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· New Position Statement: Safe Prescribing of Injectable Medicines in Primary Care
· Addition of Actimorph orodispersible morphine to formularies and new Morphine Sulfate Liquid Guidance
· Addition of Methenamine Hippurate to the Kent and Medway Formulary
· Nitrofurantoin MHRA Drug Safety Update – New Supporting guidance for patients and prescribers
· Wegovy and risks of inadvertent prescribing and dispensing of injectable semaglutide 
· Kent and Medway guidance on Emollient Prescribing
· MHRA Drug Safety Update
· Shortages Summary Kent and Medway ICB Updates

 Safety and Improvement

[bookmark: Article1]Kent & Medway Medicines Sustainability Re-Hale Project
[bookmark: _Hlk136958154]
In the UK, a staggering 60 million inhalers are distributed annually, contributing to 3% of the NHS's carbon footprint. Until now, there has been no efficient method for inhaler recycling. Patients have been encouraged to return them to pharmacies, but unfortunately, they are typically mixed with other medical waste and ultimately incinerated rather than recycled.

Cath Cooksey from Kent & Medway ICB Medicine Optimisation and Sam Coombes from East Kent Hospitals University Hospital Trust have worked incredibly hard to pull a successful, collaborative project together. 
NHS Kent and Medway in collaboration with Chiesi Ltd have developed a pilot programme aimed at demonstrating that inhalers can be recycled. This pilot initiative will span the entirety of East Kent for a duration of 12 months. It will enable patients to drop off their unwanted or used inhalers at multiple convenient locations, including East Kent Hospitals University Hospital Trust, community pharmacies, and dispensing GP practices. Using already established transportation infrastructure these inhalers will be collected at the same time as the community pharmacy receives a medicines wholesale delivery. This comes from an agreement we have with Alliance Healthcare to use their expertise and infrastructure to drastically limit any environmental impact from collecting the inhalers.  

The programme will include the recovery of inhalers, recycling the inhaler components and repurposing the gases through collaboration with a specialist waste management company.
This is an exciting initiative, and the biggest of its kind in the UK. It is hoped that this will assist in the development of a much-needed national inhaler recycling programme. More information, including the locations of ReHale collection sites can be found at http://www.kentandmedway.icb.nhs.uk/east-kent-inhaler-recycling . The pilot project is currently operating in East Kent.

[bookmark: Article2]Direct Oral Anticoagulants (DOACs) – A Change to Improve Patient Safety

Intelligence from the National Reporting and Learning System (NRLS) suggests that anticoagulants are linked to more deaths and severe harm errors than any other medicine.  The use of anticoagulants is widespread with 18 million prescriptions issued in 2018. (Ref: NHS Futures – MedSIP workspace)
The Community Pharmacy National Audit 2021/22 (here) found that:
4.4% (4,940) of patients were not aware they were prescribed an anticoagulant.
23.5% of all patients audited could not describe the symptoms of over-anticoagulation. 
19.8% of patients were unaware of the need to speak to a doctor or pharmacist before taking over the counter (OTC) medicines. 
78.2% of patients were not carrying their yellow anticoagulant card in the pharmacy at the time of consultation. This card is intended to always be carried by all patients taking anticoagulant. 
What can GP Practices do?
As part of a wider Kent and Medway strategy to improve the education given to people on DOACs, we are encouraging all Practices to issue all patients on DOACs with a DOAC booklet and an Anticoagulant Alert Card.
We advise that practices introduce processes to ensure that these are issued to all patients currently on DOACs and thereafter to all patients at initiation. This will contribute to meeting the prescriber’s responsibility to ensure that patients for whom they prescribe have the necessary information.
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	Direct Oral Anticoagulant Therapy Information Book
Order code: DOAC THERAPY BOOK
Published October 2022
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	Anticoagulant Alert Card
 Order code: OATALERTCARD
Updated October 2022

	In Primary Care these NHS England Resources can be ordered from PCSE Online.
The NHS England DOAC booklet is available to providers at a cost of £16.20 (includes VAT) for 50 booklets (min order). (Price Sept 2023)

	Additional on- line materials

	Manufacturer specific alert cards

	These are available in the risk minimisation material directory on the electronic medicines compendium.

	Further Information
	www.nhs.uk


Practices, please contact your local ICB Medicines Optimisation Team by email if you have any questions.


[bookmark: Article3]Emollients and fire safety

A recent CQC report for an organisation in Kent and Medway highlighted the importance of considering the fire risk with emollients. This is  MHRA drug safety update that was released in August 2020.  This article is to serve as a reminder of the advice given in the alert.
There is a fire risk with all emollients that contain paraffin, regardless of the concentration of paraffin. There is also a risk with paraffin-free emollients. A similar risk may apply for other products that are applied to the skin over large body areas, or in large volumes for repeated use for more than a few days.
The MHRA drug safety update contains useful information and resources for healthcare professionals, particularly a MHRA and NFCC emollients toolkit presentation pack from which the following important points are taken:
Advice for healthcare professionals 
· Ensure patients and their carers understand the fire risk associated with the build-up of dried emollient residue on clothing and bedding and can take action to minimise the risk
· When prescribing, recommending, dispensing, selling, or applying an emollient, instruct patients not to smoke, cook or go near any naked flames or heat source (gas, halogen, electric bar or open fire) whilst wearing clothing or dressings that have been in contact with emollients. If the patient cannot do this advise on measures to do so safely (e.g., use safety lighters or e-cigarettes; remove long sleeved or loose clothing before cooking; put on a thick uncontaminated shirt, overalls or apron, move chairs further away from the open fire or other heat source)
· Be aware that washing clothing or bedding at a high temperature may reduce emollient build up but does not totally remove it – it is important to minimise risk in additional other ways (as above)
· For complex cases contact the local fire and rescue service for advice and support

Formulary and Guidance

[bookmark: Article4]New Melatonin Guidelines in Kent and Medway
In October 2023, Melatonin guidelines were approved at IMOC (Integrated Medicines Optimisation Committee) for use across Kent & Medway.

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 also provides 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) are not covered within this guideline. 

Please find the approved guideline embedded below, which can now be used and shared. 
The guidelines will be uploaded to all formulary websites in due course.
Along with the guidelines being approved and updated, the formulary websites will also be updated in due course to reflect this, for now please use the products listed within the guidelines for formulary choices. 






[bookmark: Article5]
Gastro-intestinal Anti-spasmodic Prescribing

Kent and Medway ICB does not support the prescribing of dicycloverine (or propantheline for GI smooth muscle spasm).
Dicycloverine and propantheline are NON-FORMULARY and not recommended for prescribing. Dicycloverine is poorly selective and both drugs are more likely to cause antimuscarinic effects. There are lower cost alternatives with relatively fewer adverse effects. There is also insufficient evidence to demonstrate a significant difference in effectiveness between the anti-spasmodics. Consider alternative safer, more cost-effective options.
Recommendations for prescribers:
• Review existing dicycloverine and propantheline prescribing. Consider STOPP criteria listed in BNF dicycloverine monograph, anticholinergic burden and manufacturer’s SmPC cautions and contraindications.
• Comprehensive trials of the other formulary antispasmodics should be attempted and if necessary, refer to a specialist to exclude underlying disease and advise on anti-spasmodic choice.
• Formulary status of GI Anti-spasmodics:
1st line – mebeverine, alverine
2nd line – hyoscine butylbromide, peppermint oil capsules.
Dicycloverine and propantheline are ‘not recommended’ and NON FORMULARY” in Kent and Medway ICB.
Please see the full position statement on your local HCP Guidance platform or formulary website.


[bookmark: Article6]New Position Statement: Safe Prescribing of Injectable Medicines in Primary Care
The Integrated Medicines Optimisation Committee (IMOC) have recently approved a new Kent and Medway position statement on the safe prescribing of injectable medicines. This statement includes key prescribing recommendations to improve the safety of prescribing and minimise any potential harm associated with prescribing injectable medicines and is available on your local formulary website.




[bookmark: Article7]Addition of Actimorph orodispersible morphine to formularies and new Morphine Sulfate Liquid Guidance
Oral morphine sulfate liquid has been directly linked to the cause of death in 13 ‘prevention of future death reports’ issued by coroners since 2013, the majority of which related to its use for treating chronic pain. There are a variety of reasons given for this including people ‘swigging’ from the bottle rather than measuring the dose, people being supplied large quantities over a long period of time, illicit use, self-harm, interactions between the morphine and other prescribed and illicit medication, and a lack of documentation of who collected the supply (Wickaware, 2021; NHS South Region South West, 2016).

Actimorph is a new orodispersible morphine formulation that is available in smaller doses; 1mg, 2.5mg, 5mg and 10mg. It offers several safety advantages to liquid morphine for patients who may be at risk when using the liquid formulation, examples of these patients are outlined in the new liquid morphine position statement available here. These safety advantages include:
· It is an orodispersible tablet formulation. This would prevent patients at risk of swigging from the bottle from doing so and is easier to measure the dose than using a syringe to draw up the required volume. This is especially beneficial for patients with poor eyesight or poor manual dexterity that are unable to measure their dose of liquid appropriately. 
· Is classified as a scheduled 2 CD drug and therefore subject to the additional controlled drug requirements and documentation of who collects the supply. Oramorph 10mg/5ml is a CD5 which gives the illusion that it is ‘safer’ which is not the case.
· As it is an orodispersible formulation the bottle can’t be spilled or dropped.
· Actimorph is available in a wide range of strengths starting from 1mg that allow for precise titration to the minimum effective dose and personalised tapering.
· The orodispersible tablet may be placed on a spoon with a small quantity of water to allow it to be given to patients with swallowing difficulties.

For patient’s where it is appropriate to use the liquid, in order to support clinicians to prescribe  morphine sulfate liquid safely, new guidance on the appropriate use of the liquid has also been approved. This includes information regarding the risks and support to help prescribing teams to recognise when their patients may be accidentally or intentionally up-titrating their dose of liquid morphine.


[bookmark: Article8][bookmark: _Hlk150769745]Addition of Methenamine Hippurate to the Kent and Medway Formulary
Please note that in October 2023 Methenamine Hippurate (Hiprex) was approved by IMOC for inclusion in the Kent and Medway Formulary for use in recurrent lower urinary tract infections (rUTIs) in women aged 18-80 years of age.
This has been approved for specialist initiation via hospital urology specialist with continuation of prescribing in primary care following an initial supply by the hospital, and is second line to the initial measures outlined in local antimicrobial guidance available here.


[bookmark: Article9]Nitrofurantoin MHRA Drug Safety Update – New Supporting guidance for patients and prescribers
On the 26th April 2023 the MHRA issued a drug safety update for Nitrofurantoin to remind clinicians of the risks of pulmonary and hepatic adverse drug reactions (here).  Since then, two supporting pieces of guidance have been approved: a patient information leaflet and new monitoring guidance for prescribers. The guidance for prescribers includes advice from the MHRA, recommended monitoring for patients prescribed long term Nitrofurantoin and how to review Nitrofurantoin in the long term. 

[bookmark: Article10]Wegovy and risks of inadvertent prescribing and dispensing of injectable semaglutide 

NICE TA875 was published in September 2023 on Wegovy (injectable semaglutide) for managing overweight and obesity:
· Wegovy is now available in limited supply for the NHS, and in line with the NICE TA available only via tier 3 services within Kent and Medway for managing overweight and obesity. Pathways are being developed for the tier 3 services. More information is available here.
· In Kent and Medway, Wegovy has a formulary status of “Specialist Only” - only commissioned obesity tier 3 services can undertake the prescribing of Wegovy. Wegovy should not be prescribed in primary care. 
It is imperative that all glucagon-like peptide-1 receptor agonists (GLP-1 RAs) are only prescribed for their licensed indications:
· GLP-1 RAs are licensed for the treatment and management of type 2 diabetes, except Wegovy, and Saxenda (liraglutide), are licensed for managing overweight and obesity.
· The prescribing of GLP-1 RAs, other than Wegovy and Saxenda, for solely managing overweight and obesity (off-label) is not supported within Kent and Medway.
The National Patient Safety Alert (NPSA) from the DHSC issued on the national supply issues of all GLP-1 RAs, was issued and cascaded in July 2023 (does not include Wegovy):
· We would like to remind colleagues involved in the prescribing and dispensing of GLP-1 RAs that the mandatory actions within the NPSA are to remain in place until supply issues have resolved. Supplies are currently not expected to stabilise to meet full market demand until at least mid-2024.

Please note that as well as Wegovy, there is another brand of injectable semaglutide available: 
· Ozempic, which is licensed in the UK for use in type 2 diabetes only.
There is a risk of inadvertent prescribing and dispensing of injectable semaglutide in primary care due to the similar strengths/concentrations of the available Wegovy and Ozempic products:
· It is recommended that all GLP-1 RAs are prescribed by brand. 
· There are ScriptSwitch messages in place, which we advise are adopted, to support this.
In the table below, please find a comparison of the available Wegovy and Ozempic products, highlighting the differences/similarities in the strengths/concentrations of the products available:
	Wegovy (semaglutide) preparation 
(For managing overweight and obesity)
	Ozempic (semaglutide) preparation 
(For treatment of type 2 diabetes mellitus in adults)

	Wegovy FlexTouch 0.25mg/0.37ml solution for injection 1.5ml pre-filled pens
	Ozempic 0.25mg/0.19ml solution for injection 1.5ml pre-filled pens

	Wegovy FlexTouch 0.5mg/0.37ml solution for injection 1.5ml pre-filled pens
	Ozempic 0.5mg/0.37ml solution for injection 1.5ml pre-filled pens

	Wegovy FlexTouch 1mg/0.75ml solution for injection 3ml pre-filled pens
	Ozempic 1mg/0.74ml solution for injection 3ml pre-filled pens

	Wegovy FlexTouch 1.7mg/0.75ml solution for injection 3ml pre-filled pens
	N/A – no 1.7mg strength of Ozempic available

	Wegovy FlexTouch 2.4mg/0.75ml solution for injection 3ml pre-filled pens
	N/A – no 2.4mg strength of Ozempic available


Red = different strengths/concentrations of similar Wegovy and Ozempic preparations.
Amber = same strengths/concentrations of Wegovy and Ozempic preparations.
Green = Wegovy preparation available only, no equivalent/similar Ozempic preparation available.

[bookmark: Article11]Kent and Medway guidance on Emollient Prescribing
IMOC have recently approved guidance on Emollient Prescribing in Adults and Children. The guidance has been attached below, and it will be uploaded to each individual formulary websites in due course.
The main changes include:
· Bath and shower products should not be routinely prescribed.
· Patients who do not have a diagnosed dermatological condition or significant risk to skin integrity (maintenance) should no longer receive emollients on an NHS prescription and be advised to purchase emollients over the counter (OTC).
· For patients who have been reviewed by secondary care/specialist and require an emollient not listed in this guideline, written rationale should be provided including why other first line products are unsuitable, and the request respected.
· If the rationale for deviation from products listed in this guideline is not recorded in communication from specialist/secondary care, then primary care prescriber should switch to the most suitable cost-effective alternative.
· Emollients should be reviewed frequently (at least annually) by the initiating clinician (GP or specialist) and stopped where continued use is not justified. 
· There has been a change with the preferred choice in emollient preparations as highlighted in the guidance below. 



National Updates

[bookmark: Article12]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 October 2023 Drug Safety Update includes:
Valproate: dispense full packs of valproate-containing medicines - GOV.UK (www.gov.uk)
[bookmark: _Hlk150351605]NB. FAO Dispensing practices – please see full article (link in title)
Following a consultation, the Government has amended the Human Medicines Regulations 2012 (HMRs) to require manufacturer’s original full pack dispensing of valproate-containing medicines.
Unless there are exceptional circumstances, valproate-containing medicines must always be dispensed in the manufacturer’s original full pack from 11 October 2023. 
Isotretinoin (Roaccutane▼): introduction of new safety measures, including additional oversight of the initiation of treatment for patients under 18 years of age - GOV.UK (www.gov.uk)
NB. Dispensing practices – please see full article (link in title) and Pharmacist_Checklist.pdf (publishing.service.gov.uk)
The MHRA have strengthened the safe use of isotretinoin through the introduction of additional oversight of the initiation of isotretinoin in patients under 18 years and through improved assessment and monitoring of mental health and sexual function issues. They ask healthcare professionals to review these new measures and supporting materials and integrate them into their clinical practice when referring patients and when prescribing or dispensing isotretinoin.
MedSafetyWeek November 2023: your Yellow Card report helps to improve patient safety - GOV.UK (www.gov.uk)
Letters and medicine recalls sent to healthcare professionals in September 2023 - GOV.UK (www.gov.uk)

Please follow the link in the titles above for more information and resources.
The MHRA Central Alerting System alerts can be accessed at https://www.cas.mhra.gov.uk/Home.aspx  


[bookmark: Article13]Shortages Summary 
Please find the medicines shortages update (up until 13th November 2023) 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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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.[PREC 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.

Approved by: IMOC

Approval Date: October 2023
Review Date: October 2025
Version 1.0




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

2
Approved by: IMOC

Approval Date: October 2023
Review Date: October 2025
Version 1.0
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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:

e Sleep problems - Every Mind Matters - NHS (www.nhs.uk)
Sleep hygiene tips - Headspace

e Healthy Sleep Tips for Children: https://www.nhs.uk/live-well/sleep-and-
tiredness/healthy-sleep-tips-forchildren/

e 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

Approved by: IMOC

Approval Date: October 2023
Review Date: October 2025
Version 1.0
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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

5
Approved by: IMOC

Approval Date: October 2023
Review Date: October 2025
Version 1.0





NHS

Kent and Medway

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

NELFT

Bolu Abifarin, Lead Pharmacist Neurodevelopmental and Disabilities Services
Trust mobile: 07590806042

Email: bolu.abifarin@nelft.nhs.uk

KCHFT

Dr Gayatri Omkar

Consultant Community Paediatrician
gayatriomkar@nhs.net

01293 600300

MCH

Dr Nimze Gadong, Consultant Community Paediatrician
Telephone: 01634 333366

Email: Nimze.gadong@nhs.net

KMPT

CAMHS

Dr Beryl B Navti, Clinical Lead| CAMHS Pharmacy, NELFT
Tel: 0300 555 1200 ext: 55788

Mobile: 07811264808

Email: Beryl.Navti@nelft.nhs.uk
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Kent and Medway Position Statement: Safe Prescribing of Injectable

Medicines in Primary Care

Recommendations:

Kent and Medway ICB recommend that where injectable preparations are required, for example in palliative care, to

avoid confusion and potential error that prescribers use the following recommendations.

Prescribing Recommendation Example
Prescribe in mg instead of ml, Administer 2.5mg
OR OR

Include both mg and the equivalent number of mls | Administer 2.5mg (0.25ml)
that make up this dose on the prescription.

in the prescription.

Ensure the route of administration is clearly included | Administer (dose) by subcutaneous injection

Avoid abbreviations. Write ‘micrograms’ in full
Write ‘units” in full

Ensure you are familiar with the medicine and that
the dose, frequency, route and duration are
appropriate.

medicines is added. required.

Ensure the indication for ‘when necessary’ (PRN) | Administer 2.5mg (0.25ml) every 4-6 hours when

In primary care injectable opioid preparations should
not be prescribed for patients with chronic pain.™

Aims and Further Guidance:

These recommendations aim to:
e Improve the safety of prescribing injectable medicines in primary care.

e Minimise the potential harm associated with prescribing injectable medicines.

e Minimise any confusion for patient relatives.

Further guidance to support prescribing of injectables in palliative care:
e Anticipatory prescribing at End of Life (Adults)
e Kent and Medway Palliative Care Community Prescription Chart
e Guidelines for the use of the Kent and Medway Palliative Care Drug Chart

Approved by: IMOC
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Key issues:

Healthcare professionals should be aware that:
e The majority of injectable preparations prescribed within primary care are likely to be for palliative patients.

e A near miss has been reported where a box of injectable oxycodone was prescribed and labelled as ‘Give
2.5ml’, instead of 2.5mg. This would have resulted in a ten times overdose for the patient if administered.

e Anincident has also occurred where a patient was inadvertently administered a morphine ampoule orally by
their relative.

These recommendations are intended for use alongside clinical and professional judgment

References:

[1] Recommendation of the East Kent Opioid Stewardship Group
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EMOLLIENT PRESCRIBING GUIDANCE FOR ADULTS AND CHILDREN Kent and Medway

Please use the tables below to prescribe / review and switch to the most suitable cost-effective alternative.
Guidelines for Prescribing:

¢ To help support implementation and ensure cost-effective, evidence-based use of medicines in line with the NHS E guidelines on conditions for which over-the-counter (OTC) items should not routinely
be prescribed in primary care, NHS Kent and Medway does not support the routine prescribing of items available OTC for self-care.[Position statement]

¢ Refer to the Primary Care Dermatology Society for Eczema management advice and images — https://www.pcds.org.uk/clinical-guidance/atopic-eczema.

e For newly diagnosed patients — Offer the most cost-effective emollient from the products below, depending on the severity of the condition, patient choice, and site of application.

o For existing patients who have been prescribed a least cost-effective emollient for a diagnosed skin condition — Review choice of emollient, with a view to trialling the most cost-effective emollient
from the products below.

o For existing patients who have been prescribed an emollient for dry skin with no dermatological condition or risk to their skin integrity by any healthcare professional either in primary care
or secondary care — Review these patients and stop prescribing of emollient. Recommend a suitable OTC product for self-purchase.

Rationale for prescribing Emollients Approximate quantities of emollients to be prescribed

e Emollients should only be prescribed for the management of diagnosed This table suggests suitable quantities to be prescribed for an adult for a minimum of twice daily
dermatological conditions, such as eczema or psoriasis; or where there is a application for 1 month or 1 week. For children, approximately half this amount is suitable. [BNF]
significant risk to skin integrity in the prescriber’s clinical assessment. Creams or Ointments Lotions

e Patients who do not have a diagnosed dermatological condition or Affected area One month supply | One week supply | One month supply | One week supply
significant risk to skin integrity (maintenance) should no longer receive Face 60—120g 15-30g 200ml 100ml
emollients on an NHS prescription and be advised to purchase emollients Both hands 100—200g 25-50g 800ml 200m!
over the counter (OTC). o , , , Scalp 200-400g 50-100g 800ml 200ml

» Frequent use of emollients is effective in reducing the amount of topical steroids Both arms or both legs 400-800g 100-200g 300ml 200m]
and other agents needed to manage skin disease/condition well. Trunk 1600g 400g 2000mI 500ml

e Bath and shower products SHOULD NOT BE ROUTINELY PRESCRIBED. Groin & genitalia 60—100g 15-25g 400ml 100m/
Refer to “Bath and Shower Preparations Advice” section. *For widespread use as soap and_moisturiser, 2400g/month (600g/week) of creams/ointments is

e For patients who have been reviewed by secondary care/specialist and sufficient OR 3200ml/month (800ml/week)

require an emollient not listed in this guideline, written rationale should be

providetddincluding why other first line products are unsuitable, and the request | CAUTION: Fire Hazard with BOTH paraffin-containing and paraffin-free emollients. Keep away from fire /
respected. flames!

« If the rationale for deviation from products listed in this guideline is not | o Al patients should be warned regarding the risk of fire when using large quantities of all emollients. Regardless of
recorded in communication from specialist/secondary care, then primary care | paraffin concentration, the risk of fire cannot be excluded with paraffin-free emollients.

presc.rlber should switch to the most suitable cost-effective alterna.lt!\{e.. ¢ Patients should be counselled to keep away from open or gas fire or hobs and naked flames, including candles and
* Emollients should be reviewed frequently (at least annually) by the initiating | avoid smoking.

g:l?r:cclzaorr]'n((jﬁznorr'nzgeir(;:slrIoS\t/)é(?nv(\j/itsr:Onpcfzsig:rfgg g?g::?grig lrjeslz;lassirr]'ngt gészt'ef:ﬁg grgﬁ ¢ Patients on medical oxygen who require an emollient should not use any paraffin-based products.

skin condition has resolved completely and does not require on-going emollient | ¢ Patients should be counselled to wash bedding/clothing regularly high temperatures to minimise emollient build-up.

therapy for maintenance. Patient should be requested to purchase a suitable | « Change patient clothing and bedding regularly—preferably daily—because emollients soak into fabric and can
OTC product when prescribed emollient is no longer necessary. become a fire hazard.

e Bath and shower products SHOULD NOT BE ROUTINELY PRESCRIBED. Do not initiate bath and shower preparations for any new patient; prescribe only
if no other item or intervention is clinically appropriate or available; deprescribe in patients currently prescribed this medicine or switch patients to an
alternative “leave-on” or “soap substitute” emollient in line with the NHS items not for routine prescribing in primary care quidance.

Bath and Shower e They are no longer considered an essential component of total emollient therapy, as the amount of bath additives deposited on the skin is lower than with directly

Preparations Advice applied emollient creams or ointments, and therefore show no clinical benefit when added to standard eczema care in children. In line with these findings and
recommendations from the BATHE Study, the latest update to NICE CG57 recommends clinicians to not offer emollient bath additives to children with atopic eczema.

e Using “leave-on” emollient as a soap substitute> Many standard emollients can be used in this way e.g. by applying it to the skin before showering then rinsing it
off. Alternatively, 1-2 tablespoons of any ointment (except 50:50) can be dissolved in some hot water and added into bath water, as a bath additive. [Note: Bath products
will coat the bath, making it slippery, and patients should be warned to take extra care].

Acknowledgements: South East London, and Surrey Heartlands ICBs




https://www.england.nhs.uk/wp-content/uploads/2018/03/otc-guidance-for-ccgs.pdf
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https://www.bmj.com/content/361/bmj.k1332

https://www.nice.org.uk/guidance/cg57/chapter/Recommendations



11! Products contain a variety of excipients — check before prescribing if patients have known sensitivities !!!

Pharmaceutical form

Most cost-effective ( *** = preferred )

Medium cost-effective

Least cost-effective

*** Epimax Original Cream (WSP 15%, LP
6%) 100g=80p; 500g9=£2.67
(53p/100g)

ExoCream (WSP 15%, LP 12.6%, HAL 1%)
125g=£2.33; 500ml pump=£3.99
(80p/100g)

AproDerm Emollient Cream (WSP 15%, LP 6%) 50g=£1.70; 500g
pump=£4.95 (99p/100g)

Cetraben Cream (WSP 13.2%, LP 10.5%) 50g=£1.48; 1509=£4.17;
5009=£6.29; 10509=£12.24 (£1.17/100g)

Epimax Excetra Cream (WSP13.2%, LP 10.5%)
100g=£1.83; 500g=£3.09

Epimax Moisturising Cream (WSP 14.5%, LLP 12.6%,
HAL 1%)100g=£1.99; 500g=£2.99
(60p/100g)

Diprobase Advanced Eczema Cream (WSP 15%, LP 6%) 500ml
pump=£7.01 (£1.40/100ml)

E45 Cream (WSP14.5%, LLP 12.6%) 50g=£2.25; 125g=£3.81;
3509=£7.30; 5009=£7.12 (£1.42/100g)

Exmaben Cream (WSP 13.2%, LLP 10.5%) 500g=£4.25

Hydromol Cream (LP 13.8%, IM 5%) 50g=£2.37; 100g=£4.42;
5009=£12.88

Creams Light (62p/100g) (85p/100g) (£2.58/100g)
Oilatum Cream (WSP 15%, LLP 6%) 150g=£3.91; 500ml| pump=£5.28
Wodera | consider if serr. (£1.06/100g)
for dry s!;in) care / over the Oilatum Junior Cream (WSP 15%, LLP 6%) 150g=£3.62; 350ml
counter (O_TC) is ZeroAQS Emollient Cream (WSP 15%, LP 6%) pump=£5.75; 500ml| pump=£7.55 (£1.51/100g)
appropriate 500g=£3.39 QV Cream (WSP 5%, LLP 10%) 100g=£2.32; 500g=£6.60; 1050g=£12.40
ExmaQsS Cream (WSP 15%, LLP 6%) Tub (68p/100g) (£1.18/100g)
500g=£2.95 Ultrabase Cream (WSP 10%) 100mI=£2.85; 500m| pump=£7.01
(59p/100g) ZeroCream (WSP 14.5% LP 12.6%) 50g=£1.23; (£1.40/100ml)
500g=£4.30 Zerobase Cream (WSP 10%, LP 11%) 50g=£1.10; 500g pump=£5.58
(86p/100g) (£1.12/100g)
Aguamax Cream (WSP 20%, LP 8%) Epaderm Cream (YSP 15%, LP 10%, CEW 5%) 50g pump=£1.78; 150g
Medium — heavy 100g=£1.89; Tub 500g=£3.99 (80p/100g) pump=£3.71; 500g pump=£7.27 (£1.45/100g)
AproDerm Gel (LP 15%, IM 15%) 100g=£1.99; Adex Gel (LP 15%, IM 15%, nicotinamide 4%) 100g=£2.69; 500g
500g=£3.99 pump=£5.99
Gels o (80p/100g) (£1.20/100g)
(Mildly Consider if self- |« Epimax Isomol Gel (LP15%, IM 15%) MyriBase Gel (LP 15%, IM 15%) 100g=£2.12; 500ml Doublebase Gel (LP 15%, IM 15%) 100g=£2.65; 500g pump=£5.83;
care / over the 1009=£1.99: 500q= _ _
tor g g=£1.99; 500g=£3.08 pump=£4.66 1kg=£10.98
greasy; counter (OTC) is
moderate / appropriate (62p/100g) (93p/100g) (£1.10/100g)
mild dry Doublebase Dayleve Gel (LP 15%, IM 15%) 100g=£2.65; 500g=£6.29
skin) Zerodouble Gel (LP 15%, IM 15%) 100g=£2.34; (£1.26/100g)
500g=£5.14 HypoBase Gel (LP 15%, IM 15%) 500g pump=£5.83
(£1.03/100g) (£1.17/100g)
Aquaderm Hydrous Ointment (WAO 50%) 500g=£4.15 Cetraben Ointment (WSP 35%, LLP 45%) 125g=£3.63; 450g=£5.67
(83p/100g) (£1.26/100g)
*** Epimax Ointment (YSP 30%, LP 40% EW | Hydromol Ointment (YSP 32%, CEW 25.5%, LP 42.5%) Epaderm Ointment (YSP 30%, LP 40% EW 30%) 125g=£4.03;
Oint t Greasy Ointment 30%) 125g=£2.01; 500g=£3.13 100g=£3.30; 125g=£3.24; 500g=£5.50 500g=£6.83; 1kg=£12.89
intments y (63p/100g) (£1.10/100g) (£1.29/1009)
(Greasy; for Zeroderm Ointment (WSP 30%, LP 40%, EW 30%) Thirty:30 Ointment (YSP 30%, LP40% EW 30%) 125g=£4.08; 250g=£4.29;
very dry 125g=£2.53; 500g=£4.29 5009=£6.93
skin / acute (86p/100g) (£1.39/1009)
flares)

Very greasy
ointment

EmulsifEss Ointment (WSP 50%, EW 30%, LP
20%) 500g=3.97 (80p/100g)

Fifty:50 Ointment (WSP 50%, LP 50%)
500g=£3.92 (78p/100g)

Ovelle Emulsifying Ointment (WSP 50%, EW 30%, LP
20%) 500g=£4.15 (83p/100g)

Colloidal oat creams

(Moderately greasy; for dry skin)

*** Epimax Oatmeal Cream (WSP 1%, LLP
4%) 100g=£2.06; 5009=£3.10 (62p/1009)

AproDerm Colloidal Oat Cream (WSP 15%, LP 6%)
100mlI=£2.74; 500m| pump=£5.80 (£1.16/100ml)

Aveeno Cream 100g=£4.85; 300g=£6.80; 500g=£6.47
(£1.29/100g)

Miclaro Oat Cream 1% cream 300mI=£3.80; 500mI=£3.99
(80p/100ml)

Zeroveen Cream (WSP, LP 5%) 100g=£2.86; 500g=£6.13
(£1.23/1009)

Acknowledgements: South East London, and Surrey Heartlands ICBs






Products to be prescribed for

Pharmaceutical form

Most cost-effective ( *** = preferred ) Medium cost-effective

Least cost-effective

(Useful where a keratolytic is
required e.g. hyperkeratosis,
ichthyosis, extremely dry and/or
fissured skin on hands & feet)

Consider if self-care / over the
counter (OTC) is appropriate

Balneum 5% Intensiv Cream (Urea 5%) 50g pump=£2.85;
500g pump=£9.97 (£1.99/100g)

Do not use cream if peanut/soya allergy as contains
glycine soya oil

ImuDERM Cream 5% 500g pump=£6.79
(£1.36/100g)

Aquadrate 10% Cream 30g=£1.64; 100g=£4.62
(£4.62/1009)

Balneum Plus Cream (Urea 5%) 100g=£3.29; 500g pump=£14.99
(£3.00/1009)

(OTC) Dermatonics Once Heel Balm (25% Urea) 75ml=£3.80;
200mI=£9.44
(£4.72/1009)

(OTC) E45 lich Relief 5% Cream 50g=£3.31; 100g=£5.08; 500g
pump=£17.77
(£3.55/1009)

(OTC) Eucerin Dry Skin Relief (5% Urea) 756mI=£5.98 (£7.97/100ml)
(OTC) Eucerin Intensive 10%-Foot Cream (10% urea) 100mI=£6.26
(£6.26/100ml)

(OTC) Flexitol Urea 10% Cream — 150g=£5.25; 5009=£12.36 (£2.47/100g)
(OTC) Flexitol Urea 25% Heel Cream — 40g=£2.88; 759=£3.98;
200g=£9.85; 500g9=£15.55 (£3.11/100g)

Hydromol Intensive Cream 10% 30g=£1.73; 100g=£4.62
(£4.62/1009)

only for those patients with
confirmed paraffin sensitivity

Epimax Paraffin-Free Ointment (0% paraffin) 500g=£4.99
(£1.00/100g)

Note: Fire hazard risk (page 1) applies to
both paraffin-containing AND paraffin-free
emollients

AproDerm Colloidal Oat Cream (0% paraffin) 100mlI=£2.74; 500ml|
pump=£5.80
(£1.16/100ml)

Consider if self-care / over the
counter is appropriate
(Lotions have higher water content
than creams and considered less
effective as emollients. Use only if
other formulations have been trialled

and deemed unsuitable)

Miclaro Oat Lotion 500mI=£3.99
(80p/100ml)

Aveeno Lotion 200mI=£4.97; 300mI=£4.99
(£1.66/100ml)

Cetraben Lotion (5% WSP, LLP 4%) 200mI=£4.00; 500mI|=£5.84
(£1.17/100ml)

E45 Lotion (WSP 10%, LP 4%) 200mI=£2.88;
500mL=£5.82
(£1.16/100ml)

QV Lotion (5% WSP) 250mI=£3.38; 500mI=£5.47
(£1.09/100ml)

For very painful / fragile skin: where there is difficulty with “hands-on” application of creams and
ointments only!

Emollin Spray 240ml Aerosol=£7.73
(£3.22/100ml)

To wash and/or as a leave-on emollient during skin infection only (long-term on dermatology
recommendation only)

Dermol 500 Lotion (LP 2.5%) 500mI=£6.04 (£1.21/100ml)

Dermol Cream (LP 10%) 100g=£2.86; 500g=£6.63 (£1.33/100g)

WSP — White Soft Paraffin
YSP — Yellow Soft Paraffin
LP — Liquid Paraffin

LLP — Light Liquid Paraffin
EW — Emulsifying Wax

WAO - Wool Alcohols Ointment

CEW — Cetomacrogol Emulsifying Wax
HAL — Hypoallergenic Anhydrous Lanolin

Per 100g/ml calculation based on the largest pack size available.
Prices: Drug Tariff & dm+d; Accessed August 2023

Counselling Points for Patients/Carers

¢ Advise on the Fire Hazard Caution with emollients (above) for both prescribed and OTC / purchased emollients.

o If a topical corticosteroid is required, emollients should be applied at least 15-30 minutes before or after the topical corticosteroid.

* Any emollient (except white soft paraffin alone) can be used as a soap substitute, as normal soap tends to dry the skin.

* Apply emollients after bathing while water is still trapped in the skin to increase skin hydration.

* Wash and dry hands before applying emollients to reduce the risk of introducing germs to the skin.

« Emollients should be applied gently in the direction of hair growth so that a visible sheen remains.

« Emollients should be applied as frequently as possible, as directed by the prescriber and use continued even when skin condition has improved.

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

Version: Final

Acknowledgements: South East London, and Surrey Heartlands ICBs
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		SHORTAGE:

 Rifampicin 150mg capsules 



		Anticipated re-supply date: 29.12.23

Actions for prescribers:

Primary care prescribers should:

· consider prescribing rifampicin 100mg/5ml oral suspension, where appropriate.

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)









		[bookmark: _Hlk150775241]SHORTAGE:

Hydrocortisone 0.5% cream

 (Essential Generics Ltd)

		Anticipated re-supply date: 26.01.24



Alternatives:

Hydrocortisone 0.5% ointment remains available and can support a full uplift in demand.





		SHORTAGE:

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



		Anticipated re-supply date: 12.01.2024



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)

Alternatives

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)

Links

· British Menopause Society HRT preparations and equivalent alternatives

· HRT- Practical Prescribing





		SHORTAGE:

Voractiv (rifampicin 150 mg, isoniazid 75 mg, pyrazinamide 400 mg, ethambutol 275mg) tablets 



		Anticipated re-supply date: End Jan 2024



Please follow link for further information. Prescribed by specialist service.



		SHORTAGE:

Olatuton (Octreotide) 10mg, 20mg and 30mg powder and solvent for prolonged-release suspension for injection

		Anticipated re-supply date :  28.06.2024

Actions for prescribers: See SPS link for actions for secondary care pharmacy procurement teams, working with the appropriate clinical specialists and their local pharmacy homecare lead and for homecare providers.



Alternatives:

Sandostatin LAR (octreotide) 10mg, 20mg 30mg powder and solvent for suspension for injections remain available and can support a full uplift in demand.

Sandostatin LAR injections will be offered via a Novartis manufacturer sponsored homecare scheme from the 20th February 2023 exclusively via the homecare company, Pharmaxo UK.

Considerations and background

Summary

· Supplies of Olatuton® (octreotide) 10mg, 20mg 30mg powder and solvent for prolonged-release suspension for injection are limited and will be unavailable long-term from February 2023

Supporting information

Pharmaxo, Alcura and Lloyds Pharmacy Clinical Homecare are the current homecare providers for Olatuton10mg, 20mg, 30mg powder and solvent for prolonged-release suspension for injection.

Pharmaxo, Alcura and LPCH have sufficient capacity to offer face to face and/or remote nurse led injection training and/or administration to all patients requiring extra support under an NHS funded service.

Novartis are offering a sponsored homecare medicines service exclusively via Pharmaxo UK Limited.

Novartis have issued a Dear Healthcare Professional Letter regarding the initiation of Sandostatin sponsored homecare medicines service

Teva have issued a Dear Healthcare Professional Letter and Patient Letter regarding the issue affecting Olatuton 10mg, 20mg, 30mg powder and solvent for prolonged-release suspension for injection.

Medicine Supply Notification Number

MSN/2022/111U

Links

· Octreotide 10mg, 20mg 30mg powder and solvent for prolonged release suspension for injection BNF

· Olatuton (Octreotide) 10mg, 20mg 30mg powder and solvent for prolonged release suspension for injection SmPC

· Sandostatin LAR (octreotide) 10mg, 20mg 30mg powder and solvent for suspension for injection SmPC





		SHORTAGE: Supply returning

Microgynon 30 ED tablets 

		Anticipated re-supply date:  08.12.23

Actions for prescribers:

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.







		SHORTAGE:

Co-trimoxazole 40mg/200mg/5ml oral suspension sugar free 

		Anticipated re-supply date : 02.02.2024

Actions for prescribers:

All clinicians/prescribers should:

consider prescribing co-trimoxazole 80mg/400mg/5ml oral suspension, which is 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 and volume required (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);

if the above options are not considered appropriate, advice should be sought from specialists on management options.

Alternatives

Co-trimoxazole 80mg/400mg/5ml oral suspension is licensed for use in children aged >12 to <18 years and adults

Unlicensed imports

The following specialist importers have confirmed they can source unlicensed co-trimoxazole 40mg/200mg/5ml oral suspension sugar free (please note there may be other companies that can also source supplies):

· Alium

· Genetech

· Mawdsleys

· Orifarm

· Target

Considerations and background

Summary

Co-trimoxazole 40mg/200mg/5ml oral suspension sugar free is out of stock until early February 2024.

Co-trimoxazole 80mg/400mg/5ml oral suspension remains available and can support increased demand

Where this is not suitable, unlicensed supplies of co-trimoxazole 40mg/200mg/5ml oral suspension sugar free may be sourced, lead times vary

Supporting information

Clinical Information

Co-trimoxazole 40mg/200mg/5ml oral suspension sugar free is licensed for use in children aged 12 years and under (infants [>6 weeks to <2 years old] and children [>2 to <12 years old]).

Co-trimoxazole 80mg/400mg/5ml oral suspension is licensed for use in in children aged >12 to <18 years and adults.

Co-trimoxazole 80mg/400mg/5ml oral suspension contains different excipients (see below) to co-trimoxazole 40mg/200mg/5ml oral suspension sugar free and may not be as palatable for some children. Patients with rare hereditary problems of fructose intolerance, glucose-galactose malabsorption or sucrose-isomaltase insufficiency should not take this medicine. However, in other patients, it may be considered for off-label use, once it is confirmed that the patient is not intolerant to any of the excipients, and patient/carer is counselled on the appropriate dose and volume required.

NOTE: 5ml of co-trimoxazole 40mg/200mg suspension = 2.5ml of co-trimoxazole 80mg/400mg suspension.

Excipients specific to each presentation

Co-trimoxazole 40mg/200mg/5ml oral suspension sugar free:

· Sorbitol solution 70% (non crystallising) (E420 ii)

· Sodium Carmellose

· Sodium Benzoate (E211)

· Flavour, Banana 81.605P

Co-trimoxazole 80mg/400mg/5ml oral suspension:

· Syrup or sucrose

· Sodium carboxymethylcellulose (E467)

· Ammonium glycyrrhizinate

· Star Anise Oil

Medicine Supply Notification Number

MSN/2023/103

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 - Co-trimoxazole 40mg/200mg/5ml oral suspension

· SmPC - Co-trimoxazole 80mg/400mg/5ml oral suspension

· BNF – Co-trimoxazole







		SHORTAGE:

Lisdexamfetamine (Elvanse) capsules

		Anticipated re-supply date :  24.11.23 (70mg caps), 12.01.24 (30mg caps), 05.01.24 (40mg caps).  Elvanse 20mg, Elvanse 50mg and Elvanse Adult 30mg capsules are back in stock.

Actions for prescribers:

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:

Levomepromazine 25mg and 50mg tablets 

(Morningside Healthcare Ltd)

		Anticipated re-supply date : 08.12.23 (25mg), 05.01.24 (50mg)

Actions for prescribers:

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:

Estradiol (Estradot) 25micrograms/24 hours, 37.5micrograms/24 hours and 100micrograms/24 hours transdermal patches

		Anticipated re-supply date: 01.12.23

Actions for prescribers

For patients with insufficient supplies of:

Estradiol (Estradot) 25micrograms/24hours transdermal patches:

Clinicians should consider prescribing Evorel or Estraderm MX 25micrograms/24hours patches, ensuring the patient is counselled on the change in brand at the point of supply.

If the above options are not appropriate or patients have previously had intolerances to Evorel or Estraderm MX patches, refer the patient to their specialist where applicable, establish if ongoing treatment is required and switch to an alternative available hormone replacement therapy (HRT).

Estradiol (Estradot) 37.5micrograms/24hours transdermal patches:

Clinicians should consider prescribing Evorel or Estraderm MX 25micrograms/24hours patches, advising patients to cut a patch in half (off-label use) and apply one and a half patches to provide a 37.5micrograms/24hours dose. The remaining half can be put back into the packet for the next dose. Ensure the patient is able to carry out this manipulation (see Supporting Information).

Clearly annotate the prescription to emphasise the dose i.e. one and a half patches of the Evorel or Estraderm MX 25micrograms/24hours are to be applied and ensure the patient understands dosing and administration.

Patients should be counselled on the change in brand and how to deliver 37.5mcriogram dose at the point of supply.

If the above options are not appropriate or patients have previously had intolerances to Evorel or Estraderm MX patches, refer the patient to their specialist where applicable, establish if ongoing treatment is required and switch to an alternative available hormone replacement therapy (HRT).

Estradiol (Estradot®) 100micrograms/24hours transdermal patches:

Community pharmacists may supply an equivalent strength of Evorel or Estraderm MX 100micrograms/24hours transdermal patches in accordance with the SSP for eligible patients (see Supporting information below).

Pharmacists must ensure that the patient’s prescriber and/or GP practice is notified when supplying a patient in accordance with this SSP.

Patients should be counselled regarding the switch in brand at the point of supply.

If the above options are not appropriate or patients have previously had intolerances to Evorel or Estraderm MX patches, refer the patient to the prescriber/specialist to establish if ongoing treatment is required and considering prescribing an alternative available hormone replacement therapy (HRT).

Alternatives

Alternative brands of estradiol patches (Evorel and Estraderm MX) are available and can support a full uplift in demand.

A Serious Shortage Protocol (SSP) for Estradiol (Estradot) 100micrograms/24hours transdermal patches was issued on 21/08/2023.

Considerations and background

Medicine Supply Notification Number

MSN/2023/082

Links

· SmPC Estradot patches

· SmPC Evorel patches

· SmPC Estraderm MX patches

· British Menopause Society – HRT preparations and equivalent alternatives

· British Society for Paediatric endocrinology and Diabetes patient information leaflet - guidance on cutting Evorel and Estraderm MX patches

· SSP Estradiol (Estradot) 100microgram/24hours transdermal patches

· CKS: Menopause- Hormone replacement therapy







		SHORTAGE:

Atomoxetine capsules and oral solution 

		Anticipated re-supply date:  17.11.23

Actions for prescribers:

Primary and secondary care:

Clinicians/prescribers in primary and secondary care should:

· proactively identify any patients on atomoxetine presentations;

· contact patients to establish how much supply they have left; and

· liaise with the patient’s specialist team for advice on management options.

Specialist teams

Specialist teams should:

· ensure no new patients are initiated on atomoxetine presentations until the shortage is resolved

· support primary care clinicians seeking advice for patients currently taking atomoxetine presentations , including provision of individualised management plans, where required; and

· offer alternatives in line with NICE ADHD guidance NG87 where required.

Where the above options are not considered appropriate, supplies of unlicensed atomoxetine capsules may be sourced. Contact should be made with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see clinical information below).

Alternatives

Other strengths of atomoxetine capsules remain available but in insufficient quantities to meet increased demand.

Refer to the following link for further information on the availability of methylphenidate prolonged release tablets,

Unlicensed imports

The following specialist importers have confirmed they can source unlicensed atomoxetine capsules (please note there may be other companies that can also source supplies and lead times vary):

· Alium

· BAP Pharma

· Qmed Pharma

· Target

Considerations and background

Supply summary

Atomoxetine 10, 18, 40, 60, 80 and 100mg capsules are currently in stock.

Atomoxetine (Strattera) 4mg/ml oral solution is currently in stock.

Atomoxetine 25mg capsules remain unavailable.

Clinical information

Stimulants such as lisdexamfetamine or methylphenidate are recommended first-line treatments for attention deficit hyperactivity disorder (ADHD). Treatment with non-stimulants (e.g. atomoxetine or guanfacine) are an option in patients who are intolerant to both methylphenidate and lisdexamfetamine, or who have not responded to separate 6-week trials of both drugs (NICE ADHD guidance NG87). These treatments must be initiated by a specialist in the treatment of ADHD.

Atomoxetine selectively inhibits pre-synaptic noradrenaline reuptake and is licensed for the treatment of ADHD in children aged 6 years and older, in adolescents, and in adults. In the paediatric population up to 70 kg body weight, atomoxetine should be initiated at a total daily dose of approximately 0.5 mg/kg and dose titrated upwards after a minimum of 7 days. according to clinical response and tolerability. The recommended maintenance dose is approximately 1.2 mg/kg/day. For paediatric population over 70 kg, the initial dose is 40mg for minimum of 7 days followed by upwards dose titration. The recommended maintenance dose is 80mg. In adults, atomoxetine is initiated at 40 mg for a minimum of 7 days prior to upward dose titration and the recommended maintenance daily dose is 80 mg to 100 mg.

Guanfacine, a selective alpha2A-adrenergic receptor agonist, is licensed for the treatment of ADHD in children and adolescents aged 6-17 years for whom stimulants are not suitable, not tolerated or have been shown to be ineffective.
Use of atomoxetine and guanfacine in children aged 5 years as per NICE guidance is off label, as is the use of guanfacine in adults, which should not be initiated without advice from a tertiary ADHD service.

Patients on atomoxetine should be periodically reviewed in line with NICE guidance.

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

· Atomoxetine capsules SmPC

· BNF: Attention deficit hyperactivity disorder

· NICE guideline [NG87]: Attention deficit hyperactivity disorder: diagnosis and management







		SHORTAGE:

Cefalexin 250mg tablets 

		Anticipated re-supply date: 17.02.24

Actions for prescribers:

Where cefalexin 250mg tablets are unavailable prescribers should:

· consider prescribing an alternative formulation of cefalexin, see below a list of alternative cefalexin products that can cover demand during the issue with cefalexin 250mg tablets.

Alternatives

The following products remain available and can support during this time:

· Cefalexin 250mg capsules

· Cefalexin 125mg/5ml oral solution

· Cefalexin 250mg/5ml oral solution





		SHORTAGE:

Carbomer ‘980’ 0.2% eye drops 

Viscotears 2mg/g liquid gel (Bausch & Lomb UK Ltd)

Artelac Nighttime 0.2% eye gel (Bausch & Lomb UK Ltd)

GelTears 0.2% gel (Bausch & Lomb UK Ltd)

		Anticipated re-supply date:  12.01.24

Alternatives:

Alternative carbomer ‘980’ eye drops and eye gels remain available – See BNF link below

Links

· BNF Carbomer 980 eye drops / eye gels









		SHORTAGE:

Midazolam (Epistatus) 2.5mg/0.25ml and 10mg/1ml oromucosal solution pre-filled oral syringes



		Anticipated re-supply date: 01.12.23 (10mg/1ml), 01.03.24 (2.5mg/0.25ml)

Actions for prescribers:

Until the shortage resolves, prescribers should:

· not initiate new patients on Epistatus 2.5mg/0.25ml or 10mg/1ml oromucosal solution pre-filled oral syringes and

· consider prescribing midazolam (Buccolam or the generic) 2.5mg/0.5ml or Buccolam 10mg/2ml oromucosal solution pre-filled oral syringes where appropriate, ensuring that the parent/carer is advised on the change in volume being administered, counselled on how to administer the dose, and shown the patient information leaflet (see Supporting Information below)

Alternatives

· Buccolam 2.5mg/0.5ml oromucosal solution pre-filled oral syringes

· Buccolam 10mg/2ml oromucosal solution pre-filled oral syringes

· Midazolam (generic) 2.5mg/0.5ml oromucosal solution pre-filled oral syringes

Considerations and background

Supporting Information

Clinical information

Epistatus is indicated for the treatment of prolonged, acute, convulsive seizures. The 2.5mg/0.25ml strength is licensed for use in infants between 3-6 months of age in the hospital setting and the 10mg/1ml for use in children and adolescents from age 10 years to < 18 years.

Buccolam/generic midazolam oromucosal solution pre-filled oral syringes 2.5mg/0.5ml and 10mg/2ml are licensed for the same indication and age groups as Epistatus but are formulated in twice the volume of Epistatus and also differ in administration technique. It is good practice to prescribe midazolam oromucosal solution by brand name and express strength in both milligrams and millilitres

Please note an MHRA medicine recall was issued for Epistatus 2.5mg oromuscosal solution, pre-filled syringes on 30th August 2023.

Medicine Supply Notification Number

MSN/2023/086

Links

· SmPCs: Midazolam oromucosal solution

· BNFc: Repeated or cluster seizures, prolonged seizures, and status epilepticus

· BNF Midazolam

· Patient Information Leaflet: Buccolam

· SmPCs and PILs: generic midazolam oromucosal solution











		SHORTAGE:

Liraglutide (Victoza) 6mg/ml solution for injection

		Anticipated re-supply date: 06.01.25

Actions for prescribers:

A National Patient Safety Alert was issued on the 18 July 2023 for the shortage of GLP1 RA medicines.

Please refer to the National Patient Safety Alert for information and advice on alternatives.







		SHORTAGE:

Methylphenidate prolonged-release tablets 

		Anticipated re-supply date: For Xenidate XL 27mg – 30.11.23

Medicines affected

Medicine

Anticipated re-supply date

Xenidate XL 27mg tablets (Viatris UK Healthcare Ltd)

30 November 2023

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

Supply overview

Xaggitin XL 18mg tablets are out of stock.

Xaggitin XL 36mg tablets are due to go out of stock on 17 November 2023.

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.

Of the modified-release preparations, Delmosart, Xaggitin XL and Xenidate XL tablets have been approved based on bioequivalence data compared to Concerta XL tablets. Thus, these generic brands have been granted replicate marketing authorisation to Concerta XL on the basis that they have satisfied the criteria for equivalent release profile for the reference Concerta XL product.

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

· Extended-release methylphenidate: A review of the pharmacokinetic profiles of available products





		SHORTAGE:

Exenatide (Byetta) 10microgram/0.04ml solution for injection

		Anticipated re-supply date: 04.12.23

Actions for prescribers

A National Patient Safety Alert was issued on the 18 July 2023 for the shortage of GLP1 RA medicines.

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:

Paracetamol Suppositories 





		Anticipated re-supply date: Paracetamol 60mg suppositories -5 April 2024, 

Paracetamol 125mg suppositories -27 May 2024, Paracetamol 250mg suppositories - 3 June 2024.

Actions for prescribers

Where patients have insufficient supplies of paracetamol 125mg to last until the re-supply date, clinicians and pharmacy teams should:

· review patients to determine if this is still the most suitable therapy or whether alternative presentations of paracetamol (e.g., liquid) may be appropriate

· consider prescribing paracetamol 120mg in place of 125mg suppositories during this time

· consider prescribing paracetamol 240mg in place of 250mg suppositories from August; and

· counsel patients regarding the change in strength of the suppositories

Where patients have insufficient supplies of paracetamol 60mg suppositories to last until the re-supply date, and liquid formulation is not suitable, clinicians and pharmacy teams should:

· consider prescribing paracetamol 120mg suppositories to be halved lengthwise (off-label use) to provide a 60mg dose, and ensure the carer is able to carry out this manipulation

· write the prescription clearly to emphasise only half of a 120mg suppository should be administered, with the carer counselled on dosing and administration, and

· if halving a 120mg suppository is not appropriate, consider whether a dose change to 80mg is appropriate, as unlicensed supplies of 80mg suppositories (indicated for use in children from the age of 3 months) may be sourced (see supporting information below).

Consider prescribing unlicensed products only where the alternative approach outlined above is 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), and if the above options are not considered appropriate, advice should be sought from specialists on management options.

Alternatives

Licensed products

The following products remain available:

· Paracetamol 120mg suppositories

· Paracetamol 500mg and 1000mg suppositories (Typharm)

· Paracetamol 240mg suppositories

Unlicensed products

The following unlicensed paracetamol suppositories are available from specialists importers (please note there may be other companies that can also source supplies):

Paracetamol 60mg suppositories

· Alium

· Orifarm

Paracetamol 80mg suppositories

· Mawdsleys

Paracetamol 125mg suppositories

· BAP Pharma

· Mawdsleys

· Orifarm

Paracetamol 250mg suppositories

· BAP Pharma

· Mawdsleys

· Orifarm

Considerations and background

Supply summary

· Paracetamol 60mg suppositories are out of stock until w/c 1st April 2024.

· Paracetamol 125mg suppositories are out of stock until October 2023.

· Paracetamol 240mg suppositories are now in stock.

· Paracetamol 250mg suppositories will be out of stock from August 2023 until October 2023.

Clinical Information

Paracetamol suppositories are licensed for mild to moderate pain and pyrexia in children. The 60 mg suppositories are licensed for use in children aged up to 1 year. The 120mg and 240mg suppositories are licensed for 1 year and over.

The dose difference between paracetamol 120mg and 125mg suppositories and between paracetamol 240mg and 250mg suppositories is negligible in context of the overall dosing schedule. The BNFc has no clinical or licensing concerns if switching between paracetamol 120mg and 125mg or between 240mg and 250mg suppositories.

Halving suppository (off-label use)

Distribution of the active substance is not always uniform in a suppository and there may be a greater concentration of drug in the tip therefore it is advisable to cut the suppository in half lengthwise.

Medicine Supply Notification

MSN/2023/062

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

· BNFc paracetamol

· SmPC paracetamol suppositories





		SHORTAGE:

Lidocaine 1% and 2% with adrenaline 100micrograms/20ml

		Anticipated re-supply date: 

Xylocaine 1% with adrenaline is out of stock with resupply expected in late April 2024.

Xylocaine 2% with adrenaline is out of stock with resupply expected in late May 2024.



Actions for prescribers:

General Practice and other sites that use Xylocaine 1% and 2% with adrenaline 100micrograms/20ml should:

· note the available alternative products (see alternatives); and

· consult the Medicines Information department at their local NHS Trust for advice where required.

Alternatives

Alternative local anaesthetic with adrenaline products

Due to the fixed dose of adrenaline in the alternative products, clinicians should be aware of the risk of administering a larger dose of adrenaline than intended.

Lidocaine 0.5% with adrenaline 1:200,000 10ml ampoule

Supplier – Torbay

Supply – Out of stock. Resupply date end November 2023. Unlicensed product.

Lidocaine 1% with adrenaline 1:200,000 10ml ampoule

Supplier -Torbay.

Supply – Out of stock. Resupply date early December 2023. Unlicensed product.

Lidocaine 2% with adrenaline 1:200,000 10ml ampoule

Supplier – Torbay.

Supply – Out of stock. Resupply date end November 2023. Unlicensed product.

Bupivacaine 0.25% with adrenaline 1:200,000 10ml ampoule

Supplier – Advanz.

Supply – In stock.

Bupivacaine 0.5% with adrenaline 1:200,000 10ml ampoule

Supplier – Advanz.

Supply – In stock.

Lidocaine 1% with adrenaline 1:200,000 injection

Supplier – Specialist Importers.

Supply – Unlicensed product. See below.

Lidocaine 2% with adrenaline 1:200,000 injection

Supplier – Specialist Importers.

Supply – Unlicensed product. See below.

Unlicensed imports

The following specialist importers have confirmed they can source unlicensed lidocaine 1% or 2% with adrenaline 1:200,000 injection. Lead times may vary (please note, there may be other companies that can also source supplies):

· Durbin PLC – 1% and 2%

· Mawdsley’s Unlicensed – 1% and 2%

· Orifarm – 1% and 2%

· Smartway Pharma – 1%

· Target Healthcare – 1% and 2%

Considerations and background

Guidance on 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:

Bisacodyl (Dulcolax) 5mg suppositories

		Anticipated re-supply date:  22.12.23

Actions for prescribers

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 route of administration

· contact your local pharmacy to confirm availability of alternative rectal laxatives, and consider prescribing the alternative if this route is deemed necessary

· when prescribing bisacodyl suppositories for bowel clearance or radiological procedures consult local guidelines or the unit conducting the procedure for use of alternative agent

· consider prescribing unlicensed bisacodyl 5mg suppositories from special-order manufacturers, 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) and

· if the above options are not considered appropriate, advice should be sought from specialists on management options

Alternatives

The following special-order manufacturers have currently confirmed they can manufacturer bisacodyl 5mg suppositories (please note there may be other companies that can also source
supplies):

· Eaststone

· Target

Glycerol 2g (children’s size) suppositories remain available but are unable to support any increased demand.

Relaxit enemas are out of stock without a current resupply date.

Micralax micro enemas remain available but can only partially support any uplift in demand.

Considerations and background

Supporting Information

Bisacodyl is a stimulant laxative. The 5mg suppositories are licensed for use in children aged 4 to 10 years for:

· Treatment of constipation, either chronic or of recent onset, whenever a stimulant laxative is required

· Bowel clearance before surgery or radiological investigation. Replacement of the evacuant enema in all its indications

To note: Bisacodyl 10mg suppositories are licensed for use in children over 10 years of age. They cannot be halved accurately and must not be used in this way.

MSN Number

MSN/2023/099

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: Bisacodyl 5mg suppositories

· BNFC: Constipation

· CKS: Management of constipation in children

· NICE guideline: Constipation in children and young people: diagnosis and management





		SHORTAGE:

 Benzoyl peroxide 3% / Clindamycin 1% (Duac Once Daily) gel 

		Anticipated re-supply date: 1.12.23



Alternatives

The following products for use in people with mild to moderate acne remain available:

· Adapalene 0.1% / benzoyl peroxide 2.5% (Epiduo) gel

· Adapalene 0.3% / benzoyl peroxide 2.5% (Epiduo) gel

· Benzoyl peroxide 5% gel

· Benzoyl peroxide 5% / Clindamycin 1% gel

Links

· Management of acne vulgaris in primary care

· BNF - Benzoyl peroxide with clindamycin

· SmPC - Epiduo

· SmPC - Benzoyl peroxide gel







		SHORTAGE:

Reboxetine (Edronax) 4mg tablets

		Anticipated re-supply date: 17.11.23

Actions for prescribers

Clinicians in primary and secondary care:

· Should not initiate new patients on reboxetine (Edronax) 4mg tablets until the shortage has resolved.

· Use unlicensed imports (see details below) where available until the resupply date

Where an import is not readily available:

· In secondary care, where there are insufficient stocks, request mutual aid, facilitated by Regional Pharmacy Procurement Specialist.

· In primary care, if stock is unavailable, consider referring the patient back to the initiating hospital specialist where stock may still be available. This should be checked before a referral is made.

· If there are insufficient supplies, prescribers in primary and secondary care should consider switching to an alternative antidepressant (with noradrenergic properties) such as lofepramine or venlafaxine, if not contra-indicated or previously tried.

· If stopping or switching to alternative treatment, national guidance on tapering (see below) should be followed, involving the patient so that a shared decision can be reached on the preferred treatment options

Alternatives

Guidance on ordering and prescribing unlicensed imports

The following specialist importer has confirmed they can source unlicensed reboxetine 4mg tablets (please note there may be other companies that can also source supplies):

· Mawdsleys

· Target Healthcare

Considerations and background

Summary

Reboxetine (Edronax) 4mg tablets are out of stock from mid-August until mid-November

Unlicensed imported stock is available.

If local stock holding, imported stock and mutual aid cannot meet anticipated demand until the re-supply date, alternative antidepressants with noradrenergic properties should be considered.

Supporting information

Reboxetine, a noradrenaline reuptake inhibitor, is licensed for the acute treatment of depressive illness/major depression and for maintaining clinical improvement in patients initially responding to treatment.

Stopping medication

If it is considered appropriate to stop antidepressants, the Royal College of Psychiatrists have issued guidance on stopping antidepressants (see link below).

Medicine Supply Notification Number

MSN/2023/073

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: Reboxetine

· SmPC: Edronax 4mg Tablets

· NICE (NG15): Medicines associated with dependence or withdrawal symptoms: safe prescribing and withdrawal management for adults

· Stopping Antidepressants; Royal College of Psychiatrists





		SHORTAGE:

Acetazolamide (Diamox SR) 250mg modified-release capsules

		Anticipated re-supply date: 29.12.23

Actions for prescribers

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:

Betamethasone valerate 0.1% cream and 0.1% ointment 

		Anticipated re-supply date: 26.01.24

Actions for prescribers

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 late January 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:

Hydrocortisone 0.1% cream

		Anticipated re-supply date: 26.01.24

Alternatives

Hydrocortisone 1% cream remains available.

Considerations and background

Supporting Information

Clinical Information

The Dermacort SmPC states that clinical studies have confirmed that 0.1% Dermacort is equivalent to 1.0% hydrocortisone cream BP/BPC.

Both 0.1% and 1.0% hydrocortisone are classed as mildly potent topical corticosteroids. Potency of a topical corticosteroid preparation is a result of the formulation as well as the corticosteroid.

Links

· SmPC Dermacort Hydrocortisone Cream

· SmPC Hydrocortisone cream

· BNF Topical corticosteroids





		DISCONTINUATION:

Oxybutynin 3mg tablets 

		Discontinuation date: 26.10.23

Actions for prescribers

Actions

Prescribers should review patients to determine if this is the most suitable therapy and where appropriate consider prescribing an alternative oral oxybutynin presentation (see Alternatives).

Alternatives

The following oral oxybutynin presentations remain available:

· Oxybutynin 2.5mg tablets

· Oxybutynin 5mg tablets

· Oxybutynin 5mg modified release tablets

· Oxybutynin 10mg modified release tablets

· Oxybutynin 2.5mg/5ml oral solution

· Oxybutynin 5mg/5ml oral solution

Links

· BNF - Oxybutynin Hydrochloride

· BNFc - Nocturnal enuresis in children

· SmPC - Oxybutynin





		SHORTAGE:

Lamotrigine 5mg dispersible tablets

		Anticipated re-supply date: 16.02.24

Actions for prescribers

Clinicians should:

Primary Care / Secondary Care:

· review patients to ascertain who should be prioritised for any remaining stock of lamotrigine 5mg dispersible tablets, including those who have an intolerance to excipients in the suspension, or who would have difficulty measuring out a dose of the suspension

· consider prescribing unlicensed lamotrigine 5mg/5ml or 25mg/5ml oral suspension, available from Specials manufacturers (see Supporting information below), ensuring patients/carers are counselled on the dose/volume required

· if the above-mentioned options are not appropriate, consider prescribing unlicensed lamotrigine 5mg dispersible tablets. 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)

· reassure patients that whatever they are switched to, they are receiving the same drug at the same dose, and to report any side effects or loss of seizure control, after the switch and

· if none of above are considered appropriate, advice should be sought from specialists on management options

Secondary Care only:

· where there is insufficient stock, and where clinical judgement determines that a patient should remain on a particular manufacturer’s product, liaise with pharmacy to request mutual aid, facilitated by their Regional Pharmacy Procurement Specialist

Alternatives

Licensed products

Limited stock of branded lamotrigine (Lamictal) 5mg dispersible tablets remain available, these should be used for priority patients as specified above.

‘Specials’

The following Specials manufacturers have currently confirmed they can manufacturer lamotrigine 5mg/5ml and 25mg/5ml oral suspension (please note, there may be other companies that can also manufacture):

· Eaststone

· Lexon

· Nova

· Rokshaw Laboratories

Unlicensed imports

Lamotrigine 5mg dispersible/chewable tablets are available from Mawdsley’s, lead times may vary (please note there may be other companies that can also source supplies)

Considerations and background

Summary

· Generic lamotrigine 5mg dispersible tablets are out of stock until mid-February 2024

· Branded lamotrigine (Lamictal) 2mg and 5mg dispersible tablets remain available but cannot fully support the gap in the market

· A number of Specials manufacturers are able to produce unlicensed lamotrigine 5mg/5ml and 25mg/5ml oral suspension (including sugar-free formulations)

· Where the above options are not suitable, unlicensed supplies of lamotrigine (Lamictal) 5mg dispersible tablets may be sourced, lead times vary

Supporting information

Lamotrigine is licensed for the treatment of epilepsy and prevention of depressive episodes in patients with bipolar disorder. It is a category 2 antiepileptic drug so the need for continued supply of a particular manufacturer’s product should be based on clinical judgement and consultation with patient and/or carer, taking into account factors such as seizure frequency and treatment history, as well as patient/carer-related factors, including their negative perceptions about alternative products.

The dispersible tablets may be chewed or dispersed in a small volume of water or swallowed whole with a little water. The administration of partial quantities of the dispersible tablets is not recommended. The standard tablets are not available in low strengths.

Medicine Supply Notification Number

MSN/2023/100

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 - Lamotrigine 5mg dispersible tablets

· SmPC - Lamictal® dispersible tablets









		SHORTAGE:

Minoxidil 2.5mg tablets

		Anticipated re-supply date: 30.11.23

Actions for prescribers

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

Limited supplies of minoxidil 2.5mg tablets from Pfizer ltd remain available.

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.

Links

· SmPC: Minoxidil 2.5mg tablets

· SmPC: Minoxidil 5mg tablets (Roma Pharmaceutical Ltd)

· SmPC: Minoxidil 5mg tablets (Pfizer Ltd)

· BNF: Treatment Summary









		SHORTAGE:

Pethidine 50mg tablets 

		Anticipated re-supply date: 05.01.24

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:

Norditropin (somatropin) Flexpro 10mg/1.5ml, 15mg/1.5ml and Norditropin (somatropin) NordiFlex 5mg/1.5ml, 10mg/1.5ml and 15mg/1.5ml solution

		Anticipated re-supply date: 3.11.23

Actions for prescribers

Actions for GP surgeries:

GP surgeries who prescribe Norditropin should:

· proactively identify all patients on these products and refer them to their specialist prescribing centre for review and switching to Omnitrope

Alternatives

Omnitrope (somatropin) 5mg/1.5ml, 10mg/1.5ml and 15mg/1.5ml solution for injection cartridges remain available and will be able to support a full increase in demand during this time

If Omnitrope® is not an appropriate alternative, other products containing somatropin remain available however switching to these alternatives may involve switching formulation and dosing regimen so clinicians and providers should ensure the patients and their carer are counselled appropriately on the new formulation and dose.

Considerations and background

Supply Overview

· Norditropin (somatropin) Flexpro 5mg, 10mg and 15mg pens will be in limited supply until further notice.

· Norditropin (somatropin) NordiFlex 5mg, 10mg and 15mg pens will be out of stock for the remainder of 2023.

· Omnitrope (somatropin) 5mg/1.5ml, 10mg/1.5ml and 15mg/1.5ml solution for injection cartridges remain available and will be able to support a full increase in demand during this time

· Sciensus and Alcura have the capacity to offer virtual device training for all switched patients.

· Other alternative somatropin products remain available but may require a change in formulation and/or dosing regimen.

Clinical Information

Both Norditropin and Omnitrope contain somatropin, therefore no change in clinical monitoring requirements is anticipated following a switch. Omnitrope cartridges are administered with the SurePal injection device. There are three types of SurePal for use with the three strengths of cartridges (5 mg, 10 mg and 15 mg). Clinicians and providers should ensure that patients and their carers are counselled on use of the new device.

Medicines Supply Notification Number

MSN/2023/001U

Links

· SmPC Norditropin

· SmPC Omnitrope

· BNF Somatropin









		SHORTAGE:

Disopyramide 100mg capsules 

		Anticipated re-supply date: 15.12.23

Actions for prescribers

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

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

 

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:

Testosterone enantate 250mg/ml solution for injection ampoules

		Anticipated re-supply date: 08.12.23

Actions for prescribers

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:

· review patients to determine if this is still the most suitable therapy;

· consider prescribing Sustanon, ensuring that the patient is not intolerant to any of the excipients (see Supporting Information below); and

· if the above options are not considered appropriate, advice should be sought from specialists on management options.

Alternatives

Sustanon 250mg/ml solution for injection ampoules contain a mix of testosterone propionate, phenylpropionate, isocaproate, decanoate remain available and can support increased demand during this period.

Considerations and background

Supporting Information

Licensed use:

Sustanon contains a mixture of testosterone salts decanoate, isocaproate, phenylpropionate and propionate. Sustanon   and testosterone enantate are both licensed for testosterone replacement therapy for male hypogonadism when testosterone deficiency has been confirmed by clinical features and biochemical tests.

Switching products

Sustanon is contra-indicated in patients with allergy to peanuts or soya as it contains arachis oil. The allergy status of patients should be confirmed before initiating treatment with Sustanon. Sustanon  is administered by deep intramuscular injection, whereas testosterone enantate is administered by intramuscular injection.

Medicine Supply Notification

MSN/2023/097

Links

· BNF Testosterone enantate

· BNF testosterone propionate, phenylpropionate, isocaproate, decanoate

· SmPC Testosterone enantate

· SmPC Sustanon







		SHORTAGE:

Vokanamet (Canagliflozin 50mg / Metformin 1g tablets) 

		Anticipated re-supply date: 17.05.24

Actions for prescribers

Use alternative strength combination product when available. Note: a new prescription will be required to do this.

When the alternative combination product is not available, individual constituents will need to be prescribed separately

Alternatives

Parallel Imports

Limited stock of canagliflozin 50mg / metformin 1g (Vokanamet) tablets remain available, however this is likely to be exhausted before the expected resupply date.

Licenced alternatives

Canagliflozin 50mg / Metformin 850mg (Vokanamet) tablets remain available, although there is insufficient volume to cover the entire shortage period if used as the sole alternative to the Canagliflozin 50mg/ Metformin 1g tablets.

Canagliflozin 100mg and 300mg tablets remain available and there is sufficient volume to cover the shortage period.

Metformin tablets of all strengths remain available.

Links

· SmPC: Canagliflozin / Metformin tablets

· SmPC: Canagliflozin tablets

· BNF: Type 2 Diabetes treatment summary







		DISCONTINUATION:

Pancrease HL gastro-resistant capsules

		Discontinuation date: 10.11.23

Actions for prescribers:

Clinicians/prescribers should review patients currently prescribed Pancrease HL capsules and prescribe an alternative high strength pancreatin preparation, titrating dose according to symptoms, and ensuring patient is not intolerant to any of the excipients (See Supporting Information below).

Alternatives

Table 1: High strength pancreatin preparations enzyme content

		Product

		Protease units

		Amylase units

		Lipase units



		Pancrease HL capsule

		1250

		22500

		25000



		Creon 25,000 capsule

		1000

		18000

		25000



		Nutrizyme 22 capsule

		1100

		19800

		22000





Considerations and background

Summary

· Pancrease HL gastro-resistant capsules are being discontinued with stock expected to be exhausted by mid-November 2023

· Alternative high strength pancreatin preparations remain available and will be able to support increased demand

Supporting Information

Pancrease HL gastro-resistant capsules is a high strength pancreatin preparation licensed for exocrine pancreatic enzyme deficiency as in cystic fibrosis, chronic pancreatitis, post pancreatectomy, post gastro-intestinal bypass surgery (eg Billroth II gastroenterostomy), and ductal obstruction from neoplasm (eg of the pancreas or common bile duct).

Alternative high strength preparations include Creon 25,000 and Nutrizyme 22. The preparations differ slightly in the levels of enzymes (see Table 1). Prescribers may need to re-titrate the dose according to symptoms of maldigestion and malabsorption, as well as ensure there is no intolerance to excipients. Of note, Nutrizym 22 contains castor oil which may cause cause stomach upset and diarrhoea.

Links

· SmPC - Pancrease HL Capsules

· SmPC – Creon 25,000 capsule

· SmPC – Nutrizyme 22 capsule

· BNF - Pancreatin

· BNF- Exocrine pancreatic insufficiency

· Cystic Fibrosis Trust - Pancreatic enzyme supplement and cystic fibrosis





		SHORTAGE:

Azithromycin (Azyter) 15mg/g eye drops (0.25g unit dose, preservative free)

		Anticipated re-supply date: 10.11.23

Actions for prescribers:

Pharmacy, in consultation with clinicians/prescribers, should:

· reserve existing stock of azithromycin (Azyter®)15mg/g eye drops for the treatment of trachomatous conjunctivitis

· where alternative antibiotics are unsuitable, suppliers of unlicenced imports of azithromycin 15mg/g eye drops (0.25g unit dose, preservative free have been identified and orders can be placed through them. Note: consider lead times for delivery; (see Supporting Information) and

·  if the above options are not suitable, refer to genito-urinary medicine specialists for advice on alternative treatments (see Supporting Information)

· for the treatment of purulent bacterial conjunctivitis or blepharitis, prescribers should consider an alternative antibiotic in line with local guidelines, ensuring patient is not intolerant to any excipients in the product prescribed

Alternatives

· Alternative topical and oral antibiotics remain available

· The following specialist importers have confirmed they can source unlicensed azithromycin (Azyter) 15mg/g eye drops 0.25g unit dose preservative free (please note there may be other companies that can also source supplies):

· Mawdsleys

· Smartway

Considerations and background

Summary

· Azithromycin (Azyter) 15mg/g eye drops are out of stock from mid-October to mid-November 2023

· Alternative topical and oral antibiotics remain available

· Where alternative antibiotics are unsuitable, unlicenced imports of azithromycin 15mg/g eye drops (0.25g unit dose, preservative free) can been sourced

Supporting Information

Azithromycin eye drops are licensed for the treatment of purulent bacterial conjunctivitis and trachomatous conjunctivitis caused by Chlamydia trachomatis in children (aged from birth to 17 years) and adults. One drop is administered in the conjunctival fornix twice a day for three days. It is also used off-label for the second line treatment of blepharitis.

Treatment regimens for trachomatous conjunctivitis may comprise a combination of azithromycin eye drops and an oral antibiotic. Second line treatment option involves use of another oral antibiotic regimen, either as monotherapy, or in combination with the drops. The management of sexually transmitted eye infections should be carried out in conjunction with genito-urinary medicine specialists

For purulent bacterial conjunctivitis and blepharitis, treatment guidelines recommend a number of alternative topical and/or systemic antibiotics.

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

· CKS: Conjunctivitis - infective

· CKS: Management of blepharitis

· BNFC: Eye infections in neonates

· College of Optometrists Guideline: Conjunctivitis, Chlamydial

· College of Optometrists Guideline: Blepharitis

· College of Optometrists Guideline: Conjunctivitis (bacterial)

· College of Optometrists Guideline:Ophthalmia neonatorum









		SHORTAGE:

Capsaicin 0.075% (Axsain) and 0.025% (Zacin) cream 

		Anticipated re-supply date: 06.01.25

Actions for prescribers:

Where patients have insufficient supplies to last until the resupply dates, prescribers should:

· refer to local and national treatment guidelines for choice of an alternative agent, taking into account treatments already tried, and reasons for being on a topical agent (see clinical information below); and

· where topical capsaicin is still considered the most suitable therapy, consider prescribing unlicensed products where appropriate. Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate time frames as lead times may vary (see alternatives below).

Alternatives

The following specialist importers have confirmed they can source unlicensed capsaicin 0.025% and 0.075% cream (please note there may be other companies that can also source supplies and lead times may vary):

· Target Healthcare

Considerations and background

Clinical Information

Axsain (capsaicin 0.075% cream) is licensed for the symptomatic relief of neuralgia associated with and following Herpes Zoster infections (post-herpetic neuralgia) after open skin lesions have healed, and the symptomatic management of painful diabetic peripheral polyneuropathy.

Zacin (capsaicin 0.025% cream) is licensed for the symptomatic relief of pain associated with osteoarthritis.

Neuropathic pain

NICE guidance recommends oral therapies such as amitriptyline, duloxetine, gabapentin or pregabalin as initial treatment for neuropathic pain in the non-specialist settings; if the initial treatment is not effective or is not tolerated, one of the remaining three drugs should be offered, and switching again if the second and third drugs tried are also not effective or not tolerated. Use of capsaicin cream is supported as an option for people with localised neuropathic pain who wish to avoid, or who cannot tolerate, oral treatments.

Osteoarthritis

NICE guidance notes that there was some evidence showing that topical capsaicin reduces pain in knee osteoarthritis, but not hand osteoarthritis, and it has minimal adverse events. However, it is more expensive and topical NSAIDs were considered a better option. If topical medicines are ineffective or unsuitable, an oral NSAID is recommended, taking into account potential gastrointestinal, renal, liver and cardiovascular toxicity, and any risk factors the person may have, including age, pregnancy, current medication and comorbidities. Paracetamol or weak opioids are not recommended unless they are only used infrequently for short-term pain relief and all other pharmacological treatments are contraindicated, not tolerated or ineffective.

Please refer to the links below for further information

Guidance on 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/2022/028

Links

· BNF Capsaicin

· SmPC Capsaicin cream

· BNF Neuropathic pain

· BNF Osteoarthritis

· NICE guideline [NG226]: Osteoarthritis

· NICE Clinical guideline [CG173]: Neuropathic pain







		All Serious Shortage Protocols (SPP’s) can be found:

https://www.nhsbsa.nhs.uk/pharmacies-gp-practices-and-appliance-contractors/serious-shortage-protocols-ssps

[bookmark: _Hlk109130658]Shortage update taken from SPS Medicines Supply Toolkit on 13th November 2023. 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.








