   
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Appendix 1  
  
REQUEST TO SHARE CARE AND AGREEMENT FORM  



  
Methylphenidate, Lisdexamfetamine, Dexamfetamin  e, Guanfacine & Atomoxe�ne  



 for Aten�on Deficit Hyperac�vity Disorder in pa�ents over 18 years of age  
  



REQUEST TO SHARE CARE FORM  
  
The expecta�on is that this informa�on, along with the full shared care protocol, provides 
sufficient informa�on to enable GP* to be confident to take on clinical and legal 
responsibility for prescribing and monitoring. GP* to review and must respond to provider 
trust request to share care within 2 weeks, using form provided. *This may be any primary 
care prescribing clinician.  
  
For comple�on by specialist (with shared care agreement form) - alterna�vely discharge 
leter to be provided containing this informa�on.  



Pa�ent name    



DOB  
  



  



NHS Number  
  



  



Pa�ent weight (kg) – Date monitored  
  



  



Pa�ent’s BP / pulse – date monitored  
  



  



Drug (s) Dose, frequency, and route at 
handover  



  



Diagnosis (please indicate if unlicensed or 
“off-label”  



  



Date of first prescrip�on by specialist    
  



Date of the next monitoring review     
  



Es�mated date for prescribing responsibility 
to be with GP*   



  
  



Special prescribing advice for this pa�ent  
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SHARED CARE AGREEMENT FORM  



This form is used to agree shared care between specialist, pa�ent and GP*. 
Specialist and pa�ent agreement By signing below we accept:  



• The Kent and Medway CCG shared care principles  
• The requirements and responsibility defined in this drug specific shared care protocol  
• To provide medica�on for the transi�on period (at least 28 days)  



Specialist name:  Pa�ent name:  



Designa�on:  DOB:  



Provider Trust:  NHS number:  



Direct telephone number:    



Email:    
Specialist signature:  Pa�ent signature:  



Date:  Date:  
  
GP* response to shared care request  
Please return to specialist within 2 weeks of receipt of request to share.  
This form is to be completed by the GP* who is requested to share care.  
  
I agree to accept shared care as set out in this shared care protocol and KMCCG shared care 
principles.             
          
I have not received adequate support to take over prescribing therefore I do not accept shared 
care for this pa�ent.   
  
My reasons for not accep�ng are:  
  



  
  
  
  
Please note that GP agreement is voluntary, with the right to decline to share care if for any reason 
you do not feel confident in accep�ng clinical responsibility.  
GP* name    
Designa�on    
Direct telephone number    
Email    
Prac�ce address    
GP* signature    
Date    
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Specialist to retain a copy in the pa�ents’ hospital notes  
Copy to be given to pa�ent  



GP* to retain a copy in primary care notes  
  
  








			Introduction


			1. Criteria for Classifying Drugs as Suitable for Shared Care


			2. Shared Care Agreements


			3. Circumstances where shared care is not appropriate


			4. Funding Issues


			5. Approval and Review of Shared Care protocols


			References





			Appendix 1 Shared Care Protocol


			AREAS OF RESPONSIBILITY FOR SHARED CARE


			PRESCRIBING INFORMATION


			1. Background


			3. Pharmaceutical aspects


			4. Exclusions or contraindications


			6. Specialist responsibilities for monitoring (including frequency)


			7. GP responsibility


			Patient annual review


			8. Dose Management (by primary care)


			10. Adverse effect management


			Cardiac function and blood pressure


			Weight


			Insomnia


			Depression / Anxiety


			Increased risk of convulsions


			11. Advice to patients and carers


			12. Pregnancy and breast feeding


			13. Specialist contact information Psychiatry UK ADHD clinic


			Psicon ADHD Clinic


			15. References








			REQUEST TO SHARE CARE AND AGREEMENT FORM


			REQUEST TO SHARE CARE FORM


			SHARED CARE AGREEMENT FORM


			GP* response to shared care request


			Specialist to retain a copy in the patients’ hospital notes










image8.emf

Kent and Medway  Melatonin Guidance.pdf




Kent and Medway Melatonin Guidance.pdf




Approved by: IMOC 
Approval Date: December 2023  
Review Date: December 2025  
Version 1.1 – Inclusion of Contact Details 



 



 
 
 



Guideline on the Use of Melatonin for the Management of Sleep Disorders in 
Children, Adolescents, and Adults 



 



Key Points 
Initiation 
Melatonin is not recommended for initiation in primary care. It should only be considered for 
initiation by specialists, where other sleep hygiene methods alone have been unsuccessful. 



• The prescribing of melatonin in CHILDREN / ADOLESCENTS in Kent and Medway is 
ONLY supported for children / adolescents with sensory deficits, learning disabilities, an 
autistic spectrum condition, or living with Attention Deficit Hyperactivity Disorder (ADHD); 
and where it has been initiated by a specialist. 



• Prescribing in ADULTS is ONLY supported for the short-term treatment (up to 13 
weeks maximum) of primary insomnia in patients who are aged 55 or over. Primary i.e. 
insomnia not attributable to an underlying cause. 



• Melatonin is NOT routinely funded for the management of jet lag within Kent & Medway 
and in patients with insomnia with Alzheimer’s disease.[PRGC PR 2021-01] 



• Non-pharmaceutical treatments (e.g. sleep hygiene, CBT) need to be continued if 
melatonin is started. 



 
Review and Discontinuation 
• Review all adults aged 55 years and over on modified-release melatonin after three 



weeks of treatment and only continue for a further ten weeks if a response is seen. 
Review and deprescribe melatonin in adults after a total of 13 weeks treatment. 



• Review children on melatonin after three months and deprescribe melatonin if there is no 
clinically relevant treatment effect seen, if appropriate. 



• All suitable patients should undergo a two-week drug holiday to assess their need for 
ongoing treatment. This should take place three months after the commencement of 
treatment and six monthly thereafter. If sleep improvements are maintained without 
melatonin, therapy should be stopped. 



• If there is a consistent correlation of sleep deterioration during a drug holiday, patients 
should be advised to continue melatonin without a break unless they are suspected to be 
a poor metaboliser of melatonin (in which case regular washout with ongoing drug 
holidays when the benefit wanes, is recommended). 



• For patients where caution should be exercised with drug-holidays and deprescribing, 
refer to the patient’s specialist for advice on managing this, including where melatonin is 
prescribed under a formal shared care arrangement. 



 
Product Choice 
Preferred cost-effective product: 
• Melatonin 2mg modified-release (MR) tablets (generic version of Circadin®). 



Must be prescribed generically as 2mg MR tablets (licensed product, off-label use). 
o For patients with swallowing difficulties melatonin MR 2mg tablets can be halved or 



divided into four to maintain the prolonged release effect to some extent. 
o For an immediate release effect and for patients with swallowing difficulties, take 



crushed and mixed with 15-30ml water, orange juice or milk or soft food for example 
jam or yoghurt (off-label). 



• A cost-effective licensed preparation should be selected where possible. 
• Review patients prescribed unlicensed melatonin specials and discuss with them 



whether a change to a licensed alternative is suitable for them. 
• Patients prescribed unlicensed or ‘off-label’ melatonin should be given sufficient 



information regarding this. 



1 





https://nelcsu.nhs.uk/wp-content/uploads/2021/07/PR2021-01-Melatonin-for-jet-lag.pdf
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 Aim  
This guideline has been designed to support clinicians within primary and secondary care 
with the management of melatonin prescribing for adults and children with sleep disorders 
within NHS Kent and Medway. 
This guideline will also provide recommendations on the cost-effective prescribing of 
melatonin by considering product formulations and brand, groups of patients for whom 
melatonin is indicated, and information around review and discontinuation. Information on 
drug holidays will also be included. NB: The use of other hypnotics (e.g. benzodiazepines) 
will not be covered within this guideline. 



 



 Background  
Melatonin is a naturally-occurring hormone produced in the brain by the pineal gland. It is 
normally produced in a circadian manner in response to falling light levels, with production 
starting in the evening and peaking around 2-4am. Its primary function is to induce the 
physiological changes which prepare the body for sleep, including a hypnotic effect and a fall 
in body temperature. 



 
Since melatonin production is affected by light exposure detected by the retina; it is thought 
that this rhythm is disturbed in children with brain damage, neurodevelopmental disorders 
such as autism or visual disturbance. 



 
Synthetic melatonin is used to promote sleep in a variety of conditions and is considered to 
have a favourable side-effect profile. 



 



 Non-pharmacological Treatment  
The interventions stated below should be initiated by the clinician before considering any 
form of medication to treat the sleep difficulties. A sleep diary (Appendix 1) is recommended 
before commencing a trial of melatonin in children and adults. This should be completed for 
at least 2 weeks prior to starting melatonin to determine the baseline sleep pattern and to 
assess if sleep hygiene measures are being adhered to. Sleep hygiene measures and a 
sleep diary should continue throughout treatment with melatonin. 



 



Patient response to treatment and the ongoing effectiveness of melatonin should be 
monitored using sleep diaries and assessment of sleep hygiene measures. Melatonin should 
only be continued where there is clear evidence of ongoing effectiveness. Prescribing of 
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melatonin should be reviewed regularly and treatment breaks are recommended to assess 
ongoing need. 



 



 Sleep hygiene  
Advice on sleep hygiene should be offered to those with insomnia. For further information 
refer to: 



• Sleep problems - Every Mind Matters - NHS (www.nhs.uk) 
• Sleep hygiene tips - Headspace 
• Healthy Sleep Tips for Children: https://www.nhs.uk/live-well/sleep-and- 



tiredness/healthy-sleep-tips-forchildren/ 
• Self referral form | With You Kent eReferral | IAPT Portal 



 



 Melatonin in Children and Adolescents  
Treatment with melatonin should only be initiated by a specialist clinician, which may 
include Paediatric Consultant, Child Psychiatrist or Non-Medical Prescriber with a specialist 
interest in paediatric sleep disorders, in-line with this prescribing guidance. 



 
Whenever possible the patient (and their parents / guardian) should be involved in the 
decision making about initiating treatment and should be given information about melatonin 
in order to make an informed choice. Printable leaflets including information about good 
sleep hygiene can be found at 
https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/ 



 



The prescribing of melatonin in children/adolescents in Kent and Medway is only supported 
for children/adolescents with sensory deficits, learning disabilities, an Autism Spectrum 
Disorder (ASD) or those living with ADHD. 



 
Melatonin prescribing in children is specialist initiation only – the dose should be stabilised 
and response to melatonin assessed before prescribing can be continued in primary care. 
Continued prescribing and monitoring of melatonin will usually be the responsibility of the 
GP. It will be expected that the specialist initiating melatonin will be responsible for providing 
advice for deprescribing. 



 
Dosage 
Consult the latest edition of the British National Formulary for Children: 
https://bnfc.nice.org.uk/ 
Initially 2 mg once daily, increased to 4mg once daily after 5 days if required. The dose 
should be taken before bedtime. 
If treatment at 4mg daily remains ineffective at controlling sleep, advice of a specialist 
clinician should be sought as daily doses of 6mg and above are rarely required. 
Patients and carers should be advised on initiation that treatment with melatonin and the 
need for continued use, will be reassessed every 6 months via a treatment holiday (see 
section on review below). 
Renal impairment: The effect of any stage of renal impairment on melatonin 
pharmacokinetics has not been studied. Caution should be used when melatonin is 
administered to such patients. 



Hepatic impairment: There is no experience of the use of melatonin in patients with liver 
impairment. Published data demonstrates markedly elevated endogenous melatonin levels 





https://www.nhs.uk/every-mind-matters/mental-health-issues/sleep/


https://www.headspace.com/sleep/sleep-hygiene


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://www.iaptportal.co.uk/ServiceUser/SelfReferralForm.aspx?sd=6e55349e-ea8b-4f96-a38b-4218194b7085


https://www.nhs.uk/live-well/sleep-and-tiredness/healthy-sleep-tips-for-children/


https://bnfc.nice.org.uk/
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during daytime hours due to decreased clearance in patients with hepatic impairment. 
Therefore, melatonin is not recommended for use in patients with hepatic impairment. 



 
 
 Melatonin in Adults  
Treatment with melatonin should only be initiated by a specialist clinician, which may 
include Consultant Psychiatrists, Secondary Care Geriatricians or Non-Medical Prescribers 
with a specialist interest in sleep disorders, in-line with this prescribing guidance. 
For people over 55 years of age with persistent insomnia, treatment with prolonged-release 
melatonin may be considered. In terms of duration of treatment, the recommended initial 
duration of treatment is three weeks. If there is a response to treatment, it should be 
continued for a further ten weeks only, in accordance with the licensed indication (13 weeks 
total treatment length). 



 



Dose: 2 mg once daily for up to 13 weeks, dose to be taken 1–2 hours before bedtime. 
 



 Review, Drug Holiday, and Discontinuation  
There is no routine ongoing monitoring required specifically for melatonin in primary care 
other than monitoring for possible adverse effects and continued need. 



 
A melatonin drug holiday should be attempted every 6 months as some children/ 
adolescents will have settled into a regular sleep pattern and may not need to continue at 
the same dose or may even be able to maintain sleep with no melatonin. 



 
This could be considered during school holidays or over an extended weekend. However, 
timing of a treatment holiday should be in discussion with the patient / guardian and consider 
individual circumstances where the impact of potential sleep disruption can be minimised. 



 
If sleep patterns are maintained during the treatment holiday, stopping melatonin 
permanently should be considered. Or alternatively, if treatment with melatonin is still 
required, dosing can be reduced by 2mg. If the difficulties recur the original dose should be 
reinstated, but a further trial reduction / treatment holiday should be attempted 6 months 
later, and every 6 months thereafter. 



 
Some clinical experience from the National Child and Adolescent Learning Disability 
Psychiatry Network suggests that the efficacy of melatonin may be lost if prescribed for 
longer than two years continuously. It suggests that if melatonin is withdrawn prior to this, 
sensitivity may be re-established, and melatonin successfully re-introduced at a lower dose if 
still required. 



 
Reinforcement of good sleep hygiene should be discussed at each 6-monthly review and 
should be continued by the child / adolescent in conjunction with melatonin prescribing. 



 
Individual patients may require additional monitoring based on co-morbidities or interacting 
medicines. It is likely these patients would remain within secondary care / community 
services and any primary care monitoring will be agreed on a case-by-case basis. 



 
Children transitioning to adults 
Melatonin is not currently recommended across Kent and Medway for adult patients under 
55 years old. Young people who are transitioning to adult services or reach 18 years should 
be reviewed in conjunction with advice from the specialist services where applicable. 
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If sleep concerns remain, treatment should follow standard guidance for adults with sleep 
problems. 



 
The expectation is for children’s services to be responsible for reviewing and deprescribing 
melatonin prior to the child turning 18 years old. 



 
NHS Kent and Medway do not support the prescribing of melatonin in adults under 55 years 
old. 



 



 Product choice  
Preferred cost-effective product: 
o Melatonin 2mg MR tablets (generic version of Circadin®). Must be prescribed generically 



as 2mg MR tablets (licensed product, off-label use). 
For patients with swallowing difficulties: 
o Melatonin MR 2mg tablets can be halved or divided into four to maintain the prolonged 



release effect to some extent. 
o For an immediate release effect and for patients with swallowing difficulties, melatonin 



2mg MR tablets can be crushed and mixed with water, orange juice, milk, or soft food 
e.g. jam or yoghurt (off-label) and given immediately, or added to 15-30ml water for 
administration via enteral feeding tubes. 



(Licensed product, off-label use/administration) 
 



Note – the MR properties will be lost once crushed and the product will be equivalent to 
immediate-release (IR). The tablets are not film-coated. 



 
 



Restricted use: 
Alternatives (ONLY if preferred cost-effective product is not tolerated/suitable e.g. 
feeding tubes, and indication-specific licensed products needed): 
o Adaflex® 1mg, 2mg, 3mg, 4mg, and 5mg standard release tablets. ONLY use if 



preferred product is not tolerated/suitable, and ONLY in children aged 6-17 years with 
ADHD. The tablet can be crushed and mixed with water directly before the 
administration. Must be prescribed by brand name (licensed product, licensed use). 



 
o Slenyto® 1mg MR and 5mg MR tablets. ONLY use if preferred product is not 



tolerated/suitable, and ONLY in children aged 2-18 years with Autism Spectrum Disorder 
(ASD) and/or Smith-Magenis Syndrome (SMS). Must be prescribed by brand name 
(licensed product, licensed use). 



 
o Ceyesto 3mg standard release tablets. ONLY use if preferred product is not 



tolerated/suitable, and ONLY in children aged 6-17 years with ADHD and insomnia, 
where sleep hygiene measures have been insufficient. Must be prescribed by brand 
name (licensed product, licensed use). 



 
o Melatonin 1mg/ml oral solution (Colonis Pharma Ltd) – use is restricted only to patients 



for whom tablets (including crushed tablets) are not tolerated/suitable e.g. feeding tubes, 
due to higher cost and safety concerns with formulation containing excipients potentially 
harmful to children (e.g. propylene glycol, sorbitol). Melatonin 1 mg/ ml oral solution is 
not recommended for use in children younger than 6 years of age. But can be 
considered as an alternative for administration via fine bore feeding tubes or a very 
limited number of children who will not tolerate the crushed melatonin 2mg MR tablets 
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e.g. those with significant feeding difficulties who do not have a feeding tube (licensed 
product/administration, off-label use). Note: Safety concerns are dose dependent. 



 
Patients prescribed unlicensed or ‘off-label’ melatonin should be given sufficient information 
informing them of this. 



 



 Contraindications and Cautions  
For latest information on contraindications and cautions please consult the latest edition of 
the British National Formulary (BNF or BNFc) https://bnf.nice.org.uk/ or Summary of Product 
Characteristics (SPC) for individual melatonin products: http://www.medicines.org.uk/emc/ 



 



 Adverse effects  
For latest information on adverse effects please consult the latest edition of the British 
National Formulary (BNF or BNFc) https://bnf.nice.org.uk/ or Summary of Product 
Characteristics (SPC) for individual melatonin products: http://www.medicines.org.uk/emc/ 



 



 Drug Interactions  
For latest information on drug interactions please consult the latest edition of the British 
National Formulary (BNF or BNFc) https://bnf.nice.org.uk/ or Summary of Product 
Characteristics (SPC) for individual melatonin products: http://www.medicines.org.uk/emc/ 



 



 Support contact details   
 
KCHFT 
kcht.CommunityPaediatrics@nhs.net 
 
MCH 
medch.medicinesmanagement@nhs.net 
medch.childrenscommunity@nhs.net 
 



NELFT (provides CAMHS services for Kent and Medway – please contact your locality) 
East Kent 
Canterbury 
CanterburyCYPMHSPrescriptions@nelft.nhs.uk 
Broadstairs (Thanet) 
ThanetPrescriptions@nelft.nhs.uk 
South Kent Coast (Folkestone and Dover) 
nem-tr.southkentcoast@nhs.net 
Ashford 
Admin.Lenworth@nelft.nhs.uk 
  
West Kent 
westkentcamhs@nhs.net 



  





https://bnf.nice.org.uk/


http://www.medicines.org.uk/emc/


https://bnf.nice.org.uk/


http://www.medicines.org.uk/emc/


https://bnf.nice.org.uk/


http://www.medicines.org.uk/emc/


mailto:kcht.CommunityPaediatrics@nhs.net


mailto:medch.medicinesmanagement@nhs.net


mailto:medch.childrenscommunity@nhs.net


mailto:CanterburyCYPMHSPrescriptions@nelft.nhs.uk


mailto:ThanetPrescriptions@nelft.nhs.uk


mailto:nem-tr.southkentcoast@nhs.net


mailto:Admin.Lenworth@nelft.nhs.uk


mailto:westkentcamhs@nhs.net
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Telephone numbers 
  



• Medway - 0300 300 1989 
• Maidstone - 0300 300 1990 
• Tonbridge - 0300 300 1992 
• SPA - 0800 011 3474 
• Dartford - 0300 300 1986 
• Ashford - 0300 300 1982 
• Thanet - 0300 300 1983 
• Swale - 0300 300 1991 
• Canterbury - 0300 300 1984 
• South Kent - 0300 300 1988 
• All Age Eating Disorders Service - 0300 300 1980 



 
 
KMPT 
Please see details below 
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COMMUNITY MENTAL HEALTH ADVICE AND SUPPORT CONTACT DETAILS – 
CMHT & CMHSOP 



 
1. KMPT Community Mental Health Teams (CMHTs) – for adults aged 18-65 
For Primary Care colleagues who need advice and guidance regarding their patients’ mental health-related 
medication, please find a list of useful email addresses and contact numbers below.  
 
If your call is unanswered:   



• Please state details of your enquiry 
• Provide a mobile contact number  
• Confirm the best time for a member of the CMHT to call you back 
• Your message will be dealt with and you should expect a call back on the same day. 



 
Emails are monitored throughout the working day and responses will be sent out within 24 hours.   



 
KMPT Community Mental Health Teams (CMHT) supporting younger adults – aged 18-65 
 



CMHT 
Location 



CMHT Contact details Time available 
 (Monday – Friday) 



Ashford 07798 680210 
KAMNASCPT.adminas@nhs.net  



12pm – 2pm 



Canterbury  07798 680210 
Kmpt.admin.canterbury@nhs.net  



12pm – 2pm 



Dartford, 
Gravesham, & 
Swanley 



01322 622230 
KAMNASCPT.dgscmht@nhs.net  



12pm – 2pm 



Maidstone 07825 424657 
KAMNASCPT.maidstonecmht@nhs.net   



1pm – 2pm 



Medway 0300 303 3189 
kmpt.crsladmin.mit@nhs.net  



Part of the Consultant Connect 
network. GPs have a contact number 



for the consultant who is oncall 
South Kent 
Coast (Dover, 
Deal & 
Shepway) 



                     Mondays & Tuesday 01303 227513 * 
 kmpt.shepwaycmhtadmin@nhs.net 



 
                     Wednesday, Thursday, & Friday 01304 216683** 
                     kmpt.dovercmhtadmin@nhs.net    



*2.30pm – 3.30pm 
 
 



                ** 2pm – 3pm 
  



South West 
Kent 



07464 907407 
kmpt.swkadminteam@nhs.net  



12pm – 2pm 



Swale 01795 418359 
KAMNASCPT.swalecmht@nhs.net  



Phone line and email staffed by admin 
team Monday - Friday 9am-5pm; 
message taken and the psychiatrist 
will call the GP back same day 



Thanet 07798 607635 
kmpt.thanetcmht.gpmedicationadvice@nhs.net  



Phone line and email staffed by admin 
team Monday - Friday 9am-5pm; 
message taken and the psychiatrist 
will call the GP back same day 



 
Kindly Note:  
KMPT has Community Mental Health Teams (CMHTs) located across Kent and Medway. The teams offer 
support and treatment in the community to adults between the ages of 18-65 who are experiencing a mental 
illness. The CMHTs provide an assessment of an individual’s current needs and provide treatment for service 
users with moderate to severe mental health needs. This includes a comprehensive assessment of mental health 
needs and, where required, CMHTs will work alongside social care colleagues in Kent County Council and other 
external partners within the health care system. The teams include psychiatrists, community mental health 
nurses, occupational therapists, psychological services and support staff and also work in partnership with 
social care. Further information about the KMPT CMHTs can be found here. 





mailto:KAMNASCPT.adminas@nhs.net


mailto:Kmpt.admin.canterbury@nhs.net


mailto:KAMNASCPT.dgscmht@nhs.net


mailto:KAMNASCPT.maidstonecmht@nhs.net


mailto:kmpt.crsladmin.mit@nhs.net


mailto:kmpt.shepwaycmhtadmin@nhs.net


mailto:kmpt.dovercmhtadmin@nhs.net


mailto:kmpt.swkadminteam@nhs.net


mailto:KAMNASCPT.swalecmht@nhs.net


mailto:kmpt.thanetcmht.gpmedicationadvice@nhs.net


https://www.kmpt.nhs.uk/information-and-advice/community-mental-health-services/community-mental-health-teams/
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2. KMPT Community Mental Health Service for Older People (CMHSOP) – for adults aged 65+ 
For Primary Care colleagues who need advice and guidance regarding their older patients’ mental health-related 
medication, please find a list of useful email addresses and contact numbers below. The lines are open from Monday 
to Friday from 9am to 5pm and you will be directed to the best member of the team to assist with your query.   
 
If your call is unanswered:   



• Please state details of your enquiry 
• Provide a mobile contact number  
• Confirm the best time for a member of the CMHT to call you back 
• Your message will be dealt with and you should expect a call back within 72 hours. 



 
Emails are monitored throughout the working day and responses will be sent out within 24 hours.   
 
KMPT Community Mental Health Service for Older People (CMHSOP) – aged 65+ 
 



CMHSOP Location CMHSOP Contact details 
Ashford 01233 658125 



KAMNASCPT.ashfordOPMH@nhs.net 
Canterbury & Coastal 01227 812054 



01227 812083 
kmpt.canterbury.olderpeople@nhs.net 



Dartford, Gravesham, & Swanley 01322 421289 
01322 622208 



KAMNASCPT.dgscmhsopadmin@nhs.net 
Dover & Deal 01304 213364 



kmpt.doveranddealcmhtop@nhs.net 
Maidstone 01622 726899 



kmpt.maidstonecmhsopadmin@nhs.net   
Medway 0300 303 3189 



KAMNASCPT.medwayCMHSOP@nhs.net                
Shepway 01303 228838 



kmpt.shepwaycmhsopadmin@nhs.net   
South West Kent 01732 228242 



01732 228270 
kmpt.southwestkentcmhsopadmin@nhs.net 



Swale 01795 438446 
KAMNASCPT.swalecmhsop@nhs.net 



Thanet 01843 267071 
KAMNASCPT.thanetcmhtop@nhs.net 



 
KMPT operates a Community Mental Health Service both for older people with mental health needs, which are 
complicated by age-related needs, and for people of all ages, who have needs related to dementia. The service 
provides support and advice to professionals, care homes and carers. Service users receive an initial 
assessment after which a plan will be made in collaboration with the individual concerned as to what the next 
steps might be. This may involve further appointments with health care professionals, invitations to specialist 
groups, therapy and neuropsychological assessments. The KMPT team includes consultant psychiatrists, 
community psychiatric nurses, occupational therapists, psychological services and support staff, Admiral nurses 
and administrative staff. Further information about the KMPT Community Mental Health Service for Older 
People can be found here. 



 
 
 
 
 
 





mailto:KAMNASCPT.ashfordOPMH@nhs.net


mailto:kmpt.canterbury.olderpeople@nhs.net


mailto:KAMNASCPT.dgscmhsopadmin@nhs.net


mailto:kmpt.doveranddealcmhtop@nhs.net


mailto:kmpt.maidstonecmhsopadmin@nhs.net


mailto:KAMNASCPT.medwayCMHSOP@nhs.net


mailto:kmpt.shepwaycmhsopadmin@nhs.net


mailto:kmpt.southwestkentcmhsopadmin@nhs.net


mailto:KAMNASCPT.swalecmhsop@nhs.net


mailto:KAMNASCPT.thanetcmhtop@nhs.net


https://www.kmpt.nhs.uk/information-and-advice/community-mental-health-services/community-mental-health-services-for-older-people/
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12. NHS Business Service Authority. DM+D browser. https://services.nhsbsa.nhs.uk/dmd- 
browser/ 





https://cks.nice.org.uk/topics/insomnia/


https://www.medicines.org.uk/emc/product/2809/smpc#gref


https://www.medicines.org.uk/emc/search?q=melatonin


https://www.medicines.org.uk/emc/product/10023/smpc#gref


https://www.medicines.org.uk/emc/product/10419/smpc#gref


https://www.nice.org.uk/guidance/cg170


https://www.nice.org.uk/guidance/cg142/resources/2021-surveillance-of-autism-nice-guidelines-cg128-cg142-and-cg1709140525965/chapter/Surveillance-decision?tab=evidence


https://www.nice.org.uk/guidance/cg142/resources/2021-surveillance-of-autism-nice-guidelines-cg128-cg142-and-cg1709140525965/chapter/Surveillance-decision?tab=evidence


https://www.nice.org.uk/guidance/cg142/resources/2021-surveillance-of-autism-nice-guidelines-cg128-cg142-and-cg1709140525965/chapter/Surveillance-decision?tab=evidence


https://www.nice.org.uk/guidance/cg142/resources/2021-surveillance-of-autism-nice-guidelines-cg128-cg142-and-cg1709140525965/chapter/Surveillance-decision?tab=evidence


https://www.nice.org.uk/guidance/cg142/resources/2021-surveillance-of-autism-nice-guidelines-cg128-cg142-and-cg1709140525965/chapter/Surveillance-decision?tab=evidence


https://www.nhs.uk/conditions/jet-lag/


https://www.mims.co.uk/licensed-melatonin-treatment-available-children-autism/learning-disabilities/article/1585967


https://www.mims.co.uk/licensed-melatonin-treatment-available-children-autism/learning-disabilities/article/1585967


https://www.mims.co.uk/licensed-melatonin-treatment-available-children-autism/learning-disabilities/article/1585967


https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines


https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines


https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines


https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines


https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines


https://www.nhsbsa.nhs.uk/pharmacies-gp-practices-and-appliance-contractors/drug-tariff


https://www.nhsbsa.nhs.uk/pharmacies-gp-practices-and-appliance-contractors/drug-tariff


https://www.nhsbsa.nhs.uk/pharmacies-gp-practices-and-appliance-contractors/drug-tariff


https://services.nhsbsa.nhs.uk/dmd-browser/


https://services.nhsbsa.nhs.uk/dmd-browser/


https://services.nhsbsa.nhs.uk/dmd-browser/
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Patient Information for your
Actimorph® (morphine)
Orodispersible Tablets



Sponsored by Ethypharm



Your doctor has prescribed a medicine called 
Actimorph Orodispersible Tablets for you, to help treat your pain.



Actimorph contains morphine.



This leaflet is only for patients who have been prescribed Actimorph.



Please also read the patient information
leaflet that you will find in the Actimorph box1



Morphine can cause addiction. 
Contains an opioid.



Reporting of side effects



If you get any side effects, talk to your doctor, pharmacist or nurse. This 
includes any possible side effects not listed in the package leaflet. You 



can also report side effects directly via the Yellow Card Scheme at 
https://yellowcard.mhra.gov.uk/. Adverse events should also be
reported to Martindale Pharma, an Ethypharm Group Company.



Tel: 01277 266 600. e-mail: drugsafety.uk@ethypharm.com



What Actimorph Orodispersible 	
Tablets are and what they are used for



The active substance of Actimorph 	
Orodispersible Tablets is morphine 
which belongs to a group of medicines 
called strong analgesics or ‘painkillers’ 
from the opioids group.



This medicine has been prescribed by 
your doctor to relieve severe pain which 
can be adequately managed only with 
opioids.



How to take Actimorph 
Orodispersible tablets



Always take this medicine exactly as 
your doctor or pharmacist has told you. 
Check with your doctor or pharmacist if 
you are not sure.



Actimorph Orodispersible Tablets 
with alcohol



Do not drink alcohol or take any 		
medicines containing alcohol during 
treatment with this medicine.



Drinking alcohol during your treatment 
with this medicine may make you more 
drowsy or increase the risk of serious 
side effects such as shallow breathing 
with the risk of stopping breathing and 
loss of consciousness.



Possible Side Effects



Like all medicines, this medicine can 
cause side effects, although not 		
everybody gets them.



The most serious side effect 	
(uncommon), is a condition where you 
breathe more slowly or weakly than 
expected (respiratory depression). 
Tell your doctor immediately if this 	
happens to you.



This medicine can cause allergic 	
reactions (the frequency of serious 
allergic reactions is not known). Tell your 
doctor immediately if you get any 
sudden wheeziness, difficulties in 
breathing, dizziness, swelling of the 	
eyelids, face or lips, rash or itching 	
especially those covering your whole 
body.



The most common side-effects of 	
morphine are nausea, vomiting, 
confusion, constipation and drowsiness.



Please report all side-effects (see page 1)











Method of administration



- Oral use.
- Place the orodispersible tablet in the 
mouth. It will melt rapidly and can then 
be swallowed.



- Alternatively, you may place the 
orodispersible tablet in a spoon with a 
small quantity of water before giving it to 
your child or to people who have 
difficulties in swallowing. It will rapidly 
dissolve enough to be swallowed more 
easily. This method of administration 
should be used in children below the age 
of 6 years.



Opening instructions



This medicine is available in 
peelable, child resistant perforated 
unit dose blisters.



Do not push the tablet through 
the foil.



Pull off a single dose by tearing 
along the perforated line on the 
blister and peel back the foil on 
the blister to expose the 
orodispersible tablet.



Actimorph should be kept in the 
packaging until you are ready to 
take it.



UK-ACT-32a        January 2023



If you take more Actimorph tablets than you should



Contact your doctor or nearest hospital emergency unit immediately if 
you, or someone you know, have taken too many tablets.



If you have any further questions on the use of
this product, ask your doctor or pharmacist.



More information can be found on the patient information 
leaflet inside the box with your medicine.



If you forget to take Actimorph tablets



If you have taken a lower dose of Actimorph orodispersible tablets than in-
tended or have completely forgotten to take it, this will result in insufficient 



or no pain relief. Do not take a double dose to make up for a forgotten 
dose. Do not take two doses within 4 hours. 



If you stop taking Actimorph tablets



Do not stop treatment with Actimorph tablets unless agreed
with your doctor. If you want to stop the treatment with



Actimorph tablets, ask your doctor how to slowly decrease
the doses so you avoid withdrawal symptoms.



1 Actimorph 1mg / 2.5mg / 5mg / 10mg / 20mg / 30mg Orodispersible Tablets Patient Information 
Leaflets. https://www.medicines.org.uk/emc/search?q=actimorph
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Kent and Medway ICB  



Omeprazole Oral suspension for Paediatrics in Primary Care– 
Position Statement  



 



Approved by: IMOC 
Approval date: December 2023 
Review date: December 2025 



 
Mezzopram dispersible gastro-resistant tablets (preferred choice of dispersible tablets in Kent and 
Medway) are licensed for use from 1 year of age and weight of 10kg or more. Mezzopram is licensed 
for use via gastric tubes (refer to SPC). 2,3  



Omeprazole dispersible tablets (Mezzopram or Losec MUPs) consist of numerous small enteric-coated 
pellets and will disperse in water, allowing easier administration, but the pellets sink to the bottom of the 
container with time. The pellets DO NOT DISSOLVE in the water. For this reason, aliquots or portions 
taken from a dispersed tablet solution will not provide an accurate dose for the child where the dose is 
smaller than a whole tablet. *Pellets must not be chewed. 



Lansoprazole orodispersible tablets are not licensed for paediatric use.3 



High cost preparation- Omeprazole Oral Suspension (currently available in licensed strengths 1mg/ml, 
2mg/ml and 4mg/ml powder for oral suspension e.g. Rosemont). Licensed products for administration via a 
nasogastric or percutaneous endoscopic gastrostomy (PEG) tube is compatible for use with Polyurethane 
and PVC nasogastric (NG), percutaneous endoscopic gastrostomy (PEG) tubes of size 6 Fr to 16 Fr and 
only for paediatric use in children over 1 month of age. Please note this product requires refrigeration after 
reconstitution so could be less convenient. 1 



When continuing the prescribing of any oral liquid, it would be safer to continue with the same strength unless 
there is a clinical reason to change. If changing the strength is needed then patients/carers must be educated 
on dosing and the dosing must be checked. 
 
The drug tariff price for a 20mg daily dose of the oral suspension is £418, compared with £9.86 for 
Mezzopram dispersible tablets. For this reason the oral suspension must only be used for the 
circumstances in the above box.  



See manufacturer’s SmPC or package insert for administration advice including compatibility with PEG and 
NG tubes.  



 
Omeprazole oral suspension should only be prescribed when oral 
dispersible tablets (Mezzopram) are not suitable such as in the following 
circumstances: 
 
- Patients who have a fine bore enteral feeding tube (6-12Fr) 
- Patients started on the suspension by a tertiary centre 
- Infants on a low dose of omeprazole, whose dose is unable to be rounded 
to a suitable oral dispersible tablet dose e.g. 7mg dose. 
 
All other paediatric prescriptions requiring dispersible formulation should be 
prescribed as omeprazole dispersible tablets (Mezzopram as preferred choice). 
 
Do not switch between different liquid formulations for neonates / children 
initiated by secondary or tertiary care as there may be a reason for a specific 
unlicensed product. For example, excipients in some other products may not be 
suitable for neonates.  



 
Please note this position statement applies to children only (with the ability to follow 
administration advice for alternative formulations as per SmPC*).  











                                                                                   
Kent and Medway ICB  



Omeprazole Oral suspension for Paediatrics in Primary Care– 
Position Statement  



 



Approved by: IMOC 
Approval date: December 2023 
Review date: December 2025 



 



Note specific brands of omeprazole capsules can be opened. Please ensure that the manufacturer’s 
administration instructions are followed. https://www.medicines.org.uk/.  



 



Price comparison – Drug Tariff, July 2023 5,6:  
Omeprazole 10mg 20mg 40mg 



Mezzopram x28 £6.58 £9.86 £19.72 
Rosemont Omeprazole 
oral suspension      ( DT5) 



£224 £418 £836 



 
 
 
 
 
 
 
 
References: 
1.  Omeprazole 2 mg/ml, Powder for Oral Suspension - Summary of Product Characteristics (SmPC) - (emc) (medicines.org.uk). 
Accessed 19.09.23. 
2. Mezzopram 10 mg Dispersible Gastro-resistant Tablets - Summary of Product Characteristics (SmPC) - (emc) 
(medicines.org.uk). Accessed 19.09.23. 
3. Lansoprazole 15 mg orodispersible tablets - Summary of Product Characteristics (SmPC) - (emc) (medicines.org.uk) 
4.           NHS BSA. Drug Tariff July 2023. 
5.  NHS BSA. Dm+d. browser. dm+d browser (nhsbsa.nhs.uk) . Accessed 20.09.23 





https://www.medicines.org.uk/


https://services.nhsbsa.nhs.uk/dmd-browser/
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Update to NPSA alert on GLP-1 RA- 03/01/2024 


 
There has been an update to the National Patient Safety Alert (NPSA) on glucagon-like peptide-1 
receptor agonists (GLP-1 RAs). This  NPSA alert supersedes the previous NPSA alert released on 
the 18th of July 2023 (NatPSA/2023/008/DHSC). 


 
The supply of glucagon-like peptide-1 receptor agonists (GLP-1 RAs) continues to be limited, with 
supply not expected to return to normal until at least the end of 2024. This is a change from the 
previously expected resupply date. Key updates include: 


 
• Rybelsus® (semaglutide) tablets are now available in sufficient quantities to support initiation 


of GLP-1 RAs in people with type 2 diabetes (T2DM) in whom new initiation of GLP-1 RA 
therapy would be clinically appropriate. 


•   Byetta® (exenatide) 5micrograms/0.02ml and 10micrograms/0.04ml solution for injection 
1.2ml pre-filled pens will be discontinued in March 2024. 


• Victoza®(liraglutide) continues to be out of stock and further stock is not expected until the 
end of 2024. 


 
New actions include: 


 
•   Prescribe Rybelsus® tablets for new initiations of a GLP-1 RA (in line with NICE NG28). 
•   Identify patients prescribed Byetta® and Victoza® injections and (in line with NICE NG28) 


switch to Rybelsus® tablets. 
•   Counsel patients on any changes in drug, formulation, and dose regimen where appropriate. 


 
Please read the full NPSA for further information. Actions are to be completed by the 28th of March 
2024. 


 
We would like to remind healthcare professionals, as per the NPSA: 


 
• The prescribing of these medications off-label for unlicensed indications is against the 


actions recommended in the NPSA. 
•   Do not switch between strengths of GLP-1 RA based solely on availability. 
•   Do not double up a lower dose preparation where a higher dose is not available. 
• Ensure that quantities of GLP-1 RA are suitable – especially for Ozempic where there 


continues to be quantities prescribed above monthly supply (more than 1 pen) 



https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.cas.mhra.gov.uk%2FViewandAcknowledgment%2FViewAlert.aspx%3FAlertID%3D103245&data=05%7C02%7Ckmicb.comms%40nhs.net%7C19d2af06d1e14338f38e08dc0c73e93e%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638398939164466717%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=5RR1KhBJlNeREB7yNWuM5D%2BCZl9DEL4WPyaAWh7Xiv0%3D&reserved=0
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Patients currently on 
Victoza (out of stock) or 


Byetta (being discontinued 
March 2024) 


Patients currently on Ozempic, Trulicity 
or Bydureon BCise (NB Bydureon BCise 
not affected by shortages but cannot 


support new initiations)


Review and stop as per NICE and 
NPSA. For alternatives to GLP-1 RAs 
see clinical guidelines from NICE and 
PCDS and ABCD. Refer to structured 


education and weight loss 
management if appropriate (see 


below)


Continue prescribing with regular reviews. If patient cannot get supply, work with 
pharmacies to see if supply available before patient runs out. Ensure that quantities are 


limited to 28 days' supply. If supply cannot be sourced:
- review in line with NICE and guidance from PCDS and ABCD. Do not switch to Rybelsus - 


supply is for patients on GLP-1 RAs being discontinued or supply not at all available 
(Byetta and Victoza)


- DO NOT double up on lower strength preparations where a higher strength is not 
available 
- DO NOT switch between strengths of GLP-1 RAs solely based on availability 


Initiate/switch to Rybelsus tablets if clinically appropriate. 
Review HbA1c in 3-6 months.


 Prescribe 28 days' supply only. 
Counsel patients on any changes in drug, formulation and the 
following dosing/administration instructions on the next page


Yes


DO NOT PRESCRIBE GLP-1 RAs LICENSED FOR T2DM FOR OFF-LABEL INDICATIONS e.g. weight loss: PRESCRIBE FOR PATIENTS WITH T2DM ONLY. EXISTING STOCK MUST BE CONSERVED FOR PATIENTS WITH T2DM TO MITIGATE THE 
RISK OF IMPAIRED ACCESS TO TREATMENT AND INCREASED RISK IN DIABETES RELATED COMPLICATIONS


WEGOVY AND SAXENDA ARE PRESCRIBED FOR WEIGHT MANAGEMENT BY SPECIALIST SERVICES ONLY AND ARE NOT TO BE PRESCRIBED IN PRIMARY CARE. For alternative weight loss management guidance see NICE CG189


 


Guide for managing the GLP-1 RA shortage in line with the National Patient Safety Alert (NPSA) 03/01/2024 (NatPSA/2024/001/DHSC) 


The information in this guide is adapted from the NPSA and other sources. It is a guide and healthcare professionals are responsible for actioning the NPSA and using their clinical judgment in line with it. See key links within the NPSA alert for further 
information. There are links embedded in the document underlined. Produced January 2024. Review date: upon further updates or change in national guidelines


Patients currently prescribed a GLP-1 RA
From previous NPSA -  patient has been reviewed and 


metabolic and treatment goals have been met based on initial 
response in line with NICE guidelines? NB: If patient has not been 


reviewed, then this should be done first to know next steps.


Patients not currently prescribed a 
GLP-1 RA


Patients who meet NICE criteria for a GLP-1 RA
See NPSA and actions here


*NPSA actions to be 
completed by 28/03/2024*


- Refer to the public facing page 
on the SPS website for GLP-1 RAs 
affected and an up-to-date stock 


supply overview


- this NPSA should be actioned 
with oversight from a healthcare 


professional with suitable 
training in diabetes


- Please note that the GLP-1 RA 
lixisenatide (Lyxumia), all 


strengths, were discontinued 
December 2023


- For all patients prescribed GLP- 
1 RAs: use opportunity to 
holistically review type 2 


diabetes care, including diet and 
lifestyle and current medication. 
Review medications in patients 
with chronic kidney disease and 
cardiovascular risks in line with 


NICE and local Kent and Medway 
guidelines


NOTE: if patient had 
been changed to a 


different medication 
check GLP-1 RA is 


suitable. If patient is on 
insulin for diabetes, 


review need for GLP-1 
RA and insulin dose. 
Consider specialist 


support if needed for 
those on insulin. See 


MHRA alert link


Yes


Yes


No


Yes Yes


No


Yes


Review for alternatives to GLP-1 RA in 
line with NICE and Kent and Medway 


guidelines



https://www.nice.org.uk/guidance/ng28/chapter/Recommendations

https://www.pcdsociety.org/pcds-abcd-guidance-glp1-shortage

https://www.nice.org.uk/guidance/ng28/chapter/Recommendations

https://www.pcdsociety.org/pcds-abcd-guidance-glp1-shortage

https://www.medicines.org.uk/emc/product/11507/smpc

https://www.nice.org.uk/guidance/cg189/resources/obesity-identification-assessment-and-management-pdf-35109821097925

https://www.cas.mhra.gov.uk/ViewandAcknowledgment/ViewAlert.aspx?AlertID=103245

https://www.sps.nhs.uk/articles/prescribing-available-glp-1-receptor-agonists/

https://www.sps.nhs.uk/articles/prescribing-available-glp-1-receptor-agonists/

https://www.gov.uk/drug-safety-update/glp-1-receptor-agonists-reports-of-diabetic-ketoacidosis-when-concomitant-insulin-was-rapidly-reduced-or-discontinued

https://www.gov.uk/drug-safety-update/glp-1-receptor-agonists-reports-of-diabetic-ketoacidosis-when-concomitant-insulin-was-rapidly-reduced-or-discontinued





Guide for managing the GLP-1 RA shortage in line with the National Patient Safety Alert (NPSA) 03/01/2024 (NatPSA/2024/001/DHSC) 


Information regarding Rybelsus:
Rybelsus dose: initially 3mg once a day for one month, then increased to 7mg once a day for at least one month. If needed, the dose can 
be increased to 14mg once a day based on response. DO NOT USE 2x7mg tablets to achieve the 14mg dose, use 1x14mg tablet. 


There may be some patients who are on higher doses of Victoza and Byetta who may, based on clinical judgement, be started on 
higher maintenance doses of Rybelsus: PCDS-GLP-1-RA-shortage-statement.pdf (diabetesonthenet.com)


Administration instructions: 
1. Take Rybelsus tablets on an empty stomach at any time of the day
2. Swallow Rybelsus tablets whole with no more than half a glass of water (up to 120 ml). Do not split, crush, or chew the tablet, as it is 
not known if it affects absorption of semaglutide
3. After taking Rybelsus tablets wait at least 30 minutes before having the first meal or drink of the day or taking other oral medicines. 
Waiting less than 30 minutes lowers the absorption of semaglutide.


For patients taking levothyroxine:
No other medicines should be taken at the same time as Rybelsus. This may be a challenge for those patients also taking levothyroxine, 
as this drug should also be taken on an empty stomach, preferably before breakfast or the first meal of the day. We therefore suggest 
that Rybelsus is taken as described above and levothyroxine is taken before bed, provided this is several hours after a meal. Rybelsus 
may increase the absorption of levothyroxine, therefore thyroid function should be periodically monitored, and the levothyroxine dose 
adjusted as required. Reference: PCDS-GLP-1-RA-shortage-statement.pdf (diabetesonthenet.com)


Rybelsus stock is available for new initiations and those patients currently on Victoza and Byetta only. It should not be used for any 
other patients. The formulary status of Rybelsus in Kent and Medway is on formulary, but as with all GLP-1 RAs should be initiated by a 
clinician who has completed PITstop training or equivalent.


GLP-1 RAs and gliptins should not be prescribed together. GLP-1 RAs and tirzepatide (not currently commercially available in the UK) 
should also not be prescribed together.


There is a patient information leaflet produced by NovoNordisk to consider using for patients: Rybelsus Patient Leaflet - 2021


Information regarding weight loss support services 
in Kent and Medway: 
https://www.healthyliving.nhs.uk/
https://www.nhs.uk/better-health/


Courses available in Kent & Medway:
DERiK: group online lasting 2 ½ hours or group face-
to-face lasting 4 hours
DESMOND: group face-to-face lasting 6 hours. Virtual 
option – 2-hour sessions (MyDESMOND)


X-PERT: 6-week course delivered each week for 2.5 
hours. Available in DGS and Medway


Other options:


MyDiabetes App


MCH MEDSED Insulin – course for people with T2D 
established on insulin delivered in Medway



https://diabetesonthenet.com/wp-content/uploads/PCDS-GLP-1-RA-shortage-statement.pdf

https://diabetesonthenet.com/wp-content/uploads/PCDS-GLP-1-RA-shortage-statement.pdf

https://www.rybelsus.info/content/dam/UK/AFFILIATE/www-rybelsus-info/hcp/patient-support/pdf/Rybelsus-Patient-Leaflet-2021.pdf

https://www.healthyliving.nhs.uk/

https://www.nhs.uk/better-health/
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		Discontinuation of Ethinylestradiol tablets



		Discontinuation 

14 December 2023

Impact tier

2 · Medium impact

BNF chapters

06 - Endocrine System

Medicines affected

Ethinylestradiol 10microgram tablets (UCB Pharma Ltd)

Ethinylestradiol 50microgram tablets (UCB Pharma Ltd)

Ethinylestradiol 1mg tablets (UCB Pharma Ltd)

Alternatives

Specialist importers can source unlicensed products. Lead times may vary.

Use other available HRT products where appropriate.

Considerations and background

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and/or local governance procedures. Further information is available at:

· General Medical Council: Prescribing Unlicensed Medicines

· MHRA guidance on the supply of unlicensed medicinal products (“specials”)

· Royal Pharmaceutical Society: Professional Guidance for the Procurement and Supply of Specials

When prescribing a product that is not licensed in the UK prescribers must indicate on the FP10 prescription that an unlicensed product is required. This can be done by annotating the prescription with the following wording: “special order“





		Shortage of Estradiol valerate 1mg/ Medroxyprogesterone acetate 5mg (Indivina) tablets



		Anticipated re-supply date: 02.02.2024



Actions

Prescribers should:

not initiate patients on Indivina 1mg/5mg tablets

consider prescribing an alternative continuous combined hormone replacement therapy (HRT) product containing estradiol 1mg but a different progestogen component to Indivina, ensuring that the patient is not intolerant to any of the excipients and is counselled on the appropriate dose (see Supporting information below)

consider prescribing unlicensed products only where licensed alternatives are not appropriate. Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see Supporting information below)



Alternative oral continuous combined HRT

Estradiol 1mg/ Dydrogesterone 5mg (Femoston Conti) tablets

Estradiol 1mg/ Norethisterone 500mcg (Kliovance) tablets

Estradiol 1mg / Progesterone 100 mg (Bijuve) capsules



Considerations and background

Supporting information

DHSC will continue to provide updates on HRT stock availability on the Medicine Supply Tool and designated ‘Prescribing available HRT products’ page on the Specialist Pharmacy Service (SPS) website.

Clinical Information

The British Menopause Society (BMS) provides guidance from clinical experts on switching to alternative continuous combined HRT products. In this, BMS does acknowledge “The equivalence data included in this practical guide were based on a combination of pharmacokinetics, clinical trials and clinical experience. The dose equivalents included are subject to significant individual variations in absorption and metabolism.” When switching patients to an alternative HRT product, prescribers will consider symptom control, side effect profiles, breakthrough bleeds etc. The BMS also provides advice on managing side effects of oestrogen and progestogens where the options for progestogen side effects are: change the type of progestogen, reduce the dose if available, change the route of administration, alter the duration.

The following specialist importers have confirmed they can source unlicensed Indivina 1mg/5mg tablets (please note there may be other companies that can also source supplies):

· Alium

· Target

Medicine Supply Notification

MSN/2023/084

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)





		Shortage of Triamcinolone hexacetonide 20mg/1ml suspension for injection ampoules



		No resupply date given

Clinicians should consider prescribing an alternative steroid injection during this time.



1- Low impact 



Medicines affected 

Triamcinolone hexacetonide 20mg/1ml suspension for injection ampoules (Esteve Pharmaceuticals Ltd) 10 ampoule



Alternatives

Triamcinolone acetonide and other steroid injections remain available.



Considerations and background

Further Information

Please see the following links for further information:

· SmPC Triamcinolone hexacetonide 20 mg/ml suspension for injection

· SmPC Adcortyl® Intra-Articular/Intradermal Injection 10mg/ml

· SmPC Kenalog® Intra-articular / Intramuscular Injection



Enquiries about specific supply issue

You can send any enquiries about the individual supply issue raised to your Regional Pharmacy Procurement Specialist.







		Shortage of Tetracosactide 1mg/1ml suspension for injection ampoules



		Anticipated re-supply date

1 November 2024



2 · Medium impact



Actions

Where a short Synacthen test using tetracosactide 250 micrograms ampoules is not appropriate, consider prescribing an unlicensed import of tetracosactide 1mg/1ml suspension for injection.



Alternatives

Licensed products

Synacthen (tetracosactide) Ampoules 250 micrograms remain available can support increased demand.



Unlicensed products

The following specialist importers have confirmed they can source unlicensed tetracosactide 1mg/1ml suspension for injection ampoules:

· Durbin

· Smartway Pharma



Considerations and background

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)



Enquiries about specific supply issue

You can send any enquiries about the individual supply issue raised to your Regional Pharmacy Procurement Specialist.



All other enquiries

DHSCmedicinesupplyteam@dhsc.gov.uk





		Shortage of Oxybutynin 5mg modified-release tablets



		Anticipated re-supply date

5 April 2024



2 · Medium impact



BNF chapters

07 - Obstetrics, Gynae & Urinary Tract Disorders



Medicines affected 

Oxybutynin 5mg modified-release tablets

5 April 2024



Actions

Where patients established on oxybutynin 5mg modified-release tablets have insufficient supplies to last until the re-supply date, prescribers should:

· review patients to determine if this is still the most suitable therapy. Where appropriate, consider
switching to (or re-trialling) immediate release oxybutynin tablets or oral solution, at the same total
daily dose, but administered in divided doses – dose re-titration may be needed, based on symptoms
and tolerability (see clinical information); or

· if above options are not suitable, consider use of another anticholinergic agent (see clinical
information)



Alternatives

Oxybutynin immediate release formulations (tablets and liquid) remain available and can support
increased demand, as can alternative anticholinergic agents.



Considerations and background



Clinical information

Oxybutynin is licensed:

· in adults for the symptomatic treatment of urge incontinence and/or increased urinary frequency
associated with urgency as may occur in adult patients with unstable bladder.

· in children over 5 years for urinary incontinence, urgency and frequency in unstable bladder conditions
due to idiopathic overactive bladder or neurogenic bladder disorders (detrusor overactivity), and
nocturnal enuresis associated with detrusor overactivity, in conjunction with nondrug therapy, when
other treatment has failed.

Dose of immediate release tablets

· In adults, the usual dose is 5 mg two or three times a day, which may be increased to a maximum of 5
mg four times a day (maximum dose 20 mg).

· In the elderly, elimination half-life is increased, therefore, a dose of 2.5 mg twice a day, particularly if the
patient is frail, is likely to be adequate, which may be increased to 5 mg twice a day.

· In children, usual dose is 2.5 mg twice a day which may be increased to 5 mg two or three times a day.
For nocturnal enuresis, the last dose should be given before bedtime.

The SmPC for the modified-release tablets does not include a dose conversion when switching from an
immediate release to the modified-release formulation. It advises clinical judgement should be exercised in
selecting the appropriate dose of the modified-release formulation, which should be adjusted to the minimum
dose that achieves an optimal balance of efficacy and tolerability, taking into account the current immediate-release dose.

The BNF and BNFc suggest that patients taking immediate-release oxybutynin may be transferred to the
nearest equivalent daily dose of a modified-release formulation. Pragmatic advice therefore is to switch
patients currently on modified-release oxybutynin to the equivalent daily dose of immediate-release
oxybutynin split into two or three divided doses. Oxybutynin has a very short half-life (2-3 hours) so some
patients may require the dose to be re-titrated

Anticholinergic side effects

Dry mouth is the most common and troublesome adverse effect of anticholinergic medicines and is the main
reason for discontinuing oxybutynin. As many of these adverse effects are dose-related, it is recommended
that doses should be titrated according to response and side effects, with lower doses generally used in the
elderly.

For patients experiencing side-effects or with inadequate response at maximum dose, changing to a
different anticholinergic agent may be beneficial as side-effect profiles differ. For example, solifenacin and
tolterodine are considered to cause dry mouth to a lesser extent than oxybutynin. Extended-release
formulations of anticholinergic medicines are also expected to reduce the risk of dry mouth. The SmPC for
modified-release oxybutynin notes in clinical studies, dry mouth has been less frequently reported than with
immediate release formulations

Please refer to the links below for further information

Medicine Supply Notification Number

MSN/2023/116

Links

· Oxybutynin 5mg modified-release 5mg prolonged release tablets

· SmPC: Oxybutynin products

· SmPC: Tolterodine preparations

· SmPC: Solifenacin preparations

· BNF: Urinary incontinence in women

· BNFc: Urinary frequency, enuresis and incontinence

· BNFc: Nocturnal enuresis in children

· CKS: LUTS in men - overactive bladder







		Shortage of Glucagon 1mg powder for injection kit (Glucagen)



		Anticipated re-supply date

29 March 2024



BNF chapters

06 - Endocrine System



Medicines affected

GlucaGen Hypokit 1mg powder and solvent for solution for injection (Novo Nordisk Ltd)

29 March 2024	



Actions 

Pharmacy staff in secondary care

Pharmacy staff in secondary care should ensure any short dated GlucaGen stock in pharmacy is used up before it expires.



Clinicians in secondary care

Clinicians considering the use of glucagon in secondary care settings should:

contact the National Poisons Information Service (NPIS) (Tel- 0344 892 0111) to discuss treatment options for severe hypotension following overdose of beta-blockers, calcium channel blockers or tricyclic antidepressants; further detail is also available on TOXBASE;

use Ogluo pre-filled auto-injector pen to treat severe hypoglycaemic episodes when GlucaGen is not available;

use an unlicensed import (see below) if UK stock is not available.



Ambulance services

Ambulance services should:

conserve GlucaGen for use for severe hypoglycaemic episodes when IV glucose 10% has failed or there is no IV access;

only use GlucaGen kit ONCE in patients who are unconscious and unresponsive to IV glucose 10%;

follow the JRCALC guidelines for the treatment of severe hypoglycaemic episodes.



Alternatives

Intermittent supply of GlucaGen 1mg powder for injection kit.

Ogluo 0.5mg and 1mg pre-filled auto-injector pens remain available via Alliance.

The following specialist importers have confirmed they can source some supplies of GlucaGen:

· Mawdsleys Unlicensed

· Target Healthcare

Other importers may also be able to source stock within Europe.

Considerations and background

Summary

There are two licensed glucagon preparations: GlucaGen (1mg powder for injection kit) and Ogluo (0.5mg and 1mg pre-filled auto-injector pens).

There will be intermittent supply of GlucaGen 1mg powder for injection kit until the end of March 2024.

Supply of GlucaGen 1mg powder for injection kit allows demand to be met in primary care.

Ogluo 0.5mg and 1mg pre-filled auto-injector pens are available (from Alliance) and can be used for the treatment of severe hypoglycaemic episodes; however, they are not suitable for treatment of beta blocker or other drug overdoses.

Clinical Information

Hypoglycaemia

Glucagon is indicated for treatment of severe hypoglycaemic reactions, which may occur in the management of insulin treated children and adults with diabetes mellitus. It is available in two formulations:

· GlucaGen (powder for reconstitution) — licensed to be given subcutaneously and intramuscularly. It is also licensed to be used diagnostically for testing gastric motility.

· Ogluo (pre-filled auto-injector pen containing solution) — only licensed to be given subcutaneously.

Beta-blocker and other Drug Overdoses

Intravenous glucagon (unlicensed) is a treatment option for severe cardiovascular instability in beta- blocker overdose, and some other drug overdoses including calcium channel blockers and tricyclic antidepressants. GlucaGen vials are normally reconstituted and given as an initial bolus which may be followed by an IV infusion. Ogluo is not licensed nor suitable for the management of beta-blocker or other drug overdoses as this is a pre-filled device, and the solution cannot be removed to be added to an IV infusion.

Whilst there are supply problems with GlucaGen, clinicians treating severe hypotension in a poisoned patient e.g. with toxicity related to beta-blockers, calcium channel blockers or tricyclic antidepressants, should call the NPIS (0344 892 0111) to discuss treatment options; further detail is also available on TOXBASE.

Patient Counselling

Ogluo instruction videos for patients can be found on the manufacturer’s website: Ogluo | Tetris Pharma

Medicine Supply Notification Number

MSN/2023/051UU

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· Glucagon | Drugs | BNF

· SmPC: GlucaGen Hypokit 1mg

· SmPC: Ogluo 1mg

· SmPC: Ogluo 0.5mg

· BNF: Poisoning, emergency treatment

· RCEM/NPIS Guideline on Antidote Availability for Emergency Departments (December 2022)

· Ogluo administration guide and video

· TOXBASE (log in required)

· Joint Royal College of Ambulance Liaison Committee JRCALC Guidelines (restricted access)

Enquiries about this supply issue

You can send any enquiries about this page or the individual supply issue raised to either: DHSCmedicinesupplyteam@dhsc.gov.uk or your Regional Pharmacy Procurement Specialist as below.





		Shortage of Olanzapine (Zypadhera) 210 mg, 300mg and 405mg powder and solvent for prolonged release suspension for injection vials



		Anticipated re-supply date

8 February 2024



BNF chapters

04 - Central Nervous System



Medicines affected 



· Olanzapine embonate 210mg powder and solvent for suspension for injection vials

· 8 February 2024

· Olanzapine embonate 300mg powder and solvent for suspension for injection vials 1 vial

· Olanzapine embonate 405mg powder and solvent for suspension for injection vials 1 vial



Actions

NHS provider Trust pharmacy procurement teams should work with the appropriate mental health clinical leads and all relevant clinical areas to:

· identify all patients requiring a dose of Zypadhera from now until early February 2024;

· review current stockholding of Zypadhera  210 mg, 300mg and 405mg powder and solvent for prolonged release suspension for injection. Only order more where current supplies are insufficient for patients scheduled to have a dose before early February 2024 to ensure the maximum number of patients can receive treatment during this time;

· use an alternative strength of Zypadhera  injection (if available) to administer the prescribed dose if the appropriate strength is not available (see Supporting Information); and

· work with their RPPS in urgent cases to facilitate mutual aid between NHS provider Trusts.

Considerations and background

Summary

There will be limited supply of olanzapine (Zypadhera) 210 mg, 300mg and 405mg powder and solvent for prolonged release suspension for injections until early February 2024.

Supporting information

Zypadhera injection is licensed as maintenance treatment of adult patients with schizophrenia sufficiently stabilised during acute treatment with oral olanzapine. It should only be administered by deep intramuscular gluteal injection.

Patients should be treated initially with oral olanzapine before administering Zypadhera, to establish tolerability and response.

Following reconstitution, the final concentration of all presentations is 150mg/ml.  Therefore, any presentation can be used to administer the prescribed dose – see SmPC for more information.



Medicines Supply Notification

MSN/2023/117



Links

· BNF Olanzapine embonate

· SmPC Zypadhera







		Shortage of Somatropin (Genotropin MiniQuick) 0.6mg and 1.4mg powder and solvent for solution for injection pre-filled disposable devices and Somatropin (Genotropin GoQuick) 5.3mg powder and solvent for solution for injection pre-filled, multi-dose pens



		Anticipated re-supply date

16 February 2024



BNF chapters

06 - Endocrine System



Medicines affected



· Somatropin (rbe) 600microgram powder and solvent for solution for injection pre-filled disposable devices 7 pre-filled disposable injection

February 2024

· Somatropin (rbe) 1.4mg powder and solvent for solution for injection pre-filled disposable devices

1 March 2024

· Somatropin (rbe) 5.3mg powder and solvent for solution for injection vials

29 March 2024

Actions

Secondary care pharmacy teams should work with clinical specialists and their local pharmacy homecare leads to:

ensure that new patients are not initiated on Genotropin MiniQuick 0.6mg and 1.4mg powder and solvent for solution for injection pre-filled disposable devices, or Genotropin GoQuick 5.3mg powder and solvent for solution for injection pre-filled multi-dose pens until resupply;

review all patients, including those under shared care arrangements, prescribed Genotropin MiniQuick 0.6mg and 1.4mg devices, and determine which patients need to remain on these devices (e.g. visual impairment or have no refrigerator). Remaining stock of Genotropin MiniQuick 0.6mg and 1.4mg devices are to be reserved for patients who cannot be switched. Please note, to obtain remaining stock contact Pfizer Customer Service Team (Tel- 0800 0327907)

for patients who can manage a change in device AND all patients prescribed Genotropin GoQuick 5.3mg powder and solvent for solution for injection pre-filled, multi-dose pens issue a new prescription for:

· Genotropin 5.3mg (0.1mg dose increments) or 12mg cartridges (0.2mg dose increments) to be used with a re-usable injection device (Genotropin 5.3 or 12 Pen corresponding to the cartridge prescribed) to deliver doses of 0.6mg, 1.4mg or 5.3mg or

· Genotropin Miniquick 1.2mg, 1.6mg, 1.8mg or 2mg device for patients prescribed Genotropin GoQuick 5.3mg at increments to administer these doses or for those patients still being dose titrated and being considered for a change to these doses delivered by the Miniquick device

ensure that patients switched from the single use MiniQuick injection devices to Genotropin 5.3mg or 12mg cartridges are aware these are multi-dose devices and need to be stored in a refrigerator;

ensure all new prescriptions are sent to their current homecare service provider or outpatient dispensary; and

communicate with home care providers if nurse led injection training is required on use of new device.



Homecare providers should:

ensure that once a new prescription for Genotropin 5.3mg or 12mg cartridges, or Genotropin MiniQuick 1.2mg, 1.6mg, 1.8mg or 2mg device is received, the patient’s existing Genotropin MiniQuick 0.6mg or 1.4mg device or Genotropin® GoQuick 5.3mg powder and solvent for solution for injection pre-filled, multi-dose pens prescription is immediately cancelled;

call patients to inform them of the change to their prescription while arranging delivery and offer nursing support on how to use the new device; and

work with the prescriber and the Trust homecare lead to ensure nurse led training or, if available, administration support is offered where requested.

Outpatient dispensaries should ensure that:

once a new prescription for Genotropin 5.3mg or 12mg cartridges, or Genotropin MiniQuick 1.2mg, 1.6mg, 1.8mg or 2mg device is received, the patient’s existing Genotropin MiniQuick 0.6mg or 1.4mg device or Genotropin GoQuick 5.3mg powder and solvent for solution for injection pre-filled, multi-dose pens prescription is cancelled;

patients receive a patient education pack and are counselled about the change in prescription at the point of first dispensing; and

patients are directed back to their specialist team if they highlight a need for additional nurse-led training or ongoing nursing support.

GP surgeries who prescribe Genotropin MiniQuick 0.6mg and 1.4mg or Genotropin GoQuick 5.3mg powder and solvent for solution for injection pre-filled disposable devices should:

proactively identify all patients on these products and refer them to their specialist for review and a switch to an appropriate alternative as above.



Alternatives

The following somatropin preparations remain available and will be able to support increased demand:

Somatropin (Genotropin) 5.3mg and 12mg powder and solvent for solution for injection multi-dose cartridges.

Somatropin (Genotropin MiniQuick) 1.2mg,1.6mg,1.8mg and 2mg powder and solvent for solution for injection pre-filled disposable (single dose) devices.



Considerations and background

Summary

Somatropin (Genotropin MiniQuick) 0.6mg powder and solvent for solution for injection pre-filled disposable devices will be in limited supply until the resupply date.

Somatropin (Genotropin MiniQuick) 1.4mg powder and solvent for solution for injection pre-filled disposable (single dose) devices will be in limited supply until the resupply date.

Somatropin (Genotropin GoQuick) 5.3mg powder and solvent for solution for injection pre-filled, multi-dose pens are out of stock until the resupply date.



Medicine Supply Notification Number

MSN/2023/089U



Links

· SmPC Genotropin® MiniQuick

· SmPC Genotropin 5.3mg powder and solvent

· SmPC Genotropin 12mg powder and solvent

· BNF Somatropin





		Shortage of Hyoscine hydrobromide (Scopoderm) 1.5mg patches



		Anticipated re-supply date

3 January 2025

BNF chapters

04 - Central Nervous System

Actions

Healthcare professionals in primary and secondary care should not initiate any new patients on hyoscine hydrobromide (Scopoderm) 1.5mg patches.

Where patients have insufficient supplies to last until the re-supply date, clinicians should:

· review patients to determine if this is still the most suitable therapy

· prioritise any remaining stock of Scopoderm patches for patients who have no oral access

· consider switching patients who have oral access to an alternative formulation of hyoscine hydrobromide; or if not appropriate, a glycopyrronium bromide preparation (see below)

· consider prescribing unlicensed hyoscine hydrobromide (Scopoderm) 1.5mg patches if alternative options are not suitable, working with local pharmacy teams to ensure orders are placed within appropriate time frames, as lead times may vary (see below)

· if the above options are not considered appropriate, advice should be sought from specialists on management options

Alternatives

Other hyoscine hydrobromide formulations

These are other hyoscine hydrobromide formulations for the management of hypersalivation/ respiratory secretions.

Hyoscine hydrobromide (Kwells) 150microgram and 300microgram tablets are used off label in this setting, with dosing titrated up based on response and tolerability. They are taken orally, sucked or chewed. In patients with swallowing difficulty, they can also be administered by sublingual or buccal route (off label route of administration).

Glycopyrronium bromide products

These are licensed for the symptomatic treatment of severe sialorrhoea (chronic pathological drooling/hypersalivation) in children and adolescents aged 3 years and older with chronic neurological disorders. Use in adults is off-label. They are an option if there is oral access/ patient can swallow. Preparations include:

· Glycopyrronium bromide 1mg and 2mg tablets

· Glycopyrronium bromide 1mg/5ml oral solution

· Glycopyrronium bromide (Sialanar) 2mg/5ml oral solution

As there are two separate glycopyrronium liquid products with different strengths, prescribing should clearly indicate the strength and dose to reduce the risk of selection and dosing error.

Prevention of travel (motion) sickness

NHSE guidance recommends that a prescription for treatment for motion sickness will not routinely be offered in primary care as the condition is appropriate for self-care. Alternative treatment options available OTC include:

· Hyoscine hydrobromide (Kwells) 150 and 300microgram tablets

· Promethazine teoclate 25mg tablets

· Promethazine hydrochloride 10mg and 25mg tablets

· Promethazine hydrochloride 5mg/5ml oral solution

· Cinnarizine 15mg tablets

Considerations and background

Clinical Information

Hyoscine hydrobromide patches are licensed for the prevention of travel sickness symptoms e.g., nausea, vomiting and vertigo and used off-label for the management of hypersalivation and drying up respiratory secretions.

Specialist Importers

The following specialist importers have confirmed they can source unlicensed hyoscine hydrobromide 1.5mg patches (please note there may be other companies that can also source supplies):

· Alium

· Mawdsley

· Q MED

Medicine Supply Notification Number

MSN/2023/087

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· BNF hyoscine hydrobromide

· BNFc hyoscine hydrobromide

· SmPC Scopoderm 1.5mg patches

· SmPC: Kwells

· BNFc: glycopyrronium bromide

· SmPC glycopyrronium tablets

· SmPC glycopyrronium liquid

· SmPC glycopyrroinium liquid (Sialanar)

· CKS: hypersalivation

· BNF: Antimuscarinic drugs

· CKS: Palliative care - secretions: Noisy respiratory secretions at the end of life

· Scottish Palliative Care Guidelines: Alternatives to Regular Medication Normally Given via a Syringe Pump When this is Not Available

Enquiries about page or supply issue

You can send any enquiries about this page or the individual supply issue raised to: DHSCmedicinesupplyteam@dhsc.gov.uk





		Shortage of Methylphenidate (Equasym XL) modified release capsules



		Anticipated re-supply date

5 February 2024



BNF chapters

04 - Central Nervous System



Medicines affected

Equasym XL 10mg capsules (Takeda UK Ltd)

5 February 2024

Actions

A National Patient Safety Alert was issued on the 27 September 2023 for the shortage of methylphenidate prolonged-release capsules and tablets, lisdexamfetamine capsules, and guanfacine prolonged-release tablets.

Please refer to the National Patient Safety Alert for information and advice.

Alternatives

Limited parallel imports of methylphenidate (Equasym XL) modified release capsules remain available but cannot support an uplift in demand.

Considerations and background

Supply Overview

Equasym XL 10mg capsules are out stock

Equasym XL 20mg and 30mg capsules are in stock.

DHSC will continue to provide updates on stock availability on the Medicine Supply Tool and designated ‘Prescribing available medicines to treat ADHD‘ page on the Specialist Pharmacy Service (SPS) website.

Links

· SmPC Equasym XL capsules

Enquiries about page or supply issue

You can send any enquiries about this page or the individual supply issue raised to: DHSCmedicinesupplyteam@dhsc.gov.uk





		Shortage of Progesterone (Crinone) 8% vagina gel and Progesterone (Lutigest) 100mg vaginal tablets



		Anticipated re-supply date

3 May 2024



BNF chapters

13 - Skin · 06 - Endocrine System



Medicines affected

Lutigest 100mg vaginal tablets (Ferring Pharmaceuticals Ltd)

3 May 2024

Actions

Where patients have insufficient supplies to last until the re-supply date, prescribers should:

· consider prescribing alternative progesterone products for supplementation of luteal phase as part of Assisted Reproductive Technology (ART), ensuring that the patient is not intolerant to any of the excipients and is counselled on the appropriate dose required (see Supporting Information below);

· where the above option is inappropriate and for the indication of use as an adjunct to In Vitro Fertilisation (IVF) where infertility is mainly due to tubal, idiopathic or endometriosis linked sterility associated with normal ovulatory cycles, consider alternative management options (see Supporting Information below).

Alternatives

Alternative progesterone products and recommended doses for the supplementation of luteal phase as part of ART:

Cyclogest 200mg and 400mg pessaries:

· 400mg twice daily vaginally, starting at oocyte retrieval and continuing for 38 days once pregnancy is confirmed

Utrogestan 200mg vaginal capsules:

· 200mg three times daily from day of embryo transfer until at least week 7 of pregnancy up to week 12 of pregnancy

Lubion 25mg/1.112ml solution for injection vials (in women for whom vaginal preparations are inappropriate):

· 25mg injected subcutaneously or intramuscularly from day of oocyte retrieval up to week 12 of pregnancy

Considerations and background

Supporting Information

Clinical information

Progesterone (Lutigest) 100mg vaginal tablets are used for the supplementation of luteal phase as part of Assisted Reproductive Technology (ART). The recommended dose is 100mg administered vaginally three times daily starting at oocyte retrieval and continued for 30 days if pregnancy has been confirmed.

Progesterone (Crinone) 8% vaginal gel is used for treatment of infertility due to inadequate luteal phase and for use as an adjunct to in-vitro fertilisation (IVF) where infertility is mainly due to tubal, idiopathic or endometriosis linked sterility associated with normal ovulatory cycles. For the treatment of infertility due to inadequate luteal phase, the recommended dose is one applicatorful applied once daily after ovulation or on the 18th to 21st day of the cycle. When used in IVF, it is applied daily starting on the day of embryo transfer and it should be continued for 30 days if there is laboratory evidence of pregnancy.

MSN Number

MSN/2023/093

Links

· SmPC Utrogestan Vaginal 200mg Capsules

· SmPC Cyclogest pessaries

· SmPC Lubion 25mg/1.112ml solution for injection vials

· SmPC Lutigest 100mg vaginal tablets

· SmPC Crinone 8% vaginal gel

· BNF Progesterone





		Shortage of Bumetanide 5mg tablets



		Anticipated re-supply date

3 May 2024



BNF chapters

02 - Cardiovascular System



Medicines affected

Bumetanide 5mg tablets



Actions

Healthcare professionals in primary and secondary care should not initiate any new patients on bumetanide 1mg and 5mg tablets until the supply issue has resolved.

Where existing patients have insufficient supplies of bumetanide tablets to last until the re-supply date, clinicians should:

· review patients to determine if this is still the most suitable therapy;

· reserve any remaining stock of bumetanide 1mg tablets for patients using this strength who are unsuitable for a switch to furosemide;

· consider prescribing furosemide tablets which are able to support the market during this time, ensuring that the patient is not intolerant to any of the excipients and is counselled on the appropriate dose to take (see Supporting information);

· only consider prescribing unlicensed products where licensed alternatives are not appropriate. Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see Supporting information)

If the above options are not considered appropriate or symptoms are not controlled on furosemide, advice should be sought from specialists on management options.

A switch should be made before patients run out of tablets to avoid a break in therapy that could increase the risk of decompensation and unintentional fluid retention.

Alternatives

Furosemide 20mg and 40mg tablets remain available and can support increased demand. Where these are not suitable, unlicensed supplies of bumetanide 1mg and 5mg tablets may be sourced, lead times vary.

Bumetanide 1mg/5ml SF oral solution remains available but is unable to support increased demand.

Considerations and background

Supporting information

Clinical Information

Bumetanide is a loop diuretic licensed for the treatment of oedema associated with e.g., congestive heart failure, renal dysfunction including nephrotic syndrome and cirrhosis of the liver in adults. In oedema of renal or cardiac origin where high doses of a potent short-acting diuretic are required, a 5mg dose of bumetanide may be used in adults.

Furosemide is a loop diuretic licensed for use in all indications where a prompt and effective diuresis is required. It is similar in activity to bumetanide; both act within 1 hour of oral administration and diuresis is complete within 6 hours. The diuresis associated with these drugs is dose related.

Loop diuretics produce the same response if given at equipotent doses. When kidney function is normal, a 40mg dose of furosemide is approximately equal to 1mg of bumetanide. Selecting an equivalent dose is determined on a case-by-case basis as effects will differ based on clinical status and stability of patient, fluid status, and renal function. Patients switched from a stable dose of bumetanide to furosemide may require follow up to assess response, with dose titration if required, to ensure fluid balance remains stable.

Medicine Supply Notification Number

MSN/2023/094

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SmPC: Bumetanide 1mg and 5mg tablets

· SmPC: Furosemide 20mg and 40mg tablets

· BNF: Loop diuretics

· CKS: Chronic heart failure - managing diuretics





		Shortage of Minoxidil 2.5mg tablets



		Anticipated re-supply date

19 January 2024 (supply returning) 



BNF chapters

02 - Cardiovascular System



Actions

When the 2.5mg tablet is not available, clinicians should consider prescribing minoxidil 5mg tablets (supplied by Roma Pharmaceutical Ltd.) that are scored and can be divided into equal doses, in accordance with the SmPC. A change in prescription will be required to use the 5mg tablets.

 

.

Alternatives

Licensed alternative

Minoxidil 2.5mg tablets are available from Roma Pharmaceutical Ltd

Minoxidil 5mg tablets remain available from Roma Pharmaceutical Ltd and Pfizer Ltd (see considerations and background).

Considerations and background

Roma Pharmaceutical Ltd’s minoxidil 5 mg tablets are licenced to be divided into equal doses of 2.5mg, users should be counselled to discard the remaining half tablet. Pfizer Ltd’s minoxidil 5mg tablets are not licenced to be divided.

Supply Summary

Roma Pharmaceutical Ltd’s minoxidil 2.5 mg tablets are now available however there may still be shortages until the Pfizer Ltd’s minoxidil 2.5mg tablets re-supply, currently estimated as stated.

Links

· SmPC: Minoxidil 2.5mg tablets

· SmPC: Minoxidil 5mg tablets (Roma Pharmaceutical Ltd)

· SmPC: Minoxidil 5mg tablets (Pfizer Ltd)

· BNF: Treatment Summary





		Shortage of Rabies vaccine



		Anticipated re-supply date

3 May 2024



BNF chapters

14 - Immunological Products & Vaccines



Actions

Unlicensed rabies vaccines are available for travellers.

UKHSA and Bavarian Nordic have emergency stock available for post exposure prophylaxis.

Alternatives

Unlicensed products

The following specialist importers have confirmed they can source unlicensed rabies vaccine (please note there may be other companies that can also source supplies):

· Smartway

· Genetech

· Mawdsleys

· Durbin

· Orifarm

Considerations and background

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SmPC Rabipur pre-filled syringe

· BNF Rabies vaccine





		Shortage of Methylphenidate prolonged-release tablets



		Anticipated re-supply date

1 February 2024



BNF chapters

04 - Central Nervous System



Medicines affected

Medicine

Anticipated re-supply date

Xenidate XL 18mg tablets (Viatris UK Healthcare Ltd)

26 April 2024

Xenidate XL 27mg tablets (Viatris UK Healthcare Ltd)

26 April 2024

Xaggitin XL 18mg tablets (Ethypharm UK Ltd)

1 February 2024

Xaggitin XL 36mg tablets (Ethypharm UK Ltd)

1 February 2024

Actions

Where patients have insufficient supplies to last until the re-supply date, clinicians should:

· consider prescribing alternative bioequivalent brands (see clinical information) that are available, ensuring that the patient is not intolerant to any of the excipients;

· counsel patients to reassure them that Delmosart, Xaggitin XL and Xenidate XL tablets have a similar release profile to Concerta XL (see clinical information); and

· reassure patients that any changes to their prescription will be short-term and for the duration of the supply issue only, and they have the option to switch back to their original brand once the supply issue is resolved or continue the brand they have been switched to.

Alternatives

DHSC will continue to provide updates on stock availability on the Medicine Supply Tool and designated ‘Prescribing available medicines to treat ADHD‘ page on the Specialist Pharmacy Service (SPS) website.

Considerations and background

Clinical Information

Methylphenidate is a central nervous stimulant available in the UK in various licensed immediate, modified-release, oral, and solid dosage forms. It is a schedule 2 controlled drug, licensed for the treatment of attention deficit hyperactivity disorder (ADHD) in children aged over 6 years and adolescents and is the usual first line treatment for this condition for both children and adults.

All the modified-release methylphenidate preparations include an immediate-release component as well as an extended-release component. This allows for rapid onset of action while avoiding the need to take further doses during the day to maintain effect.

The biphasic release profiles of these products, however, are not all equivalent and contain different proportions of the immediate-release and modified-release component. The BNF states that different versions of modified-release preparations may not have the same clinical effect. To avoid confusion between these different formulations of methylphenidate, prescribers should specify the brand to be dispensed.

Considerations when prescribing modified-release methylphenidate contains a summary of the pharmacokinetic profiles for methylphenidate brands currently licensed in the UK. This can be used to support product selection.

Please see the links below for further information.

Links

· Concerta XL prolonged-release tablets SmPC

· Delmosart prolonged-release tablets SmPC

· Xaggitin XL prolonged-release tablets SmPC

· Xenidate XL prolonged-release tablets SmPC

· NICE guideline for attention deficit hyperactivity disorder





		Shortage of Pethidine 50mg tablets



		Anticipated re-supply date

5 April 2024



BNF chapters

04 - Central Nervous System



Alternatives

The following specialist importers have confirmed they can source unlicensed Pethidine 50mg tablets (please note there may be other companies that can also source supplies):

· BAP Pharma

· Mawdsleys

Considerations and background

Guidance on ordering and prescribing unlicensed imports

· Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society

· Prescribing unlicensed medicines, General Medical Council (GMC)





		Shortage of Irinotecan hydrochloride 330mg/ 220ml and 360mg/ 240ml bags



		Anticipated re-supply date

31 January 2024



BNF chapters

08 - Malignant Disease & Immunosuppression



Medicines affected

Irinotecan 360mg/240ml infusion bags (Sun Pharmaceutical Industries Europe B.V.)

31 January 2024

Actions

NHS provider Trust pharmacy procurement teams, Aseptic units and their local Medication Safety Officer should:

· assess current stock holding of irinotecan hydrochloride 330mg/ 220ml bags and 360mg/ 240ml bags to ensure current stock levels are correctly recorded in pharmacy systems

· consider placing orders of irinotecan hydrochloride 330mg/ 220ml bags and 360mg/ 240ml bags from commercial compounders where there are insufficient supplies during this period (see Supporting Information); or

· consider in-house aseptic preparation of irinotecan hydrochloride 330mg/ 220ml and 360mg/ 240ml bags for the duration of this shortage, ensuring work systems including appropriate documentation and worksheets are updated to support this

Alternatives

Able to support demand

The following suppliers can provide a full uplift in demand with the following vials sizes.

Consilient

Irinotecan 40mg/2ml, 100mg/5ml, 300mg/15ml vials

Fresenius Kabi

Irinotecan 100mg/5ml, 300mg/15ml, 500mg/25ml vials

Seacross Pharmaceuticals LTD

Irinotecan 100mg/5ml, 300mg/15ml vials

Unable to support demand

The following suppliers cannot support an increase in demand with the following vials sizes.

Accord

Irinotecan 100mg/5ml, 300mg/15ml, 500mg/25ml vials, 1000mg/50ml vials

Pfizer

Campto (Irinotecan) 40mg/2ml ,100mg/5ml, 300mg/15ml vials

Considerations and background

Supporting information

Commercial Compounders

Commercial compounders have confirmed they have capacity to accept new customers for the compounding of irinotecan hydrochloride 330mg/ 220ml and 360mg/ 240ml bags during this period.

The following commercial compounders have confirmed they can support with the compounding of Irinotecan hydrochloride 330mg/ 220ml and 360mg/ 240ml bags during this period and have provided contact email addresses (please note there may be other compounders that can also support):

· ITH Pharma: commercial@ithpharma.com

· Quantum: west@quantumpharma.co.uk: caroline.munday@quantumpharma.co.uk

· Sciensus: Appleby@sciensus.com

· Bath ASU: limited capacity – individual Trusts need to approach Bath ASU and they will advise on a case-by-case basis: gailey@pharmaxo.com

Medicine Supply Notification Number

MSN/2023/022

Links

· BNF - Irinotecan Hydrochloride

· SmPC - Irinotecan hydrochloride





		Shortage of Lisdexamfetamine (Elvanse) capsules



		Anticipated re-supply date

19 January 2024



BNF chapters

04 - Central Nervous System



Medicines affected



Elvanse 20mg capsules (Takeda UK Ltd)

19 January 2024

Elvanse 30mg capsules (Takeda UK Ltd)

26 January 2024

Elvanse Adult 50mg capsules (Takeda UK Ltd)

15 March 2024

Elvanse Adult 70mg capsules (Takeda UK Ltd)

2 February 2024

Actions

A National Patient Safety Alert was issued on the 27 September 2023 for the shortage of methylphenidate prolonged-release capsules and tablets, lisdexamfetamine capsules, and guanfacine prolonged-release tablets.

Please refer to the National Patient Safety Alert for information and advice.

Alternatives

The following specialist importers have confirmed they can source unlicensed imports of lisdexamfetamine (Vyvanse) capsules (please note there may be other companies that can also source supplies and lead times vary):

· Alium

· Target

Considerations and background

Supply overview

DHSC will continue to provide updates on stock availability on the Medicine Supply Tool and designated ‘Prescribing available medicines to treat ADHD‘ page on the Specialist Pharmacy Service (SPS) website.

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SmPC Lisdexamfetamine





		Shortage of Betamethasone valerate 0.1% cream and 0.1% ointment



		Anticipated re-supply date

16 February 2024



BNF chapters

13 – Skin



Actions

Where supply of betamethasone valerate 0.1% cream and 0.1% ointment is unavailable, clinicians should consider prescribing mometasone furoate 0.1% cream or 0.1% ointment.

Alternatives

Mometasone furoate 0.1% cream and 0.1% ointment remain available.

Considerations and background

Summary

There are intermittent gaps in supply of betamethasone valerate 0.1% cream and 0.1% ointment until mid February 2024.

Supporting Information

Clinical information

Betamethasone valerate 0.1%  and Mometasone furoate 0.1% are both potent topical corticosteroids.

Links

· SmPC Betamethasone cream

· SmPC Betamethasone ointment

· SmPC Mometasone cream

· SmPC Mometasone ointment

· BNF Topical Corticosteroids





		Shortage of Propantheline bromide 15mg tablets



		Anticipated re-supply date

8 April 2024



BNF chapters

01 - Gastro-Intestinal System



Medicines affected



Pro-Banthine 15mg tablets (Kyowa Kirin International UK NewCo Ltd)

8 April 2024

Actions

Where patients have insufficient supplies to last until the re-supply date, clinicians should:

· review patients to determine if this is still the most suitable therapy

· consider prescribing an alternative oral antimuscarinic agent in line with local formularies/guidelines, and current availability (see supporting information below); and

· consider prescribing unlicensed products only where licensed alternatives are not appropriate. Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see supporting information below)

Alternatives

Propantheline 15mg tablets are out of stock until early April 2024.

Alternative oral antimuscarinic agents remain available.

Where these are not suitable, unlicensed supplies of propantheline 15mg tablets may be sourced, lead times vary.

Unlicensed imports

The following specialist importers have confirmed they can source unlicensed propantheline 15mg tablets (please note there may be other companies that can also source supplies):

· Alium Medical

· Mawdsley’s Unlicensed

· Target Healthcare

Considerations and background

Supporting Information

Clinical Information

Propantheline is an oral antimuscarinic licensed for adjunctive use in adults with hyperhidrosis, adult enuresis, and gastrointestinal disorders characterised by smooth muscle spasm.

Alternative antimuscarinic treatment options;

Please consult your local formulary for other agents.

Indication

Adult enuresis:

· oxybutynin

· tolterodine

· darifenacin

· solifenacin

Gastro-intestinal smooth muscle spasm:

· dicycloverine hydrochloride

· hyoscine butylbromide

Hyperhidrosis:

· oxybutynin (off-label),

· glycopyrronium bromide (off-label)

Medicine Supply Notification Number

MSN/2023/113

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SmPC Pro-Banthine tablets

· BNF propantheline

· BNF Hyperhidrosis

· CKS: Hyperhidrosis

· BNF Antispasmodics

· CKS: Irritable bowel syndrome-antispasmodic drugs

· CKS: LUTS in men

· CKS: Incontinence - urinary, in women

· BNF Urinary Incontinence and pelvic organ prolapse in women

· NICE Guidance NG123: Urinary incontinence and pelvic organ prolapse in women: management

· SmPC Oxybutynin

· SmPC Tolterodine

· SmPC Darifenacin

· SmPC Dicycloverine hydrochloride

· SmPC Hyoscine butylbromide

· SmPC Glycopyrronium







		Shortage of Estradiol (Estring) 7.5micrograms/24hours vaginal delivery system



		Anticipated re-supply date

9 February 2024



BNF chapters

07 - Obstetrics, Gynae & Urinary Tract Disorders · 06 - Endocrine System



Medicines affected



Estring 7.5micrograms/24hours vaginal delivery system (Pfizer Ltd)

9 February 2024

Actions

Where patients have insufficient supplies to last until the re-supply date, clinicians should review patients to determine if this is still the most suitable therapy; and consider prescribing an alternative estradiol or estriol vaginal product taking into account current availability and patient preferences. Ensure that the patient is not intolerant to any of the excipients and is counselled on how to administer the treatment and new dosing schedule (see supporting information below).

Alternatives

Alternative estradiol or estriol preparations:

Vagirux vaginal tablet, Vagifem vaginal tablet, estradiol 10microgram vaginal tablet

Active ingredient: Estradiol 10microgram

Dose: One vaginal tablet daily for 2 weeks followed by maintenance dose of
One vaginal tablet twice a week.

Availability: Can support increased demand, except for Vagifem which can only support a partial increase in demand.

Imvaggis pessary

Active ingredient: Estriol 30microgram

Dose: One pessary daily for first 3 weeks followed by maintenance dose of one pessary twice a week.

Availability: Can support increased demand.

Estriol 0.01% cream

Active ingredient: Estriol 100microgram per 1gram

Dose: One applicator full per day until restoration of vaginal mucosa has been achieved then maintenance dose of one applicator full twice a week.

Availability: Can support increased demand.

Estriol 0.1% Cream

Active ingredient: Estriol 1000microgram per 1gram

Dose: 1 application per day for the first weeks (maximally 4 weeks), followed by a gradual reduction, based on relief of symptoms, until a maintenance dosage (e.g. 1 application twice a week) is reached.

Availability: Can support increased demand.

Considerations and background

Summary

Estring 7.5micrograms/24hours vaginal delivery system is out of stock until February 2024, with intermittent availability expected until November 2024.

Supporting Information

Clinical Information

Estring is licensed for the treatment of atrophic vaginitis (due to oestrogen deficiency) in postmenopausal women. Each ring releases estradiol at an average amount of 7.5 microgram per 24 hours, over a period of 90 days. Once inserted it is left in the vagina continuously for 90 days and replaced by a new ring as appropriate. The maximum recommended duration of continuous therapy is two years.

The following oestrogen products for vaginal application are also licensed for the treatment of vaginal atrophy due to oestrogen deficiency in postmenopausal women but have a more frequent dosing schedule. Women already stabilised on Estring can be put onto the twice weekly maintenance dose of the selected product. Women who are still symptomatic on Estring should start with the induction regimen as set out in the SmPC for that product.

Medicine Supply Notification Number

MSN/2023/119

Links

· Vaginal and vulval conditions treatment summary – BNF

· SPC Estring® 7.5 microgram/24 hours vaginal delivery system

· SPC for Vagifem, Vagirux or estradiol 10microgram vaginal tablets

· SPC Imvaggis® 0.03mg pessaries

· SPC Estriol 1mg/g cream

· SPC Estriol 0.01% cream





		Shortage of Sando-K (potassium chloride 600mg and potassium bicarbonate 400mg [total potassium 12mmol] effervescent tablets



		Anticipated re-supply date

23 February 2024



BNF chapters

09 - Nutrition And Blood



Medicines affected

Sando-K effervescent tablets (Alturix Ltd)

23 February 2024

Actions

Clinicians in primary and secondary

Clinicians in primary and secondary care should review patients for appropriateness of ongoing therapy;

Consider quantity to be supplied (pack size 20 tablets per tube) when prescribing existing supply of Sando-K to reduce wastage. Pharmacy teams should query any scripts that could potentially have the dose regimen adjusted to reduce wastage;

Consider dietary replacement for mild hypokalaemia, seeking advice from dieticians if required;

Consider prescribing potassium chloride 600mg modified release tablets, if patient is able to swallow solid dosage forms, is able to follow instructions for administration, and is not intolerant to any of the excipients, ensuring they are counselled on the appropriate dose required;

Consider prescribing unlicensed supply of potassium chloride 75mg/ml oral solution or Chlorvescent effervescent tablets where licensed alternatives are not appropriate. Ensure that the patient is not intolerant to any of the excipients and is counselled on the appropriate dose (and volume) required. Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see supporting information below);

If the above options are not considered appropriate, primary care clinicians should seek advice from specialists on management options.

Secondary care only

NHS provider Trust pharmacy procurement teams and clinical teams should work together to review local stock holdings and conservatively order stock of Sando-K in line with projected demand until the supply issue is resolved.

If Sando K is not available, consider use of potassium chloride 600mg modified release tablets and unlicensed oral preparations as detailed above or appropriateness of intravenous potassium replacement therapy in line with local guidelines.

Alternatives

Licenced alternatives

· Potassium chloride 600mg (total potassium 8mmol) modified release tablets remain available and can support an increase demand.

· Kay-Cee-L syrup (potassium chloride 75mg/ml) remains available but cannot support an increase in demand.

· Supply of intravenous ready-to-administer potassium chloride infusions remain available.

Unlicensed alternatives

The following Specials manufacturer have confirmed they can supply unlicensed potassium chloride 75mg/ml (total potassium: 1mmol/ml) oral solution (please note there may be other companies that can also source supplies):

· Eaststone Ltd

· Nova Laboratories Ltd

The following specialist importer have confirmed they can source unlicensed Chlorvescent effervescent tablets (contains potassium chloride 595mg, potassium carbonate 152mg and potassium bicarbonate 384mg; total 14mmol potassium per tablet) (please note there may be other companies that can also source supplies):

· Alium Medical

Considerations and background

Clinical Information

Sando-K is licensed for the prevention and treatment of hypokalaemic states such as those associated with:

· Use of drugs which can induce potassium depletion e.g. furosemide, thiazide diuretics, corticosteroids, carbenoxolone and cardiac glycosides, especially in combination with diuretics;

· Potassium loss resulting from severe diarrhoea, vomiting or fistulas;

· Acid-base disturbances e.g. alkalosis, renal tubular acidosis, states in which there is aldosterone excess, Cushing syndrome;

· Decreased intake of potassium e.g. malnutrition, alcoholism, some elderly patients with deficient diets;

· treatment of hypokalaemia associated with hypochloraemic alkalosis since Sando-K contains chloride.

The summary of product characteristics states to store Sando-K in the original tube, kept tightly closed in order to protect from moisture. The tablets are highly hygroscopic. The tube contains an internal desiccant and is designed to protect the medicines from moisture. Alturix have not conducted tests on storage in any other containers. Any decision taken locally to pack down is outside the terms of the medicine’s marketing authorisation and should only be made following a risk/benefit assessment that identifies risk mitigation measures.

Further clinical considerations

· Dietary replacement of potassium may be suitable for mild hypokalaemia; 1 medium banana contains approximately 12mmol of potassium.

· Kay-Cee-L syrup (cannot support uplift in demand) contains 40% w/v sorbitol which can cause induce diarrhoea.

· Switching between alternative oral potassium supplements is on a mmol per mmol basis so monitoring requirements are not expected to change.

· For symptomatic or severe hypokalaemia (potassium less than or equal to 2.5mmol/L) which would necessitate rapid replenishment, intravenous potassium supplementation is usually indicated.

Medicine Supply Notification Number

MSN/2023/120

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SmPC: Sando-K effervescent tablets

· BNF: Potassium chloride

· BNF: Electrolyte replacement therapy

· Patient information: Dietary potassium







		Shortage of Phosphate Sandoz effervescent tablets



		Anticipated re-supply date

29 March 2024



BNF chapters

09 - Nutrition And Blood





Medicines affected

Phosphate Sandoz effervescent tablets (Alturix Ltd)

29 March 2024

Actions

Clinicians in primary and secondary care

Clinicians in primary and secondary care should review patients for appropriateness of ongoing therapy;

Consider quantity to be supplied (pack size 20 tablets per tube) when prescribing existing supply of Phosphate Sandoz to reduce wastage. Pharmacy teams should query any scripts that could potentially have the dose regimen adjusted to reduce wastage;

Consider dietary replacement, with advice from a dietician if required;

Consider prescribing unlicensed sodium acid (dihydrogen) phosphate 1mmol in 1ml oral solution from Specials manufacturers or unlicensed imports of Phosphate Phebra (16.1mmol phosphate) effervescent tablets. Ensure that the patient is not intolerant to any of the excipients and is counselled on the appropriate dose (and volume) required. Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see supporting information below);

If the above options are not considered appropriate, primary care clinicians should seek advice from specialists on management options.

Secondary care only

NHS provider Trust pharmacy procurement teams and clinical teams should work together to review local stock holdings and conservatively order stock of Phosphate Sandoz in line with projected demand until the supply issue is resolved.

If Phosphate Sandoz is not available, consider use of unlicensed oral preparations as detailed above or appropriateness of intravenous phosphate replacement in line with local guidelines.

Alternatives

The following specialist importer have confirmed they can source unlicensed Phosphate Phebra (16.1mmol phosphate) effervescent tablets (please note there may be other companies that can also source supplies):

· Smartway

Please note- the unlicensed oral solutions may differ in shelf life and storage requirements once opened.

The following Specials manufacturer have confirmed they can supply unlicensed sodium acid (dihydrogen) phosphate 1mmol in 1ml oral solution (please note there may be other companies that can also source supplies):

· East-Stone

· IPS Pharma

· Nova Laboratories Ltd

· Quantum Pharma

Polyfusor phosphates infusion 500ml (50mmol phosphate, 81mmol sodium, 9.5mmol potassium in 500mL) remain available but cannot support an uplift in demand.

Sodium glycerophosphate 4.32g/20ml concentrate for solution for infusion vials/ampoules (20mmol phosphate and 40mmol sodium per 20ml) remain available and can support a partial uplift in demand.

Considerations and background

Clinical Information

Phosphate Sandoz is licensed for treatment of:

· hypercalcaemia associated with such conditions as hyperparathyroidism, multiple myeloma and malignancy; and

· hypophosphataemia associated with vitamin D resistant rickets and vitamin D resistant hypophosphataemic osteomalacia.

The summary of product characteristics states to store Phosphate Sandoz in the original tube, kept tightly closed in order to protect from moisture. The tablets are highly hygroscopic. The tube contains an internal desiccant and is designed to protect the medicines from moisture. Alturix have not conducted tests on storage in any other containers. Any decision taken locally to pack down is outside the terms of the medicine’s marketing authorisation and should only be made following a risk/benefit assessment that identifies risk mitigation measures.

Further clinical considerations

· The licensed dose range for Phosphate Sandoz is 2 to 6 tablets daily in 2 to 4 divided doses. Switching between alternative oral phosphate supplements is on a mmol per mmol basis so monitoring requirements are not expected to change.

· The unlicensed oral solutions may differ in shelf life and storage requirements once opened.

· For severe phosphate deficiency intravenous replacement as per local guidelines, repeated over several days according to serum phosphate levels, may be required.



Medicine Supply Notification Number

MSN/2023/121

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SmPC: Phosphate Sandoz effervescent tablets

· BNF: Phosphate imbalance

· BNF: Phosphate





		Shortage of Alteplase (Actilyse Cathflo) 2mg powder for solution for injection vials



		Anticipated re-supply date

28 June 2024



BNF chapters

02 - Cardiovascular System



Medicines affected

Alteplase 2mg powder and solvent for solution for injection vials

28 June 2024

Actions

NHS provider trust pharmacy procurement teams should work with appropriate clinical leads and their local Medication Safety Officer (MSO) to:

· consider switching to an alternative treatment option most appropriate to meet patient requirements following a local risk assessment, considering unlicensed products only where licensed alternatives are not appropriate;

· be aware that nursing staff will require education and training on the administration of an alternative agent or dilution of Syner-KINASE 100,000IU vials;

· put measures in place to reduce the risk of a dose error when diluting the product, for example, ensure clear advice on dilution is available in all clinical areas using Syner-KINASE and consider additional warning labels on the 100,000IU product regarding the potential need to dilute; and

· consult a specialist pharmacist or nurse for advice when required.

Alternatives

See clinical information

Considerations and background

Summary

· Alteplase (Actilyse Cathflo) 2mg powder for solution for injection vials are out of stock with resupply expected in mid-2024.

· Other alteplase (Actilyse) formulations remain available, however, they cannot support the increase in demand. A National Patient Safety Alert has been issued for the shortage of alteplase and tenecetplase; the actions within this alert should be followed.

· TauroLock™- U25.000 devices remain available and can support an increase in demand.

· Urokinase (Syner-KINASE) 10,000IU and 25,000IU vials are currently out of stock.

· Urokinase (Syner-KINASE) 100,000IU vials remain available, however, are currently experiencing supply constraints due to the recent increase in demand.

· Where the above alternatives are not suitable, unlicensed imports can be sourced, lead times vary.

Clinical Information

· Actilyse Cathflo is the only recommended presentation of alteplase licensed for use as thrombolytic treatment of occluded central venous access devices including those used for haemodialysis.

· TauroLock™- U25.000, classified as a medical device, is ONLY recommended for instillation in central venous access systems as a dwell-lock solution to prevent infection and catheter occlusion. It comprises two separate components, urokinase (25,000IU) freeze dried powder in a vial and an ampoule of TaurolockTM, which contains an antimicrobial (cyclo)-taurolidine and citrate, as a solvent.

In 2021, Syner-MED, the manufacturer of urokinase (Syner-KINASE) 100,000IU injection issued a Dear HCP Letter regarding dilution of their high strength product to desired concentration (as a substitute for Syner-KINASE 25,000IU). Restrictions on supply of Syner-KINASE 100,000IU injection have currently been implemented to ensure equitable supply across Trusts. Syner-Med will liaise with all affected customers on a case-by case basis.

Unlicensed imports

The following specialist importers have confirmed they can source unlicensed alteplase 2mg injection. Lead times vary (please note, there may be other companies that can also source supplies):

· Alium Medical

· BAP Pharma

· Clinigen

· Durbin PLC

· Genetech Pharmaceuticals

· Mawdsley’s Unlicensed

· Orifarm UK

· Smartway

· Target Healthcare

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society

· Prescribing unlicensed medicines, General Medical Council (GMC)



Medicines Supply Notification Number

MSN/2022/045





		Shortage of Diazepam 5mg/2.5ml rectal solution tube



		Anticipated re-supply date

8 March 2024



BNF chapters

04 - Central Nervous System



Actions

Diazepam 5mg/2.5ml rectal solution tubes remain available however there may be limited supplies until week commencing 4th March 2024.

Where diazepam 5mg/2.5ml rectal solution tubes are unavailable, clinicians should consider prescribing unlicensed diazepam 5mg/2.5ml rectal solution tubes.

Alternatives



Unlicensed products

The following specialist importers have confirmed they can source unlicensed diazepam 5mg/2.5ml rectal solution tubes (please note there may be other companies that can also source supplies):

· Smartway

· Target



Considerations and background

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SmPC Diazepam Desitin 5mg Rectal solution

· BNF Diazepam





		Shortage of Licensed and Unlicensed Epidural Infusion Bags



		Anticipated re-supply date

27 January 2024



BNF chapters

15 - Anaesthesia

Actions

Refer to the National Patient Safety Alert for further information.



Considerations and background

Summary

There are supply issues impacting Fresenius Kabi (FK) unlicensed epidural bags containing bupivacaine only and levobupivacaine with fentanyl. These are also impacting Sintetica’s licensed epidural bags containing bupivacaine only and bupivacaine with fentanyl.



This National Patient Safety Alert contains actions for acute care hospitals, and any other organisations providing procedures that require epidural infusions.

NatPSA Reference Number

NatPSA/2023/002/CMU









		Shortage of Valganciclovir (Valcyte) 250mg/5ml oral solution



		Anticipated re-supply date

29 February 2024



BNF chapters

05 - Infections



Medicines affected

Valcyte 50mg/ml oral solution (Neon Healthcare Ltd) 100 ml

–

Actions

NHS provider Trust pharmacy procurement teams and clinical teams should work together to review local stock holdings and where there is insufficient stock until the resupply date:

· consider prescribing valganciclovir 450mg tablets as a first line option to deliver full doses, where appropriate;

· contact Regional Pharmacy Procurement specialist in urgent cases as they may be able to facilitate mutual aid between hospitals; and

· consider prescribing unlicensed valganciclovir 250mg/5ml oral suspension available from Specials manufacturers or unlicensed imports of valganciclovir 250mg/5ml oral solution during this period (see Supporting Information).

Alternatives

Licensed alternatives

Valganciclovir 450mg tablets remain available and can support an uplift in demand.

Unlicensed alternatives

Unlicensed specials

The following Specials manufacturer can manufacturer valganciclovir 250mg/5ml oral suspension  (please note there may be other Specials manufacturers that can provide supplies):

· Nova Labs

Unlicensed Imports

The following specialist importers have confirmed they can source unlicensed valganciclovir 250mg/5ml oral solution, lead times may vary (please note there may be other companies that can also source supplies):

· Alium Medical

· Target Healthcare

Considerations and background

Supporting information

· Stock held in NHS provider hospitals may allow for mutual aid between hospitals; local procurement teams should contact Regional Pharmacy Procurement Specialists to discuss if this is possible.

Clinical Information

Valganciclovir is licensed for:

· Induction and maintenance treatment of cytomegalovirus (CMV) retinitis in adult patients with acquired immunodeficiency syndrome (AIDS).

· Prevention of CMV disease in CMV-negative adults and children (aged from birth to 18 years) who have received a solid organ transplant from a CMV-positive donor.

Valganciclovir is marketed as a 250mg/5ml sugar free oral solution and 450mg film-coated tablets. The off-label crushing and dispersal of the tablets in water is not recommended as valganciclovir is teratogenic.

Medicine Supply Notification Number

MSN/2023/092

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· BNF Valganciclovir

· SmPC valganciclovir products





		Shortage of Rifampicin 150mg capsules



		Anticipated re-supply date

29 March 2024



BNF chapters

05 - Infections



Medicines affected

Rifampicin 150mg capsules 100 capsule

29 March 2024

Actions

Primary care prescribers should:

· consider prescribing rifampicin 100mg/5ml oral suspension, where appropriate.

NHS provider Trust pharmacy procurement teams and clinical teams should work together to review local stock holdings and where there is insufficient stock until the resupply date:

· consider prescribing rifampicin 100mg/5ml oral suspension, where appropriate; or

· in patients being treated for tuberculosis (TB), liaise with specialists if the above option is not suitable, to discuss appropriateness of directly observed therapy (DOT) using 300 mg capsule-based regimen administered three times a week (see supporting information); or

· consider prescribing unlicensed imports of rifampicin 150mg capsules, only where licensed alternatives are not appropriate. Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see Supporting Information below).

Alternatives

Rifampicin 100mg/5ml oral suspension. This can support an uplift in demand.

Rifampicin 300mg capsules remain available.

The following specialist importers have confirmed they can source unlicensed rifampicin 150mg capsules (please note there may be other companies that can also source supplies):

· Alium Medical

· Durbin

· Mawdsleys

· Q Med Pharma

· Tanner Pharma

Considerations and background

Supporting Information

Rifampicin is licensed for the treatment of tuberculosis, prophylaxis of meningococcal meningitis in close contact adult and paediatric patients, prophylaxis of Haemophilus influenzae type b disease in close contacts, and other infections including, brucellosis, legionnaires disease, leprosy, and serious staphylococcal infections.

A 150mg rifampicin capsule is equivalent to 7.5ml of the oral suspension. For TB, the 450 mg daily dose is recommended for patients weighing up to 50 kg, which is equivalent to 22.5ml of the oral suspension. For DOT, a supervised regimen for patients with TB, those weighing up to 50 kg receive a dose of 600 mg three times a week. This is an alternative regimen using the 300 mg capsules.



Medicines Supply Notification

MSN/2023/104

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· BNF Rifampicin

· SmPC Rifampicin 150mg capsules

· BNF Tuberculosis

· TB Drug monographs: rifampicin





		Shortage of Liraglutide (Victoza) 6mg/ml solution for injection



		Anticipated re-supply date

6 January 2025



BNF chapters

06 - Endocrine System



Actions

A National Patient Safety Alert was issued on the 18 July 2023 for the shortage of GLP1 RA medicines. This has been superseded by a further National Patient Safety Alert issued on the 3rd January 2024.

Please refer to the National Patient Safety Alert for information and advice on alternatives.







		Shortage of Disopyramide 100mg capsules



		Anticipated re-supply date

19 January 2024



BNF chapters

02 - Cardiovascular System



Medicines affected

Disopyramide 100mg capsules 84 capsule

19 January 2024

Disopyramide 250mg modified-release tablets 60 tablet

1 February 2024

Actions

Prescribers and pharmacy teams should:

· identify patients prescribed disopyramide 100mg capsules and establish if they have sufficient supply to last until the resupply date; and

· reserve remaining supply of 100mg disopyramide capsules for these patients with insufficient supply.

Where licensed disopyramide 100mg capsules are unavailable:

· consider prescribing unlicensed imports of disopyramide 100mg capsules, taking into account lead times;

· if the above option is not possible due to lag time in obtaining supply, convert patients to disopyramide 250mg prolonged release tablets at same total daily dose, if the formulation allows, or as close a dose as possible, and titrate dose as needed (see Supporting information);

· where licenced (parallel import) disopyramide 250mg prolonged release tablets are unavailable, consider prescribing unlicensed imports, taking into account lead times; and

· seek advice from cardiology specialists on management of unstable patients or patients newly started on treatment, or where there is uncertainly or concern about switching formulation and or/dose conversion.

For patients commencing treatment with disopyramide, prescribers should:

· not prescribe 100mg capsules until the shortage has resolved and consider initiating patients on disopyramide 250mg prolonged release tablets; and

· if the above option is unsuitable, consider prescribing unlicensed imports of disopyramide 100mg capsules, taking into account lead times.

Patients should be counselled on any change in formulation and/ or dose change and advised to report adverse effects and/or recurrence of symptoms after switching.

Alternatives

Parallel imports:

· Limited supply of disopyramide 100mg capsules are available and can partially cover the demand for the 100mg capsules.

· Disopyramide 250mg modified release tablets remain available and can fully cover the demand for the 250mg MR tablets for the duration of the shortage.

Orders can be placed directly with the following suppliers:

· DrugsRUs Limited – via DrugsRUs Limited by contacting Veer@drugsrus.co.uk

Unlicensed imports:

The following specialist importer companies have confirmed they can source unlicensed disopyramide 100mg capsules (please note there may be other companies that can also source supplies):

· Alium

· Durbin

The following specialist importer companies have confirmed they can source unlicensed disopyramide 250mg tablets (please note there may be other companies that can also source supplies):

· Mawdsley

· Durbin

 

Considerations and background

Summary

· Disopyramide (Rythmodan)100mg capsules are out of stock until mid-December 2023.

· Disopyramide (Rythmodan) 250mg prolonged release tablets are out of stock until mid-December 2023 but parallel imports remain available and can fully cover demand.

· Limited stock of parallel imports of disopyramide 100mg are available and can partially cover demand for 100mg capsules.

· Unlicensed imports of disopyramide 100mg capsules and disopyramide 250mg prolonged release tablets have been sourced, lead times vary (see Supporting information).

Supporting information

Clinical Information

Disopyramide is licensed for the treatment of cardiac arrhythmias, with dose adjusted according to response. In addition to the immediate release capsule formulation, it is also formulated as a prolonged release tablet. As disopyramide tends to be a last line antiarrhythmic agent, alternative treatment options are limited, and require specialist input.

Dosing information

Disopyramide

Half-life: 5 to 8 hours

Immediate release capsules (100 mg)

Licensed dose range: 300 mg to 800 mg daily in divided doses (usually every 6 to 8 hours)

Prolonged-release tablets (250 mg)

One side has a break-line and the tablets are licensed to be halved.

Licensed dose range: 250-375 mg (one to one and a half tablets) twice daily.

Switching

The total daily dose of the 100mg immediate release capsules should be converted to the closest equivalent dose of the prolonged release tablets, administered twice daily. A decision will have to be taken on whether to go under or above current dose for those patients on doses that cannot be exactly delivered by the prolonged release tablets. In practice, lower dose conversions are likely to be used and the dose titrated up as needed, based on response and tolerability.

		Immediate release capsules total daily dose (mg)

		Prolonged release tablet dose regimens (mg)

		Prolonged-release tablet

total daily dose after switch (mg)



		300

		125 BD or 250 am 125 pm

		250 or 375



		400

		250 am 125 pm or 250 BD

		375 or 500



		500

		250 BD

		500



		600

		375 am 250 pm

		625



		700

		375 BD

		750



		800

		375 BD

		750





 

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· Disopyramide presentations

· BNF disopyramide





		Shortage of Liraglutide (Saxenda) 6mg/ml solution for injection 3ml pre-filled disposable devices



		Anticipated re-supply date

28 June 2024



BNF chapters

06 - Endocrine System



Medicines affected



Saxenda 6mg/ml solution for injection 3ml pre-filled pens (Novo Nordisk Ltd)

–

Actions

Actions for Clinicians / Weight Management Programme Specialists

· Do not initiate new patients on liraglutide (Saxenda®) during the national shortage

· Identify patients prescribed liraglutide 6mg/mL solution for injection (Saxenda®) and determine how much supply they have at home to prioritise the urgency for review

· Review the clinical need against the licensed indication and NICE Obesity guidance

· Discontinue liraglutide 6mg/ml solution for injection (Saxenda®) if at least 5% of initial body-weight has not been lost after 12 weeks at maximum dose

· Consider the use of Orlistat for patients who have not previously tried this medicine

· Avoid switching to using any other GLP1-RA off-label

· Review all patients under a multidisciplinary team with dietetic and psychological support in place to discuss further non-pharmacological options during the time where liraglutide 6mg/ml solution for injection (Saxenda®) is unavailable

Alternatives

Liraglutide is one of three medicines recommended by NICE for weight loss in adults; the other two include another GLP-1 analogue, semaglutide (Wegovy) injection, which has not yet been launched, and orlistat.

See NICE obesity guidance for further information and non-pharmacological advice

Considerations and background

Liraglutide (Saxenda®) is a glucagon-like peptide-1 (GLP-1) analogue. GLP-1 is a physiological regulator of appetite and food intake. Liraglutide taken up in specific brain regions involved in regulation of appetite, where via specific activation of the GLP-1R, increases key satiety and decreased key hunger signals, thereby leading to lower body weight.

Supply overview

Liraglutide 6mg/ml solution for injection (Saxenda®) is currently out of stock and there will be intermittent supply available until mid-2024. 

There are very limited, intermittent supplies of all glucagon-like peptide-1 receptor agonists (GLP-1 RAs)

· Supply is not expected to return to normal until at least mid-2024.

· A National Patient Safety Alert was issued on the 18 July 2023 for the shortage of GLP1 RA medicines. This has been superseded by a further National Patient Safety Alert issued on the 3rd January 2024.Please refer to the National Patient Safety Alert for information and advice on alternatives.

Links

· BNF: Liraglutide

· SmPC: Saxenda 6 mg/mL solution for injection in pre-filled pen

· BNF: Orlistat

· SmPC: Xenical 120 mg hard capsules

· BNF: Obesity

· NICE guidance: Obesity: identification, assessment and management

· SPS: Prescribing available GLP-1 receptor agonists for diabetes







		Shortage of Permethrin 5% cream



		Anticipated re-supply date

29 February 2024



BNF chapters

13 - Skin



Medicines affected



Permethrin 5% cream

29 February 2024

Actions

Where scabies has been diagnosed and where individuals have been confirmed as contactsb, clinicians should follow the below actions:

· Existing stock of permethrin 5% cream should be prioritised for use in confirmed cases and their immediate contacts.

· In secondary care, where there are insufficient stocks, the organisation should request mutual aid, facilitated by their Regional Pharmacy Procurement Specialist.

· If licensed permethrin 5% cream is unavailable, prescribe unlicensed permethrin 5 % cream.
Where permethrin 5% cream is unavailable, consider prescribing unlicensed special-order benzyl benzoate 25% emulsion if locally available.

· If both alternatives are unavailable, consider prescribing unlicensed ivermectin 3mg tablets.

· For all unlicensed alternatives, prescribers should work with local pharmacy teams to ensure orders are placed with special-order manufacturers within appropriate time frames as lead times may vary.

· Infection prevention and control measures to prevent further scabies spread should be applied rigorously.

For further details on alternatives see the Treatment for scabies section below. Patients and close contacts should receive counselling on how to apply the product, the frequency and duration of treatment.

bContacts are defined as anyone who has close physical contact with the case without appropriate PPE, for example, providing personal care with skin-to-skin contact, sharing a room or other similar household setting, and sexual partners, within the 8 weeks prior to diagnosis.

Alternatives

Unlicensed permethrin 5% cream

The following specialist importers have confirmed they can source unlicensed permethrin 5% cream (please note there may be other companies that can also source supplies):

· Orifarm

Unlicensed ivermectin 3mg tablets

The following specialist importers have confirmed they can source unlicensed ivermectin 3mg tablets (please note there may be other companies that can also source supplies):

· Alium

· Mawdsleys

· Orifarm

· Target Healthcare

Unlicensed benzyl benzoate emulsion

The following special-order manufacturers have confirmed they can manufacture unlicensed benzyl benzoate emulsion (please note there may be other companies that can also source supplies):

· Eaststone

· Target Healthcare

Considerations and background

Supply overview

Permethrin 5% w/w cream is expected to be in limited supply until further notice due to an increase in demand.

Malathion liquid, an alternative to permethrin for treatment of scabies, is now available.

Crotamiton 10% Cream (Eurax), which is licensed for the treatment of scabies, remains available but can only meet its current demand for other conditions.

Ivermectin 3mg tablets are also licensed for treatment of scabies but are not currently marketed in the UK. Unlicensed supplies of ivermectin 3mg tablets may be sourced, lead times vary.

Supporting information

If the cases seen are suspected of being part of an outbreak in a setting associated with vulnerable people, clinicians should refer to UKHSA guidance on the management of scabies cases and outbreaks in long-term care facilities and other closed settings including the appropriate infection prevention and control measures with advice on coordinated cleaning of clothing and bedding.

Treatment for scabies

Permethrin 5% w/w cream

Licence

Licenced in the UK

Indication

Treatment of scabies for adults and children 2 months of age and above.



Method of application

~ 90% individuals cured after single application. If there are no signs of original lesions healing or if new lesions have appeared, second application can be made not less than 7 days after first application.

Comments

First line agent.

Considered suitable for use in pregnancy and breastfeeding.

Benzyl benzoate 25% w/v Application Cutaneous Emulsion

Licence

Not licenced in the UK (but licensed in Republic of Ireland (RoI))

Available from special-order manufacturers (see guidance on ordering and prescribing below)

Indication

Treatment of scabies in adults, children and infants.

Method of application

Applied to entire body at night from soles of feet, omitting head and neck (although BNF considers that application should be extended to scalp, neck, face, and ears), for 2 consecutive nights. It is left in place for 8-12 hours on each night and may be followed by a repeated application at night 7 days later. It may be diluted with equal quantity of water for older children and with three parts of water for infants to minimise risk of irritation, although this also reduces efficacy.

Comments

Generally, no longer recommended as not as effective as permethrin or malathion and may cause skin irritation.

The SmPC for the licensed RoI product states although no studies on effects on human pregnancy or lactation have been carried out, drug is for topical use and is unlikely to represent a hazard to the pregnant or lactating patient.

Irritant to eyes and mucous membranes and may be irritant to skin. Hypersensitivity reactions have been reported.

Systemic symptoms have been reported following excessive topical use.

BNF advises avoid in children.

Ivermectin 3mg tablets

Licence

Licenced product is not currently marketed in the UK but unlicensed imports available

Indication

Treatment of human sarcoptic scabies. Treatment is justified when the diagnosis of scabies has been established clinically and/or by parasitological examination. Without formal diagnosis treatment is not justified in cases of pruritus.

Method of application

The recommended dosage is a single oral dose to provide ivermectin 200 microgram/kg body weight (e.g. 12mg [4 tablets] for a 60kg patient).

Common scabies

Recovery will be considered as definite only after 4 weeks from the treatment. Persistence of pruritus or scraping lesions does not justify a second treatment before this date.

Administration of a second dose within 2 weeks after the initial dose should only be considered:

1. when new specific lesions occur

2. when the parasitologic examination is positive at this date

Profuse and crusting scabies

In these heavily infected forms, a second dose within 8 to 15 days of ivermectin and/or concomitant topical therapy may be necessary to obtain recovery.

Comments

Ivermectin tablets are now a licensed product, although sources like the BNF, CKS, and UKHSA guidance have yet to update to reflect this, and still describe oral ivermectin as an unlicensed product.

Medicine Supply Notification

MSN/2023/083

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SPC Permethrin 5% w/w Cream

· BNF – Drugs for scabies and head lice

· UKHSA guidance on the management of scabies cases and outbreaks in long-term care facilities and other closed settings

· CKS: Scabies

· BASHH 2016 UK National Guideline on the Management of Scabies

· European guideline for the management of scabies

· American Academy of Dermatology Association. Scabies: diagnosis and treatment

· Health Products Regulatory Authority: Datasheet benzyl benzoate







		Shortage of Levobupivacaine 25mg/10ml, 50mg/10ml and 75mg/10ml solution for injection ampoules



		Anticipated re-supply date

15 March 2024

BNF chapters

15 - Anaesthesia

Medicines affected

Medicine

Anticipated re-supply date

Levobupivacaine 25mg/10ml solution for injection ampoules

15 March 2024

Levobupivacaine 50mg/10ml solution for injection ampoules

15 March 2024

Levobupivacaine 75mg/10ml solution for injection ampoules

15 March 2024

Actions

NHS provider Trust pharmacy procurement teams and clinical teams should:

· regularly review current usage requirements and local wholesaler depot stock holdings to determine if sufficient stock is available to meet demand, and continue to order in line with current demand as over ordering will be challenged.

· review and update local clinical protocols and policies to include bupivacaine in place of levobupivacaine, where appropriate

· order additional bupivacaine from established contracted suppliers, if required.

· liaise with anaesthetist on selection of alternative agent if bupivacaine is not considered an appropriate option.

Alternatives

Sterile overwrapped vials remain available from Fresenius Kabi but cannot support an uplift in demand.

Bupivacaine 50mg/10ml  vials remain available and can support a full uplift in demand.

Considerations and background

Supporting Information

Clinical information

Levobupivacaine is an isomer of bupivacaine. It has similar anaesthetic and analgesic properties to bupivacaine but is claimed to have an improved side effect profile.

Levobupivacaine is licensed in adults for the following indications.

Surgical anaesthesia

· Major e.g. epidural (including for caesarean section), intrathecal, peripheral nerve block.

· Minor e.g. local infiltration, peribulbar block in ophthalmologic surgery

Pain management

· Continuous epidural infusion, single or multiple bolus epidural for the management of pain especially post-operative pain or labour analgesia.

Paediatric use

It is also licensed in the paediatric population for use as analgesia (ilioinguinal / iliohypogastric block).

Bupivacaine

Bupivacaine is licensed for the production of local anaesthesia by peripheral nerve block(s) and central neural block (caudal or epidural), and for the relief of labour pain. In the paediatric population, it is licensed for surgical anaesthesia in adults and adolescents, and for acute pain management in adults, infants and children above 1 year of age.

Medicines Supply Notification

MSN/2023/102

Links

· BNF local anaesthesia

· BNF Levobupivacaine

· BNF Bupivacaine

· SmPC Levobupivacaine

· SmPC Bupivacaine





		Shortage of Tenecteplase (Metalyse) 10,000 units powder and solvent for solution for injection



		Anticipated re-supply date

27 December 2024

BNF chapters

02 - Cardiovascular System

Medicines affected

Medicine

Anticipated re-supply date

Tenecteplase 10,000unit powder and solvent for solution for injection vials

27 December 2024

Actions

Update to communications

A National Patient Safety Alert was issued on the 3rd August 2022 regarding the shortage of alteplase and tenecteplase injections, and highlighting restrictions that had been put in place. The supply situation of alteplase has since improved, and this communication now supersedes the management advice previously provided with an update on the restrictions.

NHS provider Trust pharmacy procurement teams and their local Medication Safety Officer should:

· assess stock holding of alteplase and tenecteplase injections to ensure current stock levels are correctly recorded in pharmacy systems;

· reduce wastage by selecting appropriate vial sizes and using the most appropriate doses, giving consideration to rounding down to the nearest whole vial;

· where a local shortage does exist consider the feasibility of alternative therapeutic options to alteplase and tenecteplase if appropriate;

· pharmacy staff should order alteplase injections in line with their allocations and order tenecteplase injection in line with historic order patterns acknowledging that unusual orders will be challenged; and

· pharmacy staff should liaise with their Regional Pharmacy Procurement Specialist to manage allocated stocks of alteplase. Ensuring proactive stock management and prompt liaison should stock levels become critically low.

Alternatives

Streptokinase 1,500,000 unit vials and urokinase 100,000 units remain available and can support a partial uplift in demand.

Streptokinase 250,000 unit vials is subject to a supply disruption, see Archived: Shortage of Streptokinase 250,000unit powder for solution for infusion vials

Considerations and background

Supply overview

· There will be limited supplies of tenecteplase (Metalyse) injections for the remainder of 2023.

· Supply constraints remain in place for alteplase (Actilyse) 10mg, 20mg and 50mg injections and tenecteplase 10,000 units injection for the remainder of 2023 and therefore cannot support an uplift in demand.

· Trusts will now have access to approximately 100% of normal demand across 10mg, 20mg and 50mg alteplase injections, but additional demand cannot be met.

Tenecteplase (Metalyse) shelf-life extension

Approval has been granted to extend the shelf-life of the following batches of tenecteplase (Metalyse) by 6 months.

Batch Number: 004839

Current expiry date: 31 May 2022 (displayed as 05/2022)

New expiry date: 30 Nov 2022

Batch Number: 006917

Current expiry date: 31 July 2022 (displayed as 07/2022)

New expiry date: 31 Dec 2022

Batch Number: 102596

Current expiry date: 30 September 2022 (displayed as 09/2022)

New expiry date: 31 Mar 2023

Alternative thrombolytic treatments

Stroke

Only alteplase is licensed for the treatment of ischaemic stroke. Stroke teams may also have experience of using tenecteplase from participation in clinical trials, though this would be an unlicensed use. Mechanical thrombectomy is also used to treat some patients with acute ischaemic stroke but should be used in conjunction with alteplase in the majority of patients. There are no other therapeutic options for the treatment of acute ischaemic stroke.

Myocardial Infarction and dissolution of thrombi and emboli

Streptokinase

· The 1,500,000 units strength is licensed for the treatment of acute MI within 12 hours of onset with persistent ST-segment elevation or recent left bundle-branch block.

· The 250,000 and 750,000 units strengths are licensed for intravascular dissolution of thrombi and emboli in: acute massive pulmonary embolism, acute, sub-acute or chronic (not older than 6 weeks) occlusion of peripheral arteries, extensive deep vein thrombosis, and central retinal venous or arterial thrombosis (arterial occlusions not older than 8 hours, venous occlusions not older than 10 days).

Repeat treatment with streptokinase administered more than 5 days and less than 12 months after initial treatment may not be effective due to increased likelihood of resistance as a result of antistreptokinase antibodies. Also, the therapeutic effect may be reduced in patients with recent streptococcal infections such as streptococcal pharyngitis, acute rheumatic fever and acute glomerulonephritis.

Urokinase

Urokinase is licensed for:

· thrombosed intravascular catheters and cannulae,

· extensive acute proximal deep vein thrombosis,

· acute massive pulmonary embolism, and

· acute occlusive peripheral arterial disease with limb threatening ischaemia

Supplies of urokinase 10,000 units and 25,000 units are not available however, urokinase 100,000 units is meeting demand and can support a small increase in use; please refer to Shortage of Urokinase injection, which includes a link to a Dear HCP letter regarding dilution of this high strength product.

Off label uses

For the thrombolytic treatment of occluded central venous access devices including those used for haemodialysis; please refer to Shortage of Alteplase (Actilyse Cathflo) 2mg powder for solution for injection vials. For paediatric use, alteplase should only be used as rescue therapy to preserve vascular access in children on haemodialysis when other agents have been ineffective. For prophylaxis of central venous line occlusion in paediatrics, alteplase should only be used for the highest risk patients i.e. infants and small children.

For other off label uses, discuss locally with the relevant specialist noting the advice contained within this alert.

Please see the links below for further information.

Updated guidelines for use in stroke

Although the use of intravenous tenecteplase remains off-label, recent recommendations (National Clinical Guideline for Stroke) opened the way for a broader use of tenecteplase in Acute Ischaemic Stroke patients. However, the current global shortage of tenecteplase will limit the initial extent to which Recommendation 3.5A  (Patients with acute ischaemic stroke, regardless of age or stroke severity, in whom treatment can be started within 4.5 hours of known onset should be considered for treatment with alteplase or tenecteplase) can be implemented, at least until early 2025. As such we caution against its use outside of the licensed indication and clinical trials (where a prespecified and coordinated supply has been assured).

Medicine Supply Notification Number

MSN/2022/084 – this also refers to Shortage of Alteplase (Actilyse) 10mg, 20mg and 50mg powder and solvent for solution for injection and infusion vials.

Links

· SmPC alteplase

· SmPC tenecteplase

· SmPC streptokinase

· SmPC urokinase

· NICE guideline for the management of acute ischaemic stroke in adult patients

· NICE guidelines for management of acute coronary syndromes

· NICE guideline for the diagnosis and management of atrial fibrillation

· National Clinical Guideline for Stroke





		Shortage of Microgynon 30 ED tablets



		Anticipated re-supply date

9 February 2024

BNF chapters

07 - Obstetrics, Gynae & Urinary Tract Disorders

Actions

Clinicians should:

· Prescribe alternative brands of oral contraceptives that provide ethinylestradiol 30mcg and levonorgestrel 150mcg providing appropriate counselling to ensure the patient understands the difference between the ED regimen and the 21-day cycle regimen

· If the above option is unsuitable and it is considered necessary to prescribe an ED presentation, prescribe an alternative contraceptive which comes as ED packs ensuring that the patient is not intolerant to any of the excipients

Alternatives

Alternative ethinylestradiol 30mcg and levonorgestrel 150mcg preparations (21-day pack) available:

· Ambelina 150microgram/30microgram tablets

· Elevin 150microgram/30microgram tablets

· Levest 150/30 tablets

· Maexeni 150microgram/30microgram tablets

· Microgynon 30 tablets

· Rigevidon tablets

Alternative ED preparations: 

· Logynon ED

· Femodene ED

Considerations and background

Alternative ED preparations:

· Logynon ED involves taking ethinylestradiol 30mcg and levonorgestrel 150mcg on days 1-6 and days 12-21 but on days 7-11 the tablets contain ethinylestradiol 40mcg rather than 30mcg. Placebo tablets are provided for days 22-28

· Femodene ED contains 30mcg of ethinyloestradiol but the tablets contain gestodene instead of levonorgestrel. A switch to this oral contraceptive would seem more problematic as it may be associated with a slightly higher risk of VTE in the short-term at least and therefore should only be viewed as a 3rd line option in managing this shortage

 

Links

· SmPC: Ambelina 150microgram/30microgram tablets

· SmPC: Elevin 150microgram/30microgram tablets

· SmPC: Levest 150/30 tablets

· SmPC: Maexeni 150microgram/30microgram tablets

· SmPC: Microgynon 30 tablets

· SmPC: Rigevidon tablets

· SmPC: Logynon ED

· SmPC: Femodene ED





		Shortage of Acetazolamide (Diamox SR) 250mg modified-release capsules



		Anticipated re-supply date

26 February 2024



BNF chapters

11 – Eye



Medicines affected

Acetazolamide 250mg modified-release capsules (Mercury Pharma Group Ltd) 30 capsule 3 x 10 capsules

26 February 2024

Actions

For patients with insufficient supplies, clinicians should consider:

· deferring initiating any new patients on acetazolamide (Diamox SR) 250mg modified-release capsules until the supply issue is resolved.

· prescribing acetazolamide immediate release 250mg tablets and monitoring patients after the switch (see clinical information);

· If acetazolamide immediate release 250mg tablets are not appropriate, consider prescribing one of the following unlicensed medicines:

· acetazolamide SR 250mg capsules (imported)

· acetazolamide oral suspension (various strengths available)

Alternatives

Acetazolamide immediate release 250mg tablets remain available and can support an uplift in demand.

Unlicensed Imports

The following specialist importer(s) have currently confirmed availability of unlicensed acetazolamide SR 250mg capsules (please note, there may be other companies that can also source supplies):

· Smartway

Specials

The following companies have indicated they can supply specials of acetazolamide oral suspension in various strengths (please note, there may be other companies that can manufacture supplies):

· Eaststone Specials

· IPS Pharma

· Nova Labs

· PCCA Ltd

· Quantum Pharmaceutical

· Rokshaw Ltd

Considerations and background

Clinical Information

Acetazolamide is a carbonic anhydrase inhibitor. In the eye, it decreases the secretion of aqueous humour and results in a drop of intraocular pressure. Acetazolamide (Diamox SR) modified-release capsules are a sustained release formulation designed to obtain a smooth and continuous clinical response. This formulation is licensed for the treatment of glaucoma and is administered at a dose of 250-500mg daily.

The licensed dose in glaucoma of acetazolamide immediate release tablets is 250-1000mg per 24 hours, usually in divided doses (plasma half-life of acetazolamide ~ 4 hours).

Advanz Pharma has advised that for glaucoma, patients on acetazolamide (Diamox SR) 250mg modified-release capsules twice daily could possibly be switched to acetazolamide 250mg tablets four times daily. This conversion is based simply on the maximum licensed dose of each formulation and would be at the discretion of the prescriber, as there are no bioequivalence studies comparing the two formulations.

The following data provided by the manufacturer from a single dose study of tablets and modified-release capsules may be helpful when making a dosing decision:

		Formulation

		Onset (hours)

		Peak (hours)

		Duration (hours)



		Immediate release tablet

		1

		1-4

		8-12



		Modified release capsule

		2

		3-6

		18-24





Modified-release capsules may be better tolerated than the equivalent dose of immediate release tablets, possibly due to the avoidance of high peak levels.

Alternatively, oral suspension specials are available in various strengths. If the liquid is used, dosing will be as for the immediate release tablets, with the aforementioned caveats.

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Medicine Supply Notification Number

MSN/2023/033

Links

· BNF Acetazolamide

· SmPC acetazolamide (Diamox SR) 250mg modified release capsules

· SmPC acetazolamide 250mg immediate release tablets







		Shortage of Posaconazole (Noxafil) 300mg/16.7ml solution for infusion vials



		Anticipated re-supply date

16 February 2024



BNF chapters

05 – Infections



Actions

NHS provider Trust pharmacy procurement teams and clinical teams to work together to:

Review local stock holding of posaconazole 300mg/16.7ml solution for infusion vials;

Ensure remaining supplies of posaconazole infusion are reserved for use in patients already initiated on a treatment course, and that the IV route is only used for as long as it is considered clinically necessary;

Consider prescribing alternative antifungals following specialist advice, where there are insufficient supplies of posaconazole infusion (see supporting information);

Consider prescribing unlicensed products only where licensed alternatives are not appropriate. Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see supporting information); and

Where there is insufficient stock, and in urgent cases where clinical judgement determines that a patient should remain on posaconazole infusion, liaise with pharmacy services to request mutual aid, facilitated by their Regional Pharmacy Procurement Specialist.

Alternatives

Alternative parenteral antifungals (liposomal amphotericin [AmBisome], voriconazole, isavuconazole [Cresemba]) remain available and can support increased demand.

Itraconazole 250mg/25ml concentrate and solvent for solution for infusion is out of stock until early 2025.

Posaconazole tablets remain available.

The following specialist importers have confirmed they can source unlicensed supplies of posaconazole injection (please note there may be other companies that can also source supplies), lead times vary:

· Clinigen

· Target Healthcare

Considerations and background

Clinical Information

Posaconazole is a triazole antifungal agent licensed for the treatment of the following fungal infections:

· Invasive aspergillosis in patients with disease that is refractory to amphotericin B or itraconazole or in patients who are intolerant of these medicinal products;

· Fusariosis in patients with disease that is refractory to amphotericin B or in patients who are intolerant of amphotericin B;

· Chromoblastomycosis and mycetoma in patients with disease that is refractory to itraconazole or in patients who are intolerant of itraconazole;

· Coccidioidomycosis in patients with disease that is refractory to amphotericin B, itraconazole or fluconazole or in patients who are intolerant of these medicinal products.

Posaconazole is also licensed for prophylaxis of following invasive fungal infections:

· Patients receiving remission-induction chemotherapy for acute myelogenous leukaemia or myelodysplastic syndromes expected to result in prolonged neutropenia and who are at high-risk of developing invasive fungal infections;

· Hematopoietic stem cell transplant recipients who are undergoing high-dose immunosuppressive therapy for graft versus host disease and who are at high-risk of developing invasive fungal infections.

Alternative management options depend on treatment(s) the patient has already received. In refractory invasive aspergillosis, posaconazole, liposomal amphotericin B (AmBisome) and voriconazole are potential treatment options in the salvage setting. Isavuconazole (Cresemba) is also a possible option in those who cannot tolerate or are not responding to above options. In all cases, advice from microbiologists should be sought.

Medicine Supply Notification Number

MSN/2024/002

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SmPC: posaconazole

· SmPC: Cresemba

· SmPC: AmBisome

· SmPC: voriconazole

· BNF: Antifungals, systemic use







		Shortage of Dulaglutide (Trulicity) 0.75mg, 1.5mg, 3mg and 4.5mg solution for injection devices



		Anticipated re-supply date

27 December 2024



BNF chapters

06 - Endocrine System



Medicines affected

Medicine

Anticipated re-supply date

Trulicity 0.75mg/0.5ml solution for injection pre-filled pens (Eli Lilly and Company Ltd)

–

Trulicity 1.5mg/0.5ml solution for injection pre-filled pens (Eli Lilly and Company Ltd)

–

Trulicity 3mg/0.5ml solution for injection pre-filled pens (Eli Lilly and Company Ltd)

–

Trulicity 4.5mg/0.5ml solution for injection pre-filled pens (Eli Lilly and Company Ltd)

–

Actions

A National Patient Safety Alert was issued on the 18 July 2023 for the shortage of GLP1 RA medicines. This has been superseded by a further National Patient Safety Alert issued on the 3rd January 2024.

Please refer to the National Patient Safety Alert for information and advice on alternatives.









		Shortage of Semaglutide (Ozempic) solution for injections



		Anticipated re-supply date

27 December 2024



BNF chapters

06 - Endocrine System



Medicines affected

Medicine

Anticipated re-supply date

Ozempic 0.5mg/0.37ml solution for injection 1.5ml pre-filled pens (Novo Nordisk Ltd) 1 pre-filled disposable injection

27 December 2024

Ozempic 1mg/0.74ml solution for injection 3ml pre-filled pens (Novo Nordisk Ltd) 1 pre-filled disposable injection

27 December 2024

Ozempic 0.25mg/0.19ml solution for injection 1.5ml pre-filled pens (Novo Nordisk Ltd) 1 pre-filled disposable injection

27 December 2024



Actions

A National Patient Safety Alert was issued on the 18 July 2023 for the shortage of GLP1 RA medicines. This has been superseded by a further National Patient Safety Alert issued on the 3rd January 2024.

Please refer to the National Patient Safety Alert for information and advice on alternatives.



Considerations and background

Wegovy (semaglutide) is now available, further information regarding access on the NHS can be found at the following link

 





		Shortage of GLP-1 receptor agonists (semaglutide, dulaglutide, liraglutide, exenatide)



		Anticipated re-supply date

27 December 2024



BNF chapters

06 - Endocrine System



Actions

A National Patient Safety Alert was issued on the 18 July 2023 for the shortage of GLP1 RA medicines. This has been superseded by a further National Patient Safety Alert issued on the 3rd January 2024.

Please refer to the National Patient Safety Alert for information and advice on alternatives.





		Shortage of Exenatide (Byetta) 10microgram/0.04ml solution for injection



		Anticipated re-supply date

16 February 2024

BNF chapters

06 - Endocrine System

Medicines affected

Medicine

Anticipated re-supply date

Exenatide 10micrograms/0.04ml solution for injection 2.4ml pre-filled disposable devices

16 February 2024

Actions

A National Patient Safety Alert was issued on the 18 July 2023 for the shortage of GLP1 RA medicines. This has been superseded by a further National Patient Safety Alert issued on the 3rd January 2024.

Please refer to the National Patient Safety Alert for information and advice on alternatives.

Alternatives

DHSC will continue to provide updates on GLP-1 RA’s stock availability on the Medicine Supply Tool and designated ‘Prescribing available GLP-1 receptor agonists’ page on the SPS website.





		Shortage of Isosorbide mononitrate 40mg modified-release tablets and capsules



		Anticipated re-supply date

26 January 2024



BNF chapters

02 - Cardiovascular System



Medicines affected

Isotard 40XL tablets (Evolan Pharma AB)

2 February 2024

Nyzamac SR 40mg capsules (Martindale Pharmaceuticals Ltd)

26 January 2024

Actions

No new patients should be initiated on Isotard 40XL or Nyzamac SR 40mg capsules until the supply issues have resolved.

Where existing patients have insufficient supply to last until the re-supply date(s), prescribers should consider prescribing one of the following to make up a dose as close as possible to that taken by patient (see supporting information):

· an alternative 40mg MR presentation, if available

· a 50mg MR tablet if the 40mg MR preparation(s) are not available

· a 60mg MR tablet (which can also be halved to provide 30mg doses) if the 40mg MR preparation(s) are not available

When changing brand or dose of a modified-release nitrate preparation, prescribers and pharmacy teams should counsel patients on the change and possible adverse events they may experience, particularly in the first few days, the most important being hypotension, tachycardia, and worsening headaches. If they have concerns, patients should be advised to contact their doctor.

In addition, prescribers should:

· consider previous nitrate preparations tried and allergies to excipients when selecting a product;

· titrate dose according to response and side effects; and

· not switch patients to an immediate release preparation without clinical review of risk of worsening angina.

Alternatives

Any isosorbide mononitrate 40mg MR presentations where available:

· From early January, Zemon 40 XL tablets can support a partial increase in demand.

Any isosorbide mononitrate 50mg MR presentations:

· Isotard 50XL tablets are available and can support an increase in demand

Any isosorbide mononitrate 60mg MR presentations:

· Isotard 60XL tablets are available and can support an increase in demand, tablets may be halved to deliver a 30mg MR dose.

· Tardisc XL 60 tablets are available and can support an increase in demand, tablets may be halved to deliver a 30mg MR dose.

· Chemydur 60XL tablets are available and can support an increase in demand, tablets may be halved to deliver a 30mg MR dose.

Considerations and background

Supporting Information

Zemon 40 XL tablets, Isotard  40XL tablets and Nyzamac SR 40mg capsules are licensed for the prophylactic treatment of angina pectoris. They are administered once daily in the morning, up to a maximum dose of 120mg once daily (whole dose to be given together as a daily nitrate free period is required to prevent the development of tolerance).

The 50mg and 60mg MR preparations are administered once daily in the morning, up to a maximum dose of 100mg and 120mg once daily, respectively.

Isosorbide mononitrate immediate release tablets remain available, however, patients should not be changed to these without clinical review.

Medicine Supply Notification Number

MSN/2024/001

Links

· SPC Zemon 40 XL tablet

· SPC Isotard 40XL tablet

· SPC Nyzamac SR 40mg capsule

· EMC Isosorbide mononitrate MR 50mg presentations

· EMC Isosorbide mononitrate MR 60mg presentations

· BNF Treatment Summary - Nitrates

· CKS Choice of nitrate





		Shortage of Extavia (interferon beta-1b) 300mg powder and solvent for solution for injection



		Anticipated re-supply date

23 February 2024



BNF chapters

08 - Malignant Disease & Immunosuppression

Medicines affected

Interferon beta-1b 300microgram powder and solvent for solution for injection vials

23 February 2024

Actions

NHS provider Trust pharmacy procurement teams, working with the apropriate clinical specialists and their local pharmacy homecare lead should:

· initiate new patients on the alternative brand Betaferon(interferon beta-1b) 300 microgram powder and solvent for solution for injections and liaise with their regional homecare specialist to understand framework options for an NHS funded service in their area; and

· be aware that patients established on Extavia (interferon beta-1b) 300 microgram powder and solvent for solution for injections will continue to receive supplies but may have their delivery schedule reduced to ensure supplies remain available for all patients.

Homecare providers should ensure affected patients are notified of any changes to their delivery cycle and volume of supplies during this period.

Alternatives

· Betaferon (interferon beta-1b) 300 microgram powder and solvent for solution for injections remain available and can support increased demand for new patient referrals.

Considerations and background

Summary

· Extavia (interferon beta-1b) 300 microgram powder and solvent for solution for injections are very limited until mid-February 2024.

· Patients already established on Extavia  (interferon beta-1b) 300 microgram powder and solvent for solution for injections should continue to receive supplies, although delivery cycles may be altered to ensure supplies remain available for all patients.

· New patient referrals for Extavia (interferon beta-1b) 300 microgram powder and solvent for solution for injections will not be accepted.

· Betaferon (interferon beta-1b) 300 microgram powder and solvent for solution for injections will not be offered via a manufacturer sponsored homecare scheme. Therefore, NHS Trusts should seek alternative homecare medicine service provision arrangements to ensure continuity of supply to patients where appropriate.

Supporting information

Alcura Health and Lloyds Pharmacy Clinical Homecare and Sciensus Pharma Services, currently provide Extavia (interferon beta-1b) 300 microgram powder and solvent for solution for injections via Novartis manufacturer sponsored homecare scheme.

All the homecare providers listed are impacted by the current issue. They have implemented management plans to ensure continuity of supplies to established patients during this period.

Medicines Supply Notification

MSN/2024/005

Links

· BNF Interferon beta

· SmPC Extavia

· SmPC Betaferon





		Shortage of Itraconazole 250mg/25ml concentrate and solvent for solution for infusion



		Anticipated re-supply date

29 March 2025



BNF chapters

05 - Infections



Medicines affected

Itraconazole 250mg/25ml solution for infusion ampoules and diluent (Neon Healthcare Ltd)

29 March 2025

Actions

NHS provider Trust pharmacy procurement teams and clinical teams to work together to:

· review local stock holding of itraconazole 250mg/25ml concentrate and solvent for solution for infusion;

· ensure remaining supplies of itraconazole 250mg/25ml infusion are reserved for use in patients already initiated on a treatment course, and that the IV route is only used for as long as it is considered clinically necessary;

· consider prescribing alternative antifungals following specialist advice, where there are insufficient supplies of itraconazole infusion; and

· where there is insufficient stock, and in urgent cases where clinical judgement determines that a patient should remain on itraconazole infusion, liaise with pharmacy services to request mutual aid, facilitated by their Regional Pharmacy Procurement Specialist.

Alternatives

· Itraconazole capsules and oral solutions remain available.

· Alternative parenteral antifungals (liposomal amphotericin [AmBisome], voriconazole, isavuconazole [Cresemba]) remain available and can support an uplift in demand.

· Posaconazole (Noxafil) infusion cannot support current demand.

Considerations and background

Clinical Information

Itraconazole is a triazole antifungal. The infusion is licensed for the treatment of:

· Histoplasmosis

· Aspergillosis, candidosis and cryptococcosis (including cryptococcal meningitis) in immunocompromised patients with cryptococcosis and in all patients with cryptococcosis of the central nervous system, when first-line systemic anti-fungal therapy is inappropriate or has proved ineffective.

Selection of an alternative agent will be dependent on factors such as underlying pathology, sensitivity of the pathogen, drug toxicity, and previous treatments, so advice should be sought from specialists.

Medicine Supply Notification Number

MSN/2024/003

Links

· BNF: Antifungals, systemic use

· SmPC: Cresemba

· SmPC: voriconazole

· SmPC: AmBisome





		Shortage of Tegretol 200mg and 400mg prolonged release tablets



		Anticipated re-supply date

17 January 2024



BNF chapters

04 - Central Nervous System



Medicines affected

Tegretol Prolonged Release 200mg tablets (Novartis Pharmaceuticals UK Ltd)

17 January 2024

Tegretol Prolonged Release 400mg tablets (Novartis Pharmaceuticals UK Ltd)

2 February 2024

Actions

Prescribers should not initiate new patients on Tegretol prolonged release (PR) tablets until the shortages have resolved.

Where patients have insufficient supply of Tegretol 200mg PR tablets to last until the re-supply date, clinicians should:

· advise patients on a dose regimen comprising of Tegretol 200mg PR and Tegretol 400mg PR tablets who still have sufficient supplies of the 400mg PR strength to last until the resupply dates, to use half a 400mg PR tablet to make up 200mg doses;

· consider prescribing Tegretol immediate release (IR) tablets, taking into account the total daily dose, as dose frequency for patients on high doses may need to be adjusted to accommodate the different release profile of IR tablets (see Supporting Information);

· consider prescribing Curatil 200mg PR tablets noting that this option is available only in secondary care (see Supporting Information); and

· if the above options are not considered appropriate, advice should be sought from specialists on alternative management options.

For the shortage of Tegretol 400mg PR tablets, where patients have insufficient supplies to last until the re-supply date, clinicians should:

· consider prescribing Tegretol 200mg PR tablets to make up the required dose when this is back in stock.

Patients should be monitored after a switch in brand or formulation for loss of seizure control and adverse effects.

Alternatives

The following products remain available:

· Tegretol immediate release tablets

· Curatil 200mg PR tablets (for secondary care only)

Considerations and background

Supporting Information

Clinical Information

Carbamazepine is a category 1 anti-epileptic drug. Different formulations of carbamazepine may vary in bioavailability and therefore patients should be monitored after any switch in brand for loss of seizure control and adverse effects.

Tegretol PR tablets are administered at the same total daily dose as Tegretol IR dosage forms. Tegretol PR tablets are usually administered in two divided doses and Tegretol IR tablets in two or three divided doses. Tegretol PR tablets are scored and are licensed to be halved to enable flexibility of dosing. When starting treatment with Tegretol PR, 100-200mg once or twice daily is recommended. This may be followed by a slow increase in dosage until the best response is obtained, often 800-1200mg daily. In some instances, 1600mg or even 2000mg daily may be necessary.

The SmPC notes that the Tegretol PR formulation shows about 15% lower bioavailability than IR preparations due mainly to the reduction in peak plasma levels. In practice it may be difficult to adjust for this difference in bioavailability with available formulations unless the patient is on high doses, so a switch to the same total daily dose of IR tablets could be considered, and dose adjustment can be made depending on clinical response.

A change in dose frequency from a twice daily regimen of PR formulation to a three or four times daily regimen of IR tablets may be required for doses of PR formulation at or above 400mg twice daily. This will depend on factors such as indication, dose, adherence to treatment, previous side effects, and available tablets. As a switch in treatment may cause anxiety in some patients, it is important to provide reassurance, and counselling on any change in dose regimen, and to seek advice if they experience loss of seizure control and/or side effects after switching.

Medicine Supply Notification Number

MSN/2024/004

Links

· SmPC Tegretol 200mg prolonged release tablets

· SmPC Tegretol 400mg prolonged release tablets

· SmPC Tegretol 100mg tablets

· SmPC Tegretol 200mg tablets

· SmPC Tegretol 400mg tablets

· SmPC Curatil 200mg prolonged release tablets

· BNF Carbamazepine

· BNF Epilepsy

· MHRA anti-epileptic advice on switching products







		Shortage of Levomepromazine 25mg and 50mg tablets



		Anticipated re-supply date

2 February 2024

BNF chapters

04 - Central Nervous System



Medicines affected

Levomepromazine 25mg tablets (Morningside Healthcare Ltd)

2 February 2024

Levomepromazine 50mg tablets (Morningside Healthcare Ltd)

23 February 2024

Actions

Where supply of generic levomepromazine 25mg tablets are unavailable, clinicians should:

· consider prescribing the branded levomepromazine (Nozinan) 25mg tablets.

Where supply of generic levomepromazine 50mg tablets are unavailable, clinicians should:

· consider prescribing the branded levomepromazine (Nozinan) 25mg tablets;

· counsel patients on the requirement to take two tablets to make a 50mg dose for those patients who are usually prescribed levomepromazine 50mg tablets;

· if the above is not appropriate, consider prescribing Levomepromazine (Levorol) 5mg/ml oral solution, taking into consideration any cautions and contraindications (see Supporting Information).

Alternatives

· Levomepromazine (Nozinan) 25mg tablets remain available from Neuraxpharm UK Limited and are able to fully support demand. Stock is available via Phoenix and Alliance Healthcare.

· Levomepromazine (Levorol) 5mg/ml oral solution remains available from Galvany Pharma Limited and are able to support with covering demand. Hospitals can order from either Alloga UK or Alliance Healthcare. Retail/community pharmacies can order from Alliance Healthcare.

Considerations and background

Supporting Information

Clinical Information

Levomepromazine oral solution is contraindicated in children and adolescents under 16 years old.

The oral solution has cautions linked to its excipients and therefore prescribers would need to ensure patients do not have liver or renal impairment before prescribing this medicine:

· Benzyl alcohol – this medicine contains 0.03 mg of benzyl alcohol in each 1 ml of oral solution. It may cause allergic reactions. High volumes should be used with caution and only if necessary, especially in patients with liver or kidney impairment because of the risk of accumulation and toxicity (metabolic acidosis).

· Propylene glycol – this medicine contains 150.95 mg of propylene glycol in each 1 ml of oral solution. Medical monitoring is required in patients with impaired renal or hepatic functions because various adverse events attributed to propylene glycol have been reported such as renal dysfunction (acute tubular necrosis), acute renal failure and liver dysfunction. While propylene glycol has not been shown to cause reproductive or developmental toxicity in animals or humans, it may reach the foetus and was found in milk. As a consequence, administration of propylene glycol to pregnant or lactating patients should be considered on a case by case basis.

Links

· BNF Levomepromazine

· SmPC Nozinan 25 mg tablets

· SmPC Levorol 5 mg/ml oral solution





		Shortage of Dicycloverine 10mg/5ml oral solution



		Anticipated re-supply date

29 March 2024

BNF chapters

01 - Gastro-Intestinal System

Actions

Where patients have insufficient supplies to last until the re-supply date, prescribers should:

review patients to determine if this is still the most suitable therapy;

review if patients are able to swallow solid dosage forms and consider prescribing dicycloverine 10mg tablets if appropriate; and

consider prescribing a liquid formation of an alternative antispasmodic for patients unable to swallow solid dosage forms (see supporting information below).

In patients unable to swallow solid dosage forms for whom dicycloverine liquid is determined to be the most appropriate therapy:

consider prescribing dicycloverine 10mg tablets and counsel patients on crushing and mixing with water for administration (off-label); and

if the above option is not considered appropriate, consider prescribing unlicensed dicycloverine 10mg/5ml oral solution. Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see supporting information below).

Secondary Care only:

where there is insufficient stock, and where clinical judgement determines that a patient should remain on dicycloverine 10mg/5ml oral solution, liaise with pharmacy services to request mutual aid, facilitated by their Regional Pharmacy Procurement Specialist.

Alternatives

Licensed products

Dicycloverine 10mg tablets remain available and can support increased demand.

Mebeverine 50mg/5ml sugar free oral suspension.

Peppermint water BP 1973.

Unlicensed products

Unlicensed dicycloverine 10mg/5ml oral solution is available from the following suppliers (other suppliers may be available) lead times vary;

· Alium Medical

Considerations and background

Supporting Information

Clinical Information

Dicycloverine is an anticholinergic antispasmodic, licensed for the treatment of functional conditions involving smooth muscle spasm of the gastrointestinal tract. The liquid is licensed for use in patients from age 6 months and above. There are no other oral anticholinergic antispasmodics available in a liquid formulation. NEWT guidelines suggest dicycloverine tablets may be crushed and mixed with water for administration (off-label manipulation).

Other antispasmodics available as a liquid include:

· Mebeverine 50mg/5ml sugar free oral suspension (licensed for use from age 10 years and above but BNFC includes off-label use from 3 years and above)

· Peppermint water BP 1973 (licensed for use from age 12 years and above, but off-label use in paediatric practice from age 3 months and above, consult local formulary)

Medicines Supply Notification Number

MSN/2023/109

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· SmPC: Dicycloverine 10mg/5ml oral solution

· SmPC: Dicycloverine 10mg tablets

· SmPC: Mebeverine 50mg/5ml sugar free oral suspension

· SmPC: Peppermint water BP 1973

· BNFC: Antispasmodics

· BNF: Antispasmodics

· CKS: Irritable bowel syndrome-antispasmodic drugs





		Platinum-based Chemotherapy Agents: Cisplatin, Carboplatin and Oxaliplatin



		Anticipated re-supply date

30 November 2023



Medicines affected

Cisplatin 100mg/100ml solution for infusion vials

26 July 2024

Cisplatin 50mg/50ml solution for infusion vials

30 November 2023

Actions

Cisplatin and Carboplatin

NHS provider pharmacy procurement teams in all regions should:

· urgently place orders for unlicensed imports (see Supporting Information) to meet the needs of patients during this period;

· work with the aseptic and quality assurance leads in trusts to be ready to use unlicensed imports in aseptic units on receipt (see Supporting Information); and

· work with their pharmacy aseptic lead to ensure appropriate mitigations are put in place to minimise the risk of product confusion and dosing errors in the event that trusts have multiple unlicensed products in use within the organisation at the same time.

Oxaliplatin

NHS provider pharmacy procurement teams in all regions should continue to order oxaliplatin in line with historic order patterns acknowledging that unusual orders will be challenged.

Alternatives

Oxaliplatin

Whilst oxaliplatin solution for infusion vials remain available, these, cannot support any uplift in demand.

Cisplatin and carboplatin unlicensed imports

Cisplatin and carboplatin unlicensed imports are available from a range of suppliers. The SPS Quality Assurance team has produced advice on both available cisplatin products and available carboplatin products. These lists and assessments will be kept up-to-date with advice and available unlicensed products as the situation changes.

Considerations and background

Supporting information

· There are supply constraints facing the platinum-based chemotherapy agents.

· Supplies of all strengths of cisplatin solution for infusion vials are in very limited supply and unable to meet full UK demand until at least early October 23. A resupply date is yet to be confirmed.

· Supplies of all strengths of carboplatin solution for infusion vials are in limited supply and unable to meet full UK demand until mid- September 2023.

· Availability of carboplatin 600mg/60ml solution for infusion vials are expected to be significantly impacted during this period.

· Supplies from Independent Aseptic Compounders will remain available, but they will not be able to increase capacity or accept new customers during this period. Any new or increased ordering will be challenged.

· Trusts should place orders immediately for unlicensed imports to support during this period.

· The NHSE Commercial Medicines Unit is actively working with the appropriate clinical advisers to provide clinical guidance in to support management during this time. Further information will be shared when finalised.

· Please note, this MSN supersedes MSN/2023/066 Cisplatin 50mg/50ml and 100mg/100ml solution for infusion vials.

Medicine Supply Notification Number

MSN/2023/072

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· BNF Cisplatin

· SmPC Cisplatin

· BNF Carboplatin

· SmPC Carboplatin

· BNF Oxaliplatin

· SmPC Oxaliplatin





		Shortage of Lanreotide 60mg/0.5ml, 90mg/0.5ml and 120mg/0.5ml solution for injection pre-filled syringes



		Anticipated re-supply date

26 January 2024



BNF chapters

08 - Malignant Disease & Immunosuppression



Medicines affected

Lanreotide 120mg/0.5ml solution for injection pre-filled syringes

26 January 2024

Lanreotide 90mg/0.5ml solution for injection pre-filled syringes

26 January 2024

Lanreotide 60mg/0.5ml solution for injection pre-filled syringes

26 January 2024

Actions

NHS provider Trust pharmacy procurement teams, working with the appropriate clinical specialists and their local pharmacy homecare lead should:

· not initiate new patients on any strength of Advanz Pharma’s lanreotide solution for injection pre-filled syringes until the shortage resolves;

· prescribe Somatuline Autogel (lanreotide) solution for injection pre-filled syringes for new patient initiations;

· be aware that patients on Advanz Pharma’s lanreotide 60mg and 90mg pre-filled syringes may receive  Somatuline Autogel   90mg pre-filled syringes as a substitution during this period to ensure continuity of treatment (see supporting information below); and

· be aware that all patients established on Advanz Pharma’s sponsored homecare scheme for all strengths of lanreotide solution for injection pre-filled syringes may have their delivery schedule reduced to 4 weekly to ensure supplies remain available for all patients.

Homecare providers should:

· ensure that every affected patient is notified of any changes to their delivery cycle and volume of supplies during this period;

· ensure that patients receiving substitution with Somatuline Autogel pre-filled syringes are informed directly of the switch and offered nursing support; and

· work with the prescriber and the Trust homecare-lead to ensure nurse led training is provided or, if available, administration support is offered where requested.

Alternatives

Ipsen’s lanreotide (Somatuline Autogel) 60mg/0.5ml, 90mg/0.5ml and 120mg/0.5ml solution for injection pre-filled syringes remain available and can support increased demand.

Considerations and background

Supporting Information

Summary

Advanz Pharma’s lanreotide 60mg/0.5ml and 90mg/0.5ml solution for injection pre-filled syringes are out of stock until early January 2024.

Advanz Pharma’s lanreotide 120mg/0.5ml solution for injection pre-filled syringes are in limited supply until early January 2024.

Clinical Information

Sciensus and HealthNet currently provide generic lanreotide 60mg/0.5ml, 90mg/0.5ml and 120mg/0.5ml solution for injection pre-filled syringes via Advanz Pharma’s manufacturer sponsored homecare scheme.

HealthNet currently have sufficient supplies to maintain established patients on Advanz Pharma lanreotide syringes without any changes to existing supply cycles.

Sciensus is impacted by the current issue and issued a Dear Healthcare Professional Letter to its customers on 17 November 2023 outlining the management plans implemented to ensure continuity of supplies to patients during this period. This includes:

· The annotation of all affected prescriptions to allow for the substitution with lanreotide (Somatuline Autogel) 90mg/0.5ml for injection pre-filled syringes

· Clarifying that all delivery fees and nurse support fees irrespective of the brand of lanreotide dispensed would be funded by Advanz Pharma

· Clarifying that where there is substitution of Ipsen Somatuline Autogel pre-filled syringes, the Ispen price will be charged to the NHS.

Medicines Supply Notification

MSN/2023/111

Links

· BNF Lanreotide

· SmPC Lanreotide





		Shortage of Mannitol 50g/500ml (10%), 75g/500ml (15%) infusion viaflo bags and mannitol 50g/500ml (10%) polyfuser infusion bottles



		Anticipated re-supply date

9 February 2024

BNF chapters

02 - Cardiovascular System · 03 - Respiratory System



Medicines affected

Mannitol 75g/500ml (15%) infusion bags

9 February 2024

Mannitol 50g/500ml (10%) infusion bags

9 February 2024

Mannitol 50g/500ml (10%) infusion polyethylene bottles

–

Actions

NHS provider trust pharmacy procurement teams and their local Medication Safety Officer should work with the appropriate clinical leads to ensure clinical areas using mannitol are consulted (this is likely to include involvement from anaesthetists, neurology, operating theatres, intensivists, critical care units and emergency medicine departments and ophthalmology) to;

· identify and agree if there are any indications that should be prioritised for mannitol use;

· ensure remaining licensed supplies are preserved for use in these priority indications and clinical areas as agreed locally until further stock becomes available;

· review and update local guidelines to reflect any agreed changes at Trust level including use of alternatives such as hypertonic saline, where required; and

· ensure all impacted clinical areas are made aware of this issue and any changes.

Additionally, where there is insufficient supply to meet required demand during this period and supplies of mannitol are essential, NHS provider trust pharmacy procurement teams should:

· urgently place order for unlicensed imports; and

· where appropriate work with their RPPS in urgent cases to facilitate mutual aid between NHS provider trusts.

Alternatives

Mannitol 50g/250ml (20%) polyfuser infusion bottles remain available but cannot support an uplift in demand.

Mannitol 50g/500ml (10%) polyfuser infusion bottles are also out of stock and have been discontinued.

The following specialist importers have confirmed they can source unlicensed mannitol 50g/500ml (10%) infusion (please note there may be other companies that can also source supplies):

· Genetech Pharmaceuticals

· Qmed Pharma

The following specialist importers have confirmed they can source unlicensed mannitol 75g/500ml (15%) infusion (please note there may be other companies that can also source supplies):

· BAP Pharma

Considerations and background

Supporting Information

Clinical Information

There is very limited use of mannitol as an osmotic diuretic agent across licensed indications including the promotion of diuresis in the prevention and/or treatment of the oliguric phase of acute renal failure, the reduction of elevated intraocular pressure and the promotion of elimination of renally excreted toxic substances in poisoning. When used for the reduction of intracranial pressure, there is a view that hypertonic saline solutions may be as effective as mannitol.

Hypertonic saline solutions (2.7%, 5% and 30% sodium chloride) remain available.

Medicines Supply Notification

MSN/2023/114

Guidance on ordering and prescribing unlicensed imports

Any decision to prescribe an unlicensed medicine must consider the relevant guidance and NHS Trust or local governance procedures. Please see the links below for further information:

· The supply of unlicensed medicinal products, Medicines and Healthcare products Regulatory Agency (MHRA)

· Professional Guidance for the Procurement and Supply of Specials, Royal Pharmaceutical Society (RPS)

· Prescribing unlicensed medicines, General Medical Council (GMC)

Links

· BNF Mannitol

· SmPC Mannitol





		All Serious Shortage Protocols (SPP’s) can be found:

[bookmark: _Hlk109130658]Medicines Supply Tool – SPS - Specialist Pharmacy Service – The first stop for professional medicines advice

Shortage update taken from SPS Medicines Supply Toolkit on 18th January 2024. Information provided by DHSC and NHSEI Medicines Supply Teams and published on Specialist Pharmacy Services Medicines Supply Tool. Not formally reviewed by NHS Kent and Medway Medicines Optimisation. Practices are encouraged to register for access to the SPS website https://www.sps.nhs.uk/    and access this tool directly in real time.








