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Kent and Medway ICB Updates


[bookmark: OTC][bookmark: _Hlk142922687]Reducing the cost of OTC Prescriptions and
freeing up Practice and Pharmacy time

NHS Kent and Medway spent £18million on medicines that should have been purchased over-the-counter (OTC) medicine in the past year.
As you are aware, NHS England has published guidance on reducing the amount of OTC medication provided on prescription. 

To help implement this guidance consistently across the county, the ICB’s medicines optimisation team has prepared a briefing and position statement (attached) and set up an OTC phone line (details found in the briefing statement).

The briefing document outlines several resources to help reduce this cost, including a support line for patient or prescriber queries, and patient messaging. The position statement clarifies under which limited circumstances a patient should be eligible for an OTC prescription.  

Posters and digital screen displays can be found on the following link under over-the-counter medicines campaign https://www.kentandmedway.icb.nhs.uk/your-health/local-services/general-practice-services/general-practice-communication-and-engagement-resources 

By helping to support this piece of work, you will help reduce the cost to the NHS and free up practice and pharmacy time that would otherwise be spent processing OTC prescriptions. 



        

[bookmark: B12][bookmark: _Hlk142922739]Vitamin B12 Prescribing
in Kent and Medway

We would like to advise practices that NHS Kent and Medway does not support the prescribing of oral cyanocobalamin tablets. 

There is no evidence to support prescribing at low doses e.g. 50micrograms to 150micrograms and only very limited evidence for the use of oral cyanocobalamin 1mg or 2mg daily dose. 

For Vitamin B12 deficiency anaemia, NHS Kent and Medway supports the use of IM hydroxocobalamin injections. 

IM hydroxocobalamin remains the most cost-effective option based on clinical efficacy supported by evidence and should be the preferred choice for treatment.

Recommendations: 
· No new patients should be prescribed 50microgram or 100microgram tablets.
· For diet-related, asymptomatic cases with borderline vitamin B12 result (150-200ng/L), patients should be advised to purchase oral cyanocobalamin 50microgram tablets over the counter. 
· For diagnosed deficiency or symptomatic cases needing treatment then patients should be prescribed IM hydroxocobalamin, in preference to oral cyanocobalamin. 
Please consider reviewing existing patients on oral cyanocobalamin and following the above advice. 

For more information, please see the position statement. 





[bookmark: Article2][bookmark: _Hlk142922702][bookmark: Carehomes]Care Homes Best Practice Guidance
in Kent and Medway

This a reminder that the integrated Care Team has developed several Medicines Management Best Practice Guidance (BPG) for use within care homes across Kent and Medway. The Best practice guidance aims to support care home staff to deliver safe and effective medicines management to residents within care homes.
These are available on the EK, MS formularies, Medway Council Portal, DGS, and WK Doris websites.

If you require any help or support or have any questions, please email the following address:
KMCCG.ICMOPharmacyteam@nhs.net

Links for Best Practice Guidance (BPG) 
East Kent: Care home resources (eastkentformulary.nhs.uk)

DGS: https://www.dgsdvhformulary.nhs.uk/kent-and-medway-guidance/miscellaneous/care-homes-best-practice-guidance/

DGS: available on DORIS too

MS: Care Home Best Practice Guidance (medwayswaleformulary.co.uk)

Medway council: https://www.careportal.medway.gov.uk/Article/111170

West Kent: Care Home Best Practice Guidance (formularywkccgmtw.co.uk)
[bookmark: _Hlk142922719][bookmark: Asthma]Asthma training/engagement sessions


The KMICB Respiratory team are keen to share the Kent and Medway Adult and Paediatric Asthma guidelines and would like to invite you to an engagement session. We are running two sessions: 

-	Wednesday 6th September 1pm-2pm (aimed at Practice Nurses, paramedics, pharmacists, ANPs, HCAs and other Health Care professionals)
-	Tuesday 12th September 7.30pm-8.30pm (aimed at GPs)

Please circulate to appropriate members of your teams. Individuals can join either session. The evening session is aimed at GPs due to clinics during the day. 

Our Respiratory Consultant Colleagues Dr Bansoy and Dr Singham will be present to lead the sessions and answer any clinical questions related to guidelines or other respiratory focused questions. 

We are looking forward to receiving your comments, ideas, concerns, expectations, and ways we can implement this in primary care to ensure the guidelines are utilised in practice in the best way possible 

Please see meeting flyer attached which contains details on how to register for the meeting. 



[bookmark: Lipid]Webinar on Lipids Management


The Kent and Medway Medicines Optimisation Team would like to invite all colleagues to an education event on: A Practical Guide to Lipids Management. 
The session will be lead and hosted by: Kent Surrey Sussex Academic Health Science Network
Guest Speakers:
Dr Richard Blakey: GPSI Cardiology, CVD Lead Kent Surrey & Sussex Academic Health Science Network (KSS AHSN), CVD (hypertension) Clinical lead, NHS Sussex
Dr Kate Shipman: Consultant Chemical Pathologist, University Hospitals Sussex
Jen Bayly: Clinical Project Advisor for the CVD Prevention Programme at KSS AHSN
 
This event is open to all colleagues in all areas.

Webinar content:
1.        Launch of the new KSS lipid clinic referral form on all GP systems via Ardens
2.        KSS Data for ICBs and PCNs (open prescribing data and CVD Prevent Audit)
3.        New QOF indicators for cholesterol secondary prevention (CHOL001 and CHOL002)
4.        Lipid Management – a practical guide and patient case examples
5.        Implementing Inclisiran – clinical and operational overview
6.        Education and training opportunities, resources and patient information
7.        Q&A session

Date and Time:
Monday 18 September 1-2pm or Tuesday 31 October 1-2pm
(note both sessions will be the same content, so you only need to register and attend one session)
 
Please register via Eventbrite to attend one of the sessions through this link – A Practical Guide to Lipids Management Tickets, Multiple Dates | Eventbrite
 
Please note: For those who will not be able to join or have clinical commitments on these dates, the webinar will be recorded and made available with any resources used after the session.

For more information, please contact CVD Central Team, KSS AHSN (kssahsn.cvdprevention@nhs.net) and see attached poster.
 

	










National Updates




[bookmark: NatPSA][bookmark: _Hlk143006490][bookmark: _Hlk143006532]National Patient Safety Alert (NatPSA) 
Potent Synthetic Opioids implicated in Heroin overdoses and deaths

              
In the past 8 weeks there has been an elevated number of overdoses (with some deaths) in people who use drugs, primarily heroin, in many parts of the country (reports are geographically widespread, with most regions affected but only a few cities or towns in each region).

Testing in some of these cases has found nitazenes, a group of potent synthetic opioids. Nitazenes have been identified previously in this country, but their use has been more common in the USA. Their potency and toxicity are uncertain but perhaps similar to, or more than fentanyl, which is about 100x morphine.

Further information can be found at CAS-ViewAlert (mhra.gov.uk)




[bookmark: AAIs][bookmark: _Hlk142572254]MHRA guidance 
Adrenaline auto-injectors (AAIs)


MHRA have produced resources to ensure that all patients are provided with the correct advice on how to treat an allergic emergency. Please audit all patients that have had an AAI in the last 2 years and provide them with an AccuRx message that reads ““It is important you know how to treat an allergic emergency. Please watch the video link for most recent guidance https://youtu.be/4vNR5N1-iBw”

Please ensure:
· All patients are prescribed 2 Adrenaline Autoinjectors (AAI) at a time.
· When initiating an AAI ensure the patient is provided with the video resource https://youtu.be/4vNR5N1-iBw 
· If a patient suspects they may be experiencing an anaphylactic reaction they should use their AAI and then dial 999 and say they are in “anaphylaxis”
· The patient should then lie down, and only rise to sitting if they feel breathless, and then return to a lying position as soon as they can.
· They should not stand under any circumstances, and await emergency help.
To ensure all patients are aware of the latest guidance please audit your current patient list using the search below and send an AccuRx message as detailed.  If the patient does not provide a mobile telephone number, then please use the attach template letter as a guide for paper communication. It may also be useful for all staff in the practice to familiarise themselves with the video.


[bookmark: _MON_1751348289]	

[bookmark: _Hlk142922456][bookmark: MHRA]MHRA Drug Safety Update
August 2023


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 July 2023 Drug Safety Update includes:
Hyoscine hydrobromide patches (Scopoderm 1.5mg Patch or Scopoderm TTS Patch): risk of anticholinergic side effects, including hyperthermia - GOV.UK (www.gov.uk)
There have been a small number of reports of serious and life-threatening anticholinergic side effects associated with hyoscine hydrobromide patches, particularly when used outside the licence. Healthcare professionals, patients, parents and carers should be aware of the signs and symptoms of serious side effects and the need to seek medical help if they occur. Please see the full drug safety update here for advice for healthcare professionals and advice that healthcare professionals can provide to patients, parents and carers.

Codeine linctus: public consultation on the proposal to reclassify to a prescription-only medicine - GOV.UK (www.gov.uk)
The MHRA have launched a public consultation on the proposal to reclassify codeine linctus to a prescription-only medicine.

Letters and medicine recalls sent to healthcare professionals in June 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: MedRecalls]Medicine Recalls


Class 2 Medicines Recall: Tillomed Laboratories Limited, Labetalol 200mg Tablets, EL(23)A/23

Class 2 Medicines Recall: Tillomed Laboratories Limited, Labetalol 200mg Tablets, EL(23)A/23 - GOV.UK (www.gov.uk)


Class 4 Medicines Notification, Cipla (UK) Limited and Pharmathen S.A., Various Products, EL(23)A24

Class 4 Medicines Notification, Cipla (UK) Limited and Pharmathen S.A., Various Products, EL(23)A24 - GOV.UK (www.gov.uk)

Class 2 Medicines Recall: Aventis Pharma Limited (t/a Sanofi), Sabril 500 mg film-coated tablets & Sabril 500 mg granules for oral solution, EL(23)A/25

Class 2 Medicines Recall: Aventis Pharma Limited (t/a Sanofi), Sabril 500 mg film-coated tablets & Sabril 500 mg granules for oral solution, EL(23)A/25 - GOV.UK (www.gov.uk)

Class 2 Medicines Recall: medac GmbH (t/a medac Pharma LLP), Sodiofolin 50 mg/ml solution for injection/infusion (400mg/8ml vial), EL (23)A/26

Class 2 Medicines Recall: medac GmbH (t/a medac Pharma LLP), Sodiofolin 50 mg/ml solution for injection/infusion (400mg/8ml vial), EL (23)A/26 - GOV.UK (www.gov.uk)

Class 2 Medicines Recall: B. Braun Medical Ltd, Various Products, EL(23)A/27

Class 2 Medicines Recall: B. Braun Medical Ltd, Various Products, EL(23)A/27 - GOV.UK (www.gov.uk)


[bookmark: Shortages][bookmark: _Hlk142922839]Shortages Summary

Please find the medicines shortages update (up until 14th August 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.

	
[bookmark: _Hlk142922864][bookmark: NICE]NICE News August 2023

Please find NICE News for August 2023 link:


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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NHS Kent & Medway OTC Briefing Statement .pdf
NHS

Kent and Medway

Briefing statement on over the counter (OTC) medicines for prescribers

In 2022/23, NHS Kent and Medway spent more than £18million on medications for self-limiting, short-term
illnesses and minor conditions that could potentially be bought over the counter.

NHS Kent and Medway is committed to delivering the best value to patients by ensuring we use our
resources well. Therefore, to help to support implementation and ensure cost effective, evidence-based use
of medicines, NHS Kent and Medway Integrated Medicines Optimisation Committee has issued the
following statement.

Prescribing of items available OTC for self-care is NOT supported.

This is in line with the NHS England quidelines for conditions for which over-the-counter items should not
routinely be prescribed in primary care.

We appreciate your support in adopting this guidance and request patients are empowered to self-care for
minor conditions, encouraging them to buy medicines where appropriate. This will help reduce the
medicalisation of minor ailments, educate patients and free up scarce resources to be used more
appropriately and ultimately, reduce pressures on your practice.

NHS England has previously written to all GP practices and ICB’s to provide reassurance to prescribers,
stating that where a prescriber decides, in line with local and/or national guidance, not to provide a
prescription for an OTC medicine, practices will not be deemed to be in breach of their contract.

We have been working with the LPC (Local Pharmaceutical Committee) and our acute trust partners to
ensure consistent messaging to patients from other health care professionals on the provision of OTC
medicines.

To support the implementation of the NHS England guidance, NHS Kent and Medway has the following
resources to be used:

¢ NHS Kent and Medway Position Statement on the prescribing of OTC medicines.
e Posters and digital screen images for display in practices and community pharmacies.
¢ A dedicated medicines support line for both clinicians and residents

Phone Number - 01634 335095 option 3 then option 2 — Open Monday to Friday 9am to 5pm

Your practice may also wish to consider signposting patients to the Community Pharmacy via the
Consultation Service (CPCS) for self-care guidance. More information and training on this service can be
provided at your request.

There may be occasions where a prescriber may choose to issue a one-off prescription because a patient
does not have the means to purchase the treatment they require. It is recommended that an acute
prescription with a small quantity of medicine to treat the current condition is issued. Patients should be
advised to purchase further supplies.

Thank you for your support and cooperation in this matter. Comments and queries can be sent by email to
kmicb.medicinesoptimisation@nhs.net.

0O

www.kentandmedwayicb.nhs.uk

Together, we can



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

mailto:kmicb.medicinesoptimisation@nhs.net
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NHS Kent & Medway OTC Position Statement.pdf
NHS

Kent and Medway

Position statement on the prescribing of medicines available to purchase
over the counter for self-limiting and minor health conditions

In March 2018, NHS England issued guidance for conditions for which over the counter items
should not routinely be prescribed in primary care.

To support the implementation of the guidance the NHS Kent and Medway Integrated Medicines
Optimisation Committee has issued the following:

Prescribing of items available over the counter (OTC) for self-care is NOT supported.

This is because these conditions are:
e considered to be self-limiting and so do not need treatment as they will heal or be cured of
their own accord.
e considered to lend itself to self-care i.e., the person does not normally need to seek medical
advice and can manage the condition by purchasing OTC items directly.

OTC items included:

e can be purchased over the counter, sometimes at a lower cost than that which would be
incurred by the NHS.
e there is little evidence of clinical effectiveness.

Additionally, the routine prescribing of vitamins, minerals and probiotics is also NOT supported due
to limited robust evidence of clinical effectiveness.

Inclusion Criteria

The following self-limiting, short-term ilinesses and minor condition are included in NHS England
guidance and should therefore not be issued with a prescription:

Acute Sore Throat Infant Colic Mouth ulcers
Conjunctivitis Infrequent Constipation Nappy Rash
* Coughs and colds and nasal | Infrequent Migraine Oral Thrush
congestion
Cradle cap (seborrhoeic Infrequent cold sores of the lip | Prevention of dental caries
dermatitis — infants
Dandruff Insect bites and sting_js Probiotics
Diarrhoea (Adults) Mild Acne Ringworm/Athletes foot
Dry Eyes/Sore tired Eyes Mild Cystitis Sun Protection
Earwax Mild Dry Skin/Sunburn Teething/MiId toothache
Excessive sweating Mild contact dermatitis Threadworms
(Hyperhidrosis)
Haemorrhoids Mild to Moderate Hay Travel Sickness
fever/AIIergic Rhinitis
Head Lice Minor burns and scalds Vitamins and minerals
Indigestion and Heartburn Minor conditions associated Warts and Verrucae
with pain, discomfort
and/fever. (e.g. aches and
sprains, headache, period
pain)

©0OCOOD

www.kentandmedwayicb.nhs.uk

Together, we can





Exceptions to the guidance

This guidance applies to all patients, including those who would be exempt from paying
prescription charges, unless they fall under certain exceptions.

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

» Patients prescribed an OTC treatment for a long-term condition (e.g. regular pain relief for
chronic arthritis or treatments for inflammatory bowel disease).

* For the treatment of more complex forms of minor illnesses (e.g. severe migraines that are
unresponsive to over the counter medicines).

* For those patients that have symptoms that suggest the condition is not minor (i.e. those
with red flag symptoms for example indigestion with very bad pain.)

* Treatment for complex patients (e.g., immunosuppressed patients).

+ Patients prescribed OTC products to treat an adverse effect or symptom of a more complex
illness and/or prescription only medications should continue to have these products
prescribed on the NHS.

+ Circumstances where the product licence does not allow the product to be sold over the
counter to certain groups of patients. This may vary by medicine, but could include babies,
children and/or women who are pregnant or breast-feeding. Community pharmacists will be
aware of what these are and can advise accordingly.

» Patients with a minor condition suitable for self-care that has not responded sufficiently to
treatment with an OTC product.

The list above is not exhaustive and requires prescribers to use their professional and clinical
judgement as to whether prescribing is necessary.

In addition, more specific exceptions are included under the relevant item and/or condition in the
NHS England guidelines.

Patient information

Information for patients is available at: Why can't | get a prescription for an over the counter
medicine? - NHS (www.nhs.uk)

References

NHS England » Guidance on conditions for which over the counter items should not routinely be
prescribed in primary care. March 2018




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

https://www.nhs.uk/common-health-questions/medicines/why-cant-i-get-prescription-over-counter-medicine/

https://www.nhs.uk/common-health-questions/medicines/why-cant-i-get-prescription-over-counter-medicine/

https://www.england.nhs.uk/medicines-2/conditions-for-which-over-the-counter-items-should-not-routinely-be-prescribed/

https://www.england.nhs.uk/medicines-2/conditions-for-which-over-the-counter-items-should-not-routinely-be-prescribed/




image6.emf
Vitamin B12  position statement.pdf
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NHS'

Kent and Medway

Kent and Medway ICB Vitamin B12 Position Statement

Kent and Medway ICB does not support the prescribing of oral
cyanocobalamin tablets.

For Vitamin B12 deficiency anaemia, NHS Kent and Medway supports the
use of IM hydroxocobalamin injections.

Recommendations:

e No new patients should be prescribed 50mcg or 100mcg tablets.

o For diet-related, asymptomatic cases with borderline vitamin B12 result
(150-200ng/L), patients should be advised to purchase oral
cyanocobalamin 50microgram tablets over the counter.

¢ For diagnosed deficiency or symptomatic cases needing treatment
then patients should be prescribed IM hydroxocobalamin, in preference
to oral cyanocobalamin.

The British Society for Haematology (BSH) guidance on Vitamin B12 replacement during the
COVID-19 pandemic’ provides advice on options to consider when patients are unable to attend
for IM hydroxocobalamin injections only.

NICE CKS? provides similar advice and also recommends oral cyanocobalamin 50micrograms to
150micrograms daily for diet-related, asymptomatic cases however there is no evidence to
support prescribing at low doses and only very limited evidence for the use of oral
cyanocobalamin 1mg or 2mg daily dose.>*

IM hydroxocobalamin remains the most cost-effective option based on clinical efficacy
supported by evidence and should be the preferred choice for treatment.

NHS England Guidance on Conditions for which over the counter items should not routinely be
prescribed in primary care: Guidance for CCGs (2018), recommends vitamins to be prescribed only
for medically diagnosed deficiency, including for those patients who may have a lifelong or chronic
condition or have undergone surgery that results in malabsorption. Continuing need should
however be reviewed on a regular basis. Maintenance or preventative treatment is not an exception.

NICE guidance on Vitamin B12 deficiency, including pernicious anaemia: diagnosis and
management® is due to be published November 2023, at which time this position statement will be
reviewed.

References

1. British Society for Haematology guidance on Vitamin B12 replacement during the COVID-19 pandemic.
2020. bsh-guidance-b12-replacement-covid-1924042020finalversion2020-4-3.pdf (b-s-h.org.uk)

2. NICE CKS. Management of anaemia — vitamin B12 and folate deficiency. 2019. Scenario: Management |
Management | Anaemia - B12 and folate deficiency | CKS | NICE

3. Devalia et al. Guidelines for the diagnosis and treatment of cobalamin and folate disorders. 2014. Guidelines
for the diagnosis and treatment of cobalamin and folate disorders - Devalia - 2014 - British Journal of
Haematology - Wiley Online Library

4. Vidal-Alaball et al. Oral vitamin B12 versus intramuscular vitamin B12 for vitamin B12 deficiency. 2016. Oral
vitamin B12 versus intramuscular vitamin B12 for vitamin B12 deficiency - PMC (nih.gov)

Approved By: IMOC
Approval Date: July 2023
Review Date: July 2025



https://b-s-h.org.uk/media/18259/bsh-guidance-b12-replacement-covid-1924042020finalversion2020-4-3.pdf

https://cks.nice.org.uk/topics/anaemia-b12-folate-deficiency/management/management/

https://cks.nice.org.uk/topics/anaemia-b12-folate-deficiency/management/management/

https://onlinelibrary.wiley.com/doi/full/10.1111/bjh.12959

https://onlinelibrary.wiley.com/doi/full/10.1111/bjh.12959

https://onlinelibrary.wiley.com/doi/full/10.1111/bjh.12959

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5112015/

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5112015/



5. NICE Guidance in development. Vitamin B12 deficiency, including pernicious anaemia: diagnosis and
management. Expected November 2023. Project information | Vitamin B12 deficiency, including pernicious
anaemia: diagnosis and management | Guidance | NICE

Approved By: IMOC
Approval Date: July 2023
Review Date: July 2025



https://www.nice.org.uk/guidance/indevelopment/gid-ng10176

https://www.nice.org.uk/guidance/indevelopment/gid-ng10176




image7.emf
Asthma Guidelines  (1).pdf


Asthma Guidelines (1).pdf
oy NHS
® Kent & Medway Kent and Medway

PRIMARY CARE TRAINING HUB

New Aduit and Paediatric Asthma
Guidelines Session

This online session is designed for all Clinicians and Practitioners, GPs,
Practice Nurses, Paramedics and Pharmacists across Kent and Medway.

During the session the Medicines Optimisation team will guide you
through the new asthma guidelines that have been produced.

The session will be held on:

Wednesday, 6th September - 1:00pm-2:00pm

Click the Medtribe logo to book your place: ° medtribe

OR
Tuesday, 12th September - 7:30pm-8:30pm

Click the Medtribe logo to book your place: ° medtribe

(You only need to attend one date)

Follow us on:

"(m:m
u m G ﬁjﬁ www.kmpctraininghub.nhs.uk
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https://twitter.com/KMPCTrainingHub

https://www.linkedin.com/company/kent-medway-primary-care-training-hub/?viewAsMember=true

https://www.youtube.com/channel/UCJW-sIQGoIT1o_SJ4XIXPPw

https://nhs.us20.list-manage.com/subscribe?u=e8a74b56f18656ad7be2f161e&id=d40b0daf4c

https://medtribe.com/courses/medicines-optimisation-department-on-management-of-asthma-guidelines-using-gina-approach-kmicb-meds-opt-team

https://medtribe.com/courses/medicines-optimisation-department-on-management-of-asthma-guidelines-using-gina-approach-kmicb-meds-opt-team-7b09efab-14da-4c1e-8277-b31d43433263
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Learning Event on Lipid management poster.pdf
NHS

Kent and Medway

Medicines Optimisation Team Learning Event

The Kent and Medway Medicines Optimisation Team would like to invite all
colleagues to an education event on:

A Practical Guide to Lipids Management

Hosted by: Kent Surrey Sussex Academic Health Science Network

Guest Speakers:

Dr Richard Blakey: GPSI Cardiology, CVD Lead Kent Surrey & Sussex Academic
Health Science Network (KSS AHSN), CVD (hypertension) Clinical lead, NHS Sussex

Dr Kate Shipman: Consultant Chemical Pathologist, University Hospitals Sussex

Jen Bayly: Clinical Project Advisor for the CVD Prevention Programme at KSS
AHSN

» This event is open to all colleagues in all areas
Webinar content:
1. Launch of the new KSS lipid clinic referral form on all GP systems via Ardens
2. KSS Data for ICBs and PCNs (open prescribing data and CVDPrevent Audit)

3. New QOF indicators for cholesterol secondary prevention (CHOLOO1 and
CHOL002)

4. Lipid Management — a practical guide and patient case examples
5. Implementing Inclisiran — clinical and operational overview
6. Education and training opportunities, resources and patient information

7. Q&A session

Date and Time:

Monday 18 September 1-2pm or Tuesday 31 October 1-2pm

(note both sessions will be the same content, so you only need to register and
attend one session)

Please register via Eventbrite to attend one of the sessions
through this link — A Practical Guide to Lipids Management
Tickets, Multiple Dates | Eventbrite

Please note: For those who will not be able to join or have clinical commitments on
these dates, the webinar will be recorded and made available with any resources used
after the session.

For more information, please contact CVD Central Team, KSS AHSN
(kssahsn.cvdprevention@nhs.net)




https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.eventbrite.co.uk%2Fe%2Fa-practical-guide-to-lipids-management-tickets-685543046707%3Faff%3Doddtdtcreator&data=05%7C01%7Chawre.yones%40nhs.net%7C10f85d56e36c4cc4379308db975a0fe0%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638270185286215372%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=3FOyundHhfxcLgCYzW9WDg3Xb%2Br5313q2AtjYZHX%2F0M%3D&reserved=0

https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.eventbrite.co.uk%2Fe%2Fa-practical-guide-to-lipids-management-tickets-685543046707%3Faff%3Doddtdtcreator&data=05%7C01%7Chawre.yones%40nhs.net%7C10f85d56e36c4cc4379308db975a0fe0%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638270185286215372%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=3FOyundHhfxcLgCYzW9WDg3Xb%2Br5313q2AtjYZHX%2F0M%3D&reserved=0

mailto:kssahsn.cvdprevention@nhs.net



West Kent PCN Pharmacy staff:

Reminder: We would like to encourage all WK PCN pharmacy professionals to use
our dedicated WK PCN Pharmacy Support Network Microsoft Teams forum as a
platform to share ideas/queries. All PCN pharmacy colleagues should have access
to this forum, if you are unable to access this, please contact
kmicb.wkmedman@nhs.net for an invite.

Past recordings of WK PCN Pharmacy Network Sessions: (open to all)
e Medicines Information | Luke Elliot
e Non-medical prescribing | Trudy Thomas
e Safe opioid prescribing | Dr Johanna Theron
e Care Homes MCAs | Acacia Sooklal




mailto:kmicb.wkmedman@nhs.net

https://nhs-my.sharepoint.com/:v:/g/personal/amali_gamaarachchi_nhs_net/EdoU4mFVVx9Cnme9zqSden8BN3tpw-qD_mchHz5VTYl9Bg?e=rG3PCU

https://nhs-my.sharepoint.com/:v:/g/personal/amali_gamaarachchi_nhs_net/EbChvT1qGGBFmwxxzuqQ4hwB07rWuQ6UdhdRwzp4ZqqsCw?e=sioPLJ

https://nhs-my.sharepoint.com/personal/amali_gamaarachchi_nhs_net/_layouts/15/stream.aspx?id=%2Fpersonal%2Famali%5Fgamaarachchi%5Fnhs%5Fnet%2FDocuments%2FRecordings%2FWK%20PCN%20Network%20Learning%20Event%20Opioids%2D20230517%5F130155%2DMeeting%20Recording%2Emp4

https://nhs-my.sharepoint.com/:v:/r/personal/amali_gamaarachchi_nhs_net/Documents/Recordings/WK%20PCN%20Pharmacy%20Network%20Learning%20Session%20-%20Care%20Homes%20Best%20Practice-20230711_130418-Meeting%20Recording.mp4?csf=1&web=1&e=uzPuQj&nav=eyJyZWZlcnJhbEluZm8iOnsicmVmZXJyYWxBcHAiOiJTdHJlYW1XZWJBcHAiLCJyZWZlcnJhbFZpZXciOiJTaGFyZURpYWxvZyIsInJlZmVycmFsQXBwUGxhdGZvcm0iOiJXZWIiLCJyZWZlcnJhbE1vZGUiOiJ2aWV3In0sInBsYXliYWNrT3B0aW9ucyI6eyJzdGFydFRpbWVJblNlY29uZHMiOjg3Ljg5fX0%3D
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National :
Patient Office for Health
Safety Alert Improvement

& Disparities

Potent synthetic opioids implicated in heroin overdoses and deaths

NatPSA/2023/009/OHID

This alert is for action by: Acute, mental health and community trusts, private and voluntary sector drug and
alcohol services, ambulance and 999/111 service providers, general practice and community pharmacists

This is a safety critical and complex National Patient Safety Alert. Implementation should be co-ordinated by
an executive lead (or equivalent role in organisations without executive boards).

Explanation of identified safety issue:

In the past 8 weeks there has been an elevated number of
overdoses (with some deaths) in people who use drugs,
primarily heroin, in many parts of the country (reports are
geographically widespread, with most regions affected but
only a few cities or towns in each region).

Opioid drug deaths are, sadly, not uncommon (averaging
40 a week across England and Wales) but what has been
seen in these areas is an unusual increase, with some
common patterns and some limited evidence of a common
cause.

Testing in some of these cases has found nitazenes, a
group of potent synthetic opioids. Nitazenes have been
identified previously in this country, but their use has been
more common in the USA. Their potency and toxicity are
uncertain but perhaps similar to, or more than fentanyl,
which is about 100x morphine.

There is good evidence from reports that naloxone, the
‘antidote’ to opioid overdoses, works in these cases. The
treatment required for an overdose that may be related to
potent synthetic opioids is the same as for other opioid
overdoses, but delivering it rapidly and completely is even
more critical, as progression to respiratory arrest, and
recurrence of respiratory arrest, are more likely.

People who have overdosed may need longer-term
monitoring in a medical setting for up to 24 hours even if
reversal of the opioid overdose has occurred.

Those in contact with heroin users should be alert to the
increased possibility of overdose arising from ‘heroin’
containing synthetic opioids, be able to recognise possible
symptoms of overdose and respond appropriately.

However, adulterated heroin is not the only risk — there
have been findings of potent synthetic opioids in fake
oxycodone tablets, and less commonly in fake or ‘street’
benzodiazepines and in synthetic cannabinoids (SCRAS).

There is no evidence for absorption of synthetic opioids
through the skin but usual precautions, including masks,
should be taken when handling unknown substances,
especially if they have become airborne.

Actions required /N

Actions to be completed as soon as possible
and no later than Friday 4 August 2023

1. All organisations where staff may encounter
people who use drugs should ensure those
staff are:

* made aware of the risk of severe toxicity
resulting from adulteration of heroin with potent
synthetic opioids

» able to rapidly assess suspected opioid
overdose cases

* made aware the potency and toxicity of
nitazenes is perhaps similar to, or more than,
fentanyl, which is about 100x morphine

« alert to the symptoms of opioid overdose in
known and suspected heroin users

e communicate these risks and harm reduction
messages to heroin users during any contacts

* ensure people who use heroin and others who
might encounter an opioid overdose have
naloxone available

* able to provide or administer naloxone if
appropriate.

2. All organisations that provide emergency
care for opioid overdose should ensure staff
are supported to:

» treat suspected cases as for any opioid
overdose, using naloxone and appropriate
supportive care.

* recognise the duration of action of naloxone is
shorter than that of many opioids and
appropriate monitoring and further doses of
naloxone may be required.

In the community this could include injectable or

intranasal naloxone, administering a single dose

and waiting for no response before administering
more.

In specialist medical settings only:

* treatment may involve the intravenous
naloxone titration regimen recommended by
the National Poisons Information Service
(overleaf).

* intramuscular naloxone can be used as an
alternative in the event that IV access is not
possible or is delayed.

For any enquiries about this alert contact: Drug.Alerts@dhsc.gov.uk

1/2

Failure to take the actions required under this National Patient Safety Alert may lead to CQC taking regulatory action



mailto:Drug.Alerts@dhsc.gov.uk

https://www.gov.uk/government/publications/fentanyl-preparing-for-a-future-threat

https://www.gov.uk/government/publications/fentanyl-preparing-for-a-future-threat



Additional information:

Naloxone dosing in acute medical care

The standard naloxone dosing regimen where potent opioid overdose is suspected (for adults and children >

12 years) for use in acute hospitals, subject to clinical assessment of the individual case, is:

* Give an initial dose of 400 micrograms (0.4 mg) intravenously

» If there is no response after 60 seconds, give a further 800 micrograms (0.8 mg).

» If there is still no response after another 60 seconds, give another 800 micrograms (0.8 mg).

» If still no response give a further 2 mg dose. Large doses (4 mg) may be required in a seriously poisoned
patient.

« Aim for reversal of respiratory depression, not full reversal of consciousness.

This regimen provides the appropriate doses needed in severe toxicity, while minimising the risk that excessive
naloxone doses might precipitate acute opioid withdrawal.

For further advice, medical professionals can use the National Poisons Information Service 24-hour telephone
service on 0344 892 0111 or its online database, TOXBASE.

Further advice and reporting

» Earlier Guidance for local areas on planning to deal with fentanyl or another potent opioid, which includes
patient messaging, is still relevant and will shortly be updated

« To report any additional intelligence about the use of and harm from synthetic opioids please go through
your local drug information system or email drug.alerts@dhsc.gov.uk. This will enable suitable information
to be shared with relevant agencies, and help in assessment of the need for any further action.

* Up to date information for people considering using drugs, including advice on reducing risk, is available
from www.talktofrank.com or from the FRANK helpline on 0800 77 66 00.

» Information for clinicians on the clinical management of synthetic opioids was produced by the Novel
Psychoactive Treatment UK Network (NEPTUNE) in 2018

» Advice on responding in the community to an opioid overdose with naloxone is available from
http://www.prenoxadinjection.com/ (for injectable Prenoxad®), https://www.nyxoid.com/uk (for nasal
Nyxoid®) and https://naloxone.uk (for Naloxone 1.26mg Nasal Spray)

Stakeholder engagement

A draft of this alert was shared with:

* Medical and pharmacy leads of drug and alcohol treatment provider organisations
* Ambulance service representative

» Patient and public representative

* NHS England & NHS Improvement

Advice for Central Alerting System (CAS) officers and risk managers

This is a safety critical and complex National Patient Safety Alert. In response to CHT/2019/001 your
organisation should have developed new processes to ensure appropriate oversight and co-ordination of all
National Patient Safety Alerts. CAS officers should send this Alert to the executive lead nominated in their new
process to coordinate implementation of safety critical and complex National Patient Safety Alerts

For any enquiries about this alert contact: Drug.Alerts@dhsc.gov.uk 2/2

To learn more about how alert issuing bodies are working together to issue alerts please go to

NHS England » Introducing National Patient Safety Alerts and the role of the National Patient Safety Alerting Committee



mailto:Drug.Alerts@dhsc.gov.uk

https://www.england.nhs.uk/patient-safety/national-patient-safety-alerting-committee/

https://www.gov.uk/government/publications/fentanyl-preparing-for-a-future-threat

mailto:drug.alerts@dhsc.gov.uk

http://www.talktofrank.com/

https://www.cnwl.nhs.uk/application/files/7116/8383/1935/The-misuse-of-synthetic-opioids.pdf

http://www.prenoxadinjection.com/

https://www.nyxoid.com/uk

https://naloxone.uk/
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As a practice, we are constantly reviewing our repeat prescriptions to ensure that                our patients get the most up to date information to enable the most effective use of their medication.



In June 2023 the Medicines and Healthcare products Regulatory Agency (MHRA) produced new guidance when using an Adrenaline Autoinjector for the treatment of an allergic emergency. Our records show that you have been prescribed an injector within the last 2 years.



Please view the following video https://youtu.be/4vNR5N1-iBw to ensure you are aware of the correct way to treat such an emergency.  Please also ensure that you carry 2 pens with you at all times.



I hope you will find this satisfactory and if you have any queries regarding this change, do not hesitate to contact your local pharmacy or GP practice.





Yours sincerely
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August 23 Shortage Article.pdf
SHORTAGE: Shortage
of Testosterone
(Tostran) 2% gel

Medicines affected
Tostran 2% gel (Kyowa Kirin Ltd)

Actions for prescribers
Clinicians should:

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

e consider prescribing an alternative testosterone gel, ensuring that the patient is
not intolerant to any of the excipients and is counselled on the appropriate
dose and how to administer it (see Clinical Information below); and

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

Alternatives
e Testogel 16.2mg/g pump
e Testogel 40.5mg/2.5¢g gel sachets
e Testavan 23mg/1.15g pump

Clinical Information

Licensed use of topical testosterone:

Testosterone replacement therapy for male hypogonadism when testosterone
deficiency has been confirmed by clinical features and biochemical tests.

Off label use:
Testosterone gel is used in women with decreased libido in the menopause.

Switching products

Please refer to table below to select an alternative product based on the current dose
of testosterone that the patient is receiving. There will be slight differences in the dose
of testosterone when switched and the dose may need to be titrated based on
testosterone levels, and signs and symptoms related to testosterone deficiency.

Tostran 2% gel pump — Out of stock

No. Pump actuations (depressions) Testosterone dose (mg)

1 10
2 20
a4 40
6 60
8 80

Testogel 16.2mg/g pump — In stock with supplier

No. Pump actuations (depressions) Testosterone dose (mg)

1 20.25
2 40.5
3 60.75

4 81






Testogel 40.5mg/2.5g gel sachets — In stock with supplier

No. Sachets Testosterone dose (mg)
1/2 sachet 20.25
1 sachet 40.5

2 sachets 81

Testavan 23mg/1.15g pump — In stock with supplier (can support partial uplift in
demand)

No. Pump actuations (depressions) Testosterone dose (mg)

1 23
2 46
3 69

Medicine Supply Notification
MSN/2023/064

Shortage of Ketamine
(Ketalar) 10mg/ml
solution for injection
vial (Schedule 2
controlled drug)

Anticipated re-supply date
6 October 2023

Actions

All healthcare professionals in primary and secondary care including hospices, who
prescribe, dispense or administer ketamine 10mg/1ml solution for injection vials,
working with their local Medication Safety Officer (MSO) should be aware of the
following advice:

e Trusts are advised to manage stock locally, taking into account both current
stock holding and their allocated G.L.Pharma stock plus any unlicensed Swiss
Ketalar 10mg/1ml solution for injection imported via Pfizer previously supplied.

e Trusts are advised to order G.L. Pharma ketamine 10mg/ml solution for
injection in line with current usage and within their specified allocation.
Pharmacy teams should undertake a local risk assessment before using this
product (see Supporting Information below);

e If further supplies of ketamine 10mg/1ml solution for injection are required
between September and October, Trusts should contact their Regional
Pharmacy Procurement Specialist.

e If essential to maintain supply, clinical teams can consider prescribing ketamine
50mg/1ml solution for injection (from September 2023 onwards) where
needed. Local clinical decision making should take into account this
presentation is five times more concentrated than ketamine 10mg/1ml
solution for injection, and MUST ensure all appropriate patient safety measures
are in place to avoid dosing errors (see below);

e where licensed alternatives are not available or appropriate, clinical teams may
consider prescribing unlicensed imports of ketamine 10mg/1ml solution for
injection, taking into account these products could be twice as potent or in
different vial sizes (see patient safety advice in Supporting information);

e review and amend local guidance that references use of ketamine 10mg/1mi
solution for injection. In these circumstances, appropriate patient safety






measures should be applied to avoid dosing errors and patient harm when
using higher strength or unlicensed ketamine, for example, before
administration, the volume is checked by two staff members.

Alternatives

e Unlicensed imports of ketamine 10mg/ml solution for injection have been
sourced via specialist importers have been sourced. Please see Supporting
Information on how to order.

e There are limited supplies of unlicensed Swiss ketamine (Ketalar) 10mg/1ml
solution for injection imported by Pfizer. Please order via Regional Pharmacy
Procurement Specialists (RPPS).

e Ketamine 50mg/1ml solution for injection vials remain available but cannot
currently support a full uplift in demand until September 2023.

e There are patient safety implications which need to be considered when
switching preparations. Please see Supporting Information below.

Medicines Supply Notification Number
MSN/2023/043U

Shortage of
Rasburicase (Fasturtec)
7.5mg powder and
solvent for solution for
infusion vials

Anticipated re-supply date
7 June 2024

Actions
Clinicians should:
e Use multiples of the 1.5mg vials to make the required dose. FIVE x 1.5mg vials
are equivalent to ONE x 7.5mg vial.
e Work with their Trust’s Medication Safety Officer (MSO) to:
o ensure availability of stock in relevant clinical areas and emergency
drug cupboards to avoid omitted or delayed doses;
o ensure there is clear guidance in clinical areas outlining that the lower
strength (1.5mg) vials only are currently available.

Alternatives
Rasburicase (Fasturtec) 1.5mg vials remain available and can support an uplift in
demand to cover the duration of the shortage.

Clinical Information

Rasburicase is licensed for prophylaxis and treatment of acute hyperuricaemia, before
and during initiation of chemotherapy, in patients with haematological malignancy and
high tumour burden and at risk of rapid tumour lysis.

Adult dose is 200 micrograms/kg once daily for up to 7 days according to plasma-uric
acid concentration.

It is administered by intravenous infusion.

Supply
To ensure timely access to rasburicase ensure:
e clinical areas where rasburicase is routinely used hold sufficient stock
e thereis a central location where rasburicase can be obtained in a timely
manner, e.g., an out of hours pharmacy service and/or ‘emergency drugs
cupboard’
e stockholding in these areas do not fall below the minimum level without
escalation to a clinical lead

Organisations should cascade advice to healthcare professionals in relation to the
change in available presentation to minimise delays and risks associated with incorrect
preparation and under-dosing.






Medicine Supply Notification
MSN/2023/065

Shortage of Bromfenac
(Yellox) 900
micrograms/ml eye
drops

Anticipated re-supply date
3 November 2023

Actions
Where supply of licensed bromfenac 900 micrograms/ml eye drops is not available,
clinicians should:

e consider prescribing ketorolac 0.5% w/v eye drops 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 to administer; or

e consider prescribing unlicensed products only where licensed alternatives are
not appropriate.

Alternatives
The following non-steroidal anti-inflammatory eye drops remains available and can
support an uplift in demand:

e Ketorolac trometamol 0.5% w/v eye drops

The following specialist importers have confirmed they can source unlicensed
bromfenac 900 micrograms/ml eye drops (please note there may be other companies
that can also source supplies):

e Mawdsleys (lead time 3 weeks)

e Target Healthcare

Other non-steroidal anti-inflammatory eye drops also remain available but are unable
to provide an uplift in demand.

Clinical information

Bromfenac eye drops are licensed for use in adults for the treatment of postoperative
inflammation following cataract surgery. One drop is instilled in the affected eye(s)
twice daily, beginning the next day after cataract surgery and continuing through the
first 2 weeks of the postoperative period. Treatment should not exceed 2 weeks as
safety data beyond this is not available.

Alternative non-steroidal anti-inflammatory eye drops includes ketorolac trometamol,
diclofenac, flurbiprofen and nepafenac eye drops, but only ketorolac trometamol can
support an uplift in demand at present.

Ketorolac trometamol 0.5% w/v eye drops are licensed for the prophylaxis and
reduction of inflammation and associated symptoms following ocular surgery in adults.
One drop is instilled into the eye three times daily starting 24 hours pre-operatively and
continuing for up to three weeks post-operatively.

Medicine Supply Notification Number
MSN/2023/054

Shortage of
Dulaglutide (Trulicity)
0.75mg, 1.5mg, 3mg
and 4.5mg solution for
injection devices

Anticipated re-supply date
3 June 2024

Actions

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




https://www.cas.mhra.gov.uk/ViewandAcknowledgment/ViewAlert.aspx?AlertID=103235



Enquiries about page or supply issue
You can send any enquiries about this page or the individual supply issue raised
to: DHSCmedicinesupplyteam@dhsc.gov.uk

Shortage of
Semaglutide (Ozempic
and Rybelsus)
presentations

Anticipated re-supply date
28 August 2023

Medicines affected

Anticipated re-supply date

Ozempic 0.5mg/0.37ml solution for injection 1.5ml pre-filled pens (Novo Nordisk Ltd)
1 pre-filled disposable injection

28 June 2024

Ozempic 1mg/0.74ml solution for injection 3ml pre-filled pens (Novo Nordisk Ltd) 1
pre-filled disposable injection

28 June 2024

Ozempic 0.25mg/0.19ml solution for injection 1.5ml pre-filled pens (Novo Nordisk
Ltd) 1 pre-filled disposable injection

28 June 2024

Rybelsus 3mg tablets (Novo Nordisk Ltd)

28 August 2023

Rybelsus 7mg tablets (Novo Nordisk Ltd)

28 August 2023

Actions

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.

Enquiries about page or supply issue
You can send any enquiries about this page or the individual supply issue raised
to: DHSCmedicinesupplyteam@dhsc.gov.uk

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

Anticipated re-supply date
5 January 2024

Actions
Primary care
In primary care, where patients have insufficient supplies of GlucaGen to last until the
re-supply date, healthcare professionals should:
e prescribe or administer Ogluo (glucagon) pre-filled auto-injector pen for the
treatment of severe hypoglycaemic episodes;
e counsel patients how to administer the pre-filled auto-injector pen and;
e limit prescriptions to two devices per patient until normal supply resumes.

Secondary care
Pharmacy staff in secondary care should:
e use Ogluo or GlucaGen® stock where available;
e ensure any short dated GlucaGen® stock kept back in pharmacy is used up
before it expires

Clinicians considering the use of glucagon in secondary care settings should:
e Callthe NPIS (0344 892 0111) to discuss treatment options if treating severe
hypotension in a poisoned patient e.g. toxicity related to beta-blockers, calcium




mailto:DHSCmedicinesupplyteam@dhsc.gov.uk

https://www.cas.mhra.gov.uk/ViewandAcknowledgment/ViewAlert.aspx?AlertID=103235
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channel blockers or tricyclic antidepressants, please; further detail is also
available on TOXBASE.

e Use Ogluo (glucagon) pre-filled auto-injector pen to treat severe hypoglycaemic
episodes when GlucaGen is not available.

Ambulances
Ambulance clinicians should:
e Conserve GlucaGen for use when IV glucose 10% has failed or there is no IV
access.
e Only use a GlucaGen kit ONCE in patients who are unconscious and
unresponsive to IV glucose 10%.
e Follow the JRCALC guidelines for the treatment of severe hypoglycaemic
episodes.

Alternatives
Ogluo 0.5mg and 1mg pre-filled auto-injector pens remain available via Alliance
The following specialist importers have confirmed they can source some supplies of
GlucaGen:

e Mawdsleys

e Target Healthcare
Other importers may also be able to source stock within Europe

Clinical Information

Hypoglycaemia

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

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

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

Beta-blocker and other Drug Overdoses

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

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

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

Medicine Supply Notification Number
MSN/2023/051UPDATED




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

https://tetrispharma.com/en/patient/products/ogluo



Shortage of GLP-1
receptor agonists
(semaglutide,
dulaglutide, liraglutide,
exenatide)

Anticipated re-supply date
28 June 2024

Actions

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.

Enquiries about page or supply issue
You can send any enquiries about this page or the individual supply issue raised
to: DHSCmedicinesupplyteam@dhsc.gov.uk

Shortage of Liraglutide
(Victoza) 6mg/ml
solution for injection

Anticipated re-supply date
28 June 2024

Actions

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

Enquiries about page or supply issue
You can send any enquiries about this page or the individual supply issue raised
to: DHSCmedicinesupplyteam@dhsc.gov.uk

Shortage of Liraglutide
(Saxenda) 6mg/ml
solution for injection
3ml pre-filled
disposable devices

Anticipated re-supply date
28 June 2024

Actions
Actions for Clinicians / Weight Management Programme Specialists
e Do not initiate new patients on liraglutide (Saxenda®) during the national
shortage
e Identify patients prescribed liraglutide 6mg/mL solution for injection (Saxenda®)
and determine how much supply they have at home to prioritise the urgency

for review
e Review the clinical need against the licensed indication and NICE Obesity
guidance

e Discontinue liraglutide 6mg/ml solution for injection (Saxenda®) if at least 5% of
initial body-weight has not been lost after 12 weeks at maximum dose

e Consider the use of Orlistat for patients who have not previously tried this
medicine

e Avoid switching to using any other GLP1-RA off-label

e Review all patients under a multidisciplinary team with dietetic and
psychological support in place to discuss further non-pharmacological options
during the time where liraglutide 6mg/ml solution for injection (Saxenda®) is
unavailable

Alternatives

Liraglutide is one of three medicines recommended by NICE for weight loss in adults;
the other two include another GLP-1 analogue, semaglutide (Wegovy) injection, which
has not yet been launched, and orlistat.

See NICE obesity guidance for further information and non-pharmacological advice

Supply overview
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Liraglutide 6mg/ml solution for injection (Saxenda®) is currently out of stock and there
will be intermittent supply available until mid-2024.
There are very limited, intermittent supplies of all glucagon-like peptide-1 receptor
agonists (GLP-1 RAs)
e Supply is not expected to return to normal until at least mid-2024.
e See Shortage of GLP-1 receptor agonists National Patient Safety Alert for
further advice.

Enquiries about page or supply issue
You can send any enquiries about this page or the individual supply issue raised
to: DHSCmedicinesupplyteam@dhsc.gov.uk

Shortage of Selegiline
tablets

Anticipated re-supply date
4 September 2023

Medicines affected
Anticipated re-supply date

Eldepryl 5mg tablets (Orion Pharma (UK) Ltd)
4 September 2023

Eldepryl 10mg tablets (Orion Pharma (UK) Ltd)
4 September 2023

Actions
Primary and secondary care

e Practices in primary care should proactively identify any patients on selegiline,
contact them to establish how much supply they have left, and make
arrangements to prescribe an alternative agent if patient has insufficient
supply. This should be done as soon as possible so that those patients who
have run out or are low in supply minimise/avoid the break in treatment and
risk of disease deterioration.

e Clinicians in secondary care should review patients admitted on selegiline;
where the hospital has no stock and the patient did not bring in their own
supply, prescribe an alternative agent and communicate any changes to
primary care.

Where clinicians are confident to safely switch patients to an alternative therapy, they
should:

e consider prescribing rasagiline 1mg tablets, where appropriate (see supporting
information below);

e counsel patients on the change to treatment and dosing, including reassurance
that rasagiline is a similar agent to selegiline (see supporting information
below), and advise them to report worsening of disease control, non-motor
symptoms, mood, and/or side effects;

e signpost patients to Parkinson’s UK helpline for further support/information, if
required;

e inform the patients’ specialist teams that treatment has been switched to
rasagiline;

e liaise with the patient’s specialist team for advice on management options if
patients experience a deterioration in disease control or troublesome side
effects after switching.

Where above options are not considered appropriate, selegiline oral suspensions
available via specials manufacturers and supplies of unlicensed selegiline (Eldepry!®)
5mg and 10mg tablets can be sourced. Specialist teams should be consulted if this
option is to be considered as it may not be viable for patients who have run out already
or are low in supply due to likely delay in obtaining these products. Contact should be
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made with local pharmacy teams to ensure orders are placed within appropriate time
frames as lead times may vary (see supporting information below).

Specialist teams should:
e ensure no new patients are initiated on selegiline 5mg or 10mg tablets;
e support primary care clinicians seeking advice on managing the switch to
alternative treatment, including provision of individualised management plan,
where required.

Alternatives
The following alternative remains available and can support an uplift in demand:
e Rasagiline 1mg tablets

Clinical Information

Selegiline, an MAO-B inhibitor, is licensed for the treatment of Parkinson’s disease, or
symptomatic parkinsonism. It may be used alone in early Parkinson’s disease for
symptomatic relief to delay the need for levodopa, or as an adjunct to levodopa. The
recommended dose is 10 mg daily, either as a single dose in the morning or in two
divided doses of 5 mg, taken at breakfast and lunch.

Rasagiline is another MAO-B inhibitor, licensed for the treatment of idiopathic
Parkinson’s disease as monotherapy or as adjunct therapy (with levodopa) in patients
with end of dose fluctuations. In practice, it is the preferred first line MAOI-B inhibitor
for most patients due to better tolerability profile. The recommended dose is 1 mg
once daily.

As both drugs are selective MAO-B inhibitors, daily rasagiline treatment may be started
the day after selegiline has been stopped. The SmPC for rasagiline warns that it may
cause daytime drowsiness, somnolence, and, occasionally, especially if used with other
dopaminergic medicinal products, falling asleep during activities of daily living. Patients
must be informed of this and advised to exercise caution while driving or operating
machines during treatment with rasagiline. As rasagiline has a different metabolic
pathway, in that it is metabolised by cytochrome P450 1A2 (CYP1A2) rather than by
CYP2B6 and CYP2C19 (as with selegiline), it has the potential to interact with inhibitors
and inducers of this enzyme. The SmPC should be consulted for the full list of
contraindications and interactions.

Guidance on ordering and prescribing unlicensed imports

e The following specialist importers and specials manufacturers have confirmed
they can source unlicensed Selegiline (Eldepryl’) 5mg and 10mg tablets and
various presentations of selegiline oral suspension (please note there may be
other companies that can also source supplies):

o Nova (specials manufacturer)
o Temag Pharma (specials manufacturer)
o Target (specialist importer)

e 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:

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

o Professional Guidance for the Procurement and Supply of Specials,
Royal Pharmaceutical Society

o Prescribing unlicensed medicines, General Medical Council (GMC).

e When prescribing a product that is not licensed in the UK due to a supply issue
with the licensed alternative prescribers must indicate on the FP10 prescription
that an unlicensed product is required. This can be done in one of the following
two ways:
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o Electronic prescriptions — if the required unlicensed product is shown
on electronic prescribing systems, GPs should select:
= Selegiline 5mg tablets (imported)
= Selegiline 10mg tablets (imported)
o Paper prescriptions —where the unlicensed product is not shown on
electronic prescribing systems, GPs should use a paper prescription and
annotate with the following wording: “special order”.

Shortage of Meptazinol
(Meptid) 200mg tablets

Anticipated re-supply date
14 August 2023

Actions
Clinicians should:

e not start any new patients on meptazinol tablets

e review existing patients on meptazinol, given its indication for the short-term
management of moderate pain, to determine if analgesia is still required; and
whether use has been on an acute or chronic basis

e assess risk of drug withdrawal syndrome upon abrupt cessation or dose
reduction of meptazinol in patients who have been taking it on chronic basis

e determine if patients who have been on chronic therapy and deriving no
benefit or no longer requiring treatment, have enough stock left to enable dose
tapering and cessation of treatment (see link to Faculty of Pain Medicine
guidance)

e consider prescribing an alternative analgesic if treatment is still needed (see
Supporting Information), ensuring that the patient is counselled on the new
medication and dose; and

e seek advice from specialist pain teams if above options are not considered
appropriate

Alternatives
Alternative analgesic products including non-opioids remain available (see clinical
information).

Clinical Information

Meptazinol is a centrally acting analgesic, which has demonstrated mixed agonist and
antagonist activity at opioid receptors. It is licensed for the short-term treatment of
moderate pain. The usual dose is 200mg every 3-6 hours. The BNF notes it is claimed to
have a low incidence of respiratory depression, though the SmPC advises that caution
should be exercised in patients whose respiratory system is already compromised. As
with other opioids, it warns that withdrawal syndrome may occur upon abrupt
cessation or dose reduction of meptazinol.

Meptazinol tablets do not feature in pain management guidelines as a treatment
option. NICE CKS guidance on analgesia for mild-to-moderate pain recommends weak
opioids such as codeine, dihydrocodeine, or tramadol for patients who have an
inadequate response to paracetamol and/or a nonsteroidal anti-inflammatory drug
(such as ibuprofen or naproxen).

Guidance from the Faculty of Pain Medicine of the Royal College of Anaesthetists
highlights that an individualised approach is necessary when switching opioids as
conversion factors are an approximate guide only due to the lack of comprehensive
data and significant inter-individual variation.

Opioid dose equivalence of weak oral opioids to oral morphine
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The guidance suggests that in most cases, when switching between different opioids,
the calculated dose-equivalent must be reduced to ensure safety. The starting point for
dose reduction from the calculated equi-analgesic dose is around 25-50%.

Dose equivalence of meptazinol is not covered in this guidance or other standard
sources. Hospital

guidelines that include meptazinol suggest that 200mg is approximately equivalent to
oral morphine 4mg to 8mg.

Codeine, dihydrocodeine and tramadol at a dose of 50mg is equivalent to a 5mg dose
of oral morphine.

Thus 200mg of meptazinol would equate to a dose range of 40 to 80mg of above
mentioned weak opioids. As it is recommended to start on 50-75% dose equivalence of
the original opioid, the usual licensed dose for the weak opioids could be prescribed
and titrated according to individual response and side effects.

Medicine Supply Notification Number
MSN/2023/019

Shortage of Topotecan

Anticipated re-supply date
31 August 2023

Medicines affected

Anticipated re-supply date

Topotecan 4mg powder for solution for infusion vials
31 August 2023

Topotecan 1mg capsules

30 September 2023

Topotecan 250microgram capsules

30 September 2023

Actions
For topotecan 4mg powder for concentrate for solution for infusion, NHS provider
Trust pharmacy procurement teams and clinical teams should:

e review local stock holding and ensure stock is available for patients already
commenced on treatment;

e review chemotherapy scheduling systems to identify all patients due to start
treatment with topotecan infusion during the period of shortage;

e only order sufficient stock from established distribution routes to meet actual
demand during the period of shortage;

e consider using topotecan hydrochloride 1mg powder for concentrate for
solution for infusion to make up dose if unable to source sufficient volumes of
4mg vials;

e consider placing orders for unlicensed imports if a larger than usual number of
patients are scheduled for treatment during the period of shortage; and

e contact Regional Pharmacy Procurement specialist if unable to source
both 1mg powder for concentrate for solution for infusion or unlicensed
imports as they may be able to facilitate mutual aid between hospitals.

For topotecan (Hycamtin®) 0.25mg and 1mg capsules, where patients have insufficient
supply to last until the re-supply date, all healthcare professionals in secondary care
who prescribe or dispense topotecan capsules should:

e review local stock holding of topotecan 0.25mg and 1mg capsules and ensure
stock is available for all patients already commenced on treatment;






e review chemotherapy patient scheduling systems to identify all patients due to
start treatment with topotecan capsules during the period of shortage;

e if unable to source either 0.25mg and 1mg topotecan capsules, contact
Regional Pharmacy Procurement specialist who may be able to facilitate mutual
aid between hospitals;

e 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); and

e if the above options are not considered appropriate, advice should be sought

from specialists on management options.

Alternatives

e Topotecan hydrochloride 1mg powder for concentrate for solution for
infusion remains available and can support an uplift in demand for
topotecan 4mg powder for concentrate for solution for infusion.

e Unlicensed supplies of topotecan 1mg/1ml and 4mg/4ml solution for injection
may be sourced, lead times vary

Clinical Information

Topotecan intravenous infusion as monotherapy is licensed for the treatment of
patients with metastatic carcinoma of the ovary after failure of first-line or subsequent
therapy, and for patients with relapsed small cell lung cancer (SCLC) for whom re-
treatment with the first-line regimen is not considered appropriate. Topotecan infusion
in combination with cisplatin is licensed for treatment of patients with carcinoma of the
cervix recurrent after radiotherapy and for patients with stage IVB disease.

For ovarian and SCLC, the recommended dose is 1.5 mg/m? per day for five consecutive
days with a three-week interval between the start of each course. If well tolerated,
treatment may continue until disease progression. For cervical carcinoma, the
recommended dose is 0.75 mg/m?/day on days 1, 2 and 3, with cisplatin administered
day 1 following the topotecan dose. This treatment schedule is repeated every 21 days
for six courses or until progressive disease.

Topotecan capsules are licensed as monotherapy for the treatment of adult patients
with relapsed SCLC for whom re-treatment with the first-line regimen is not considered
appropriate. The recommended dose is 2.3mg/m? per day for five consecutive days
with a three-week interval between the start of each course. If well tolerated,
treatment may continue until disease progression. The capsule(s) must be swallowed
whole and must not be chewed crushed or divided.

Guidance on ordering and prescribing unlicensed imports
The following specialist importers have confirmed they can source unlicensed
topotecan 1mg/1ml solution for injection (please note there may be other companies
that can also source supplies):

e Mawdsleys

e Target Healthcare

The following specialist importers have confirmed they can source unlicensed
topotecan 1mg/1ml solution for injection (please note there may be other companies
that can also source supplies):

e Alium

e Mawdsleys

e Orifarm






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:

o The supply of unlicensed medicinal products, Medicines and Healthcare
products Regulatory Agency (MHRA)
o Professional Guidance for the Procurement and Supply of Specials,
Royal Pharmaceutical Society
o Prescribing unlicensed medicines, General Medical Council (GMC),
* Please note no specialist importers can source unlicensed topotecan capsules

Maedicine Supply Notification
MSN/2023/067

Shortage of
Atomoxetine 40mg and
60mg capsules

Anticipated re-supply date
30 September 2023

Actions
Primary and secondary care:
Clinicians/prescribers in primary and secondary care should:
e proactively identify any patients on atomoxetine 40mg and 60mg capsules;
e contact patients to establish how much supply they have left; and
e liaise with the patient’s specialist team for advice on management options.
Specialist teams
Specialist teams should:
e ensure no new patients are initiated on atomoxetine capsules until the
shortage is resolved
e support primary care clinicians seeking advice for patients currently taking
atomoxetine 40mg and 60mg capsules, including provision of individualised
management plans, where required; and
e offer alternatives in line with NICE ADHD guidance NG87 where required.

Where the above options are not considered appropriate, supplies of unlicensed
atomoxetine 40mg and 60mg 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 and formulations of atomoxetine remain available but in insufficient
guantities to meet increased demand.

Guanfacine (Intuniv) prolonged release tablets remain available.

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 40mg and 60mg capsules (please note there may be other companies that
can also source supplies and lead times vary):

e Alium

e BAPPharma
Qmed Pharma
Target

Clinical information
Stimulants such as lisdexamfetamine or methylphenidate are recommended first-line
treatments for attention deficit hyperactivity disorder (ADHD). Treatment with non-
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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:
e The supply of unlicensed medicinal products, Medicines and Healthcare
products Regulatory Agency (MHRA)
e Professional Guidance for the Procurement and Supply of Specials, Royal
Pharmaceutical Society (RPS)
e Prescribing unlicensed medicines, General Medical Council (GMC)

Shortage of
Clarithromycin
125mg/5ml and
250mg/5ml oral
suspension

Anticipated re-supply date
29 September 2023

Actions
Actions for pharmacists
Where a prescription for clarithromycin 125mg/5ml or 250mg/5ml oral suspension is
presented and cannot be fulfilled community pharmacists and dispensing doctors
should:
e supply an alternative clarithromycin preparation where available and according
to the products specified in SSP0O53 or SSP054.
e ensure the patients age, weight (where appropriate), cautions and exclusion
criteria are taken into account when considering using an SSP; and
e ensure patients/parents/carers are counselled regarding any switch in
formulation including the appropriate dose and volume of the substitute
product;
e ensure the patient’s prescriber and/or GP practice is notified when supplying a
patient in accordance with any of these SSPs; and
e if the patient is deemed ineligible or does not consent to receive an alternative
product via the SSP, they should be promptly referred back to the prescriber.

Actions for prescribers
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Remaining clarithromycin oral suspensions should be reserved for patients prescribed
doses lower than clarithromycin 250mg as these doses cannot be substituted with the
250mg tablets.

e Consider use of clarithromycin tablets in the first instance if suitable (see
Supporting information below)

e If clarithromycin tablets are not suitable, and clarithromycin is the most
appropriate antibiotic, consider prescribing clarithromycin oral suspension,
working with local pharmacy teams to understand availability; and

e If the above options are unsuitable or unavailable, consider prescribing an
alternative antibiotic taking into account any allergies and referring to local
guidance.

Summary

Clarithromycin 125mg/5ml and 250mg/5ml oral suspension are in limited supply until
end of September 2023.

Serious Shortage Protocols (SSP) for clarithromycin 125mg/5ml and 250mg/5ml oral
suspension were issued on 06/04/2023

Supporting information

Clarithromycin is a macrolide antibiotic used in the treatment of infections caused by
aerobic and anaerobic gram-positive and gram-negative organisms, as well as certain
atypical organisms that do not respond to beta-lactams. It is also a potential treatment
option in penicillin-allergic patients.

Clarithromycin oral suspension is licensed for use in children aged 6 months to 12 years.
Clarithromycin tablets are unlicensed in children under 12 years, so use of the tablets in
this age group would be considered “off-label”.

Where children are unable to swallow solid oral dosage forms of antibiotics, SPS have
provided advice on crushing or dispersing immediate release clarithromycin tablets (off
label manipulation).

Consideration should be given to local and national guidance on antimicrobial
prescribing

Medicine Supply Notification Number
MSN/2023/044

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

Anticipated re-supply date
30 September 2023

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

e 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

e 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):

e Target Healthcare
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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:

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

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

e Prescribing unlicensed medicines, General Medical Council (GMC)

Medicine Supply Notification Number
MSN/2022/028

Shortage of Estradiol
(Progynova TS)
100micrograms/24hou
rs transdermal patches

Anticipated re-supply date
1 September 2023

Actions
For patients with insufficient supplies of estradiol (Progynova TS)
100micrograms/24hours transdermal patches:

e community pharmacists may supply FemSeven (estradiol)
100mcirograms/24hours transdermal patches in accordance with the Serious
Shortage Protocol (SSP) for Progynova TS 100micrograms/24hours patches for
eligible patients (see Supporting Information);

e pharmacists must ensure that the patient’s prescriber and/or GP practice is
notified when supplying a patient in accordance with this SSP; and
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e if the patient is deemed ineligible or does not consent to receive an alternative
product via the SSP, they should be referred to the prescriber to establish if
ongoing treatment is required and switch to an alternative hormone
replacement therapy (HRT), taking into consideration wider supply issues.

Alternatives
FemSeven (estradiol) 100mcirograms/24hours transdermal patches remain available
and can support a full uplift in demand.

Supporting Information

An SSP for Estradiol (Progynova TS) 100microgram/24hours patches was issued on
28/03/2023.

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.

Medicines Supply Notification Number
MSN/2023/035

Shortage of Solivito N
powder for
concentrate for
solution for infusion
vials

Anticipated re-supply date
28 June 2024

Actions

Inpatient Parenteral Nutrition:

Nutritional teams and/or other clinicians prescribing Solivito N (for inpatients) should
follow the below advice:

Complete a multi-disciplinary review of all patients prescribed Solivito N and only
where it is safe, switch patients to an alternative treatment or regime as per agreed
local guidance;

Special consideration should be given to the highest risk patients including neonates,
paediatrics and clinically vulnerable adults with supply being prioritised for these
patient groups. It is essential that neonates receive multivitamin supplementation
when prescribed;

Review local stock holding and anticipated demand for that month, and order Solivito N
in line with allocations from Fresenius Kabi (FK);

RPPS will assess stock levels and may ask Trusts to reallocate any excess stock via
mutual aid; or

Where Trusts have a deficit in supply, Pharmacy teams should escalate to their RPPS to
engage with FK to request a review of allocations or facilitate stock sharing where
appropriate.

From w/c 21st August 2023, clinical teams can consider prescribing Cernevit. Orders
should be conservative and in line with usual Solivito N requirements to cover the
deficit.

Home Parenteral Nutrition:

Home Parenteral Nutrition patients are not affected by this supply disruption.
However, due to the ongoing issues, clinical teams should:

not initiate any new Home Parenteral Nutrition patients on Solivito N without liaising
with their commercial compounder to establish if supply can be fulfilled.
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Alternatives
The following products remain available:
e Cernevit powder for solution for injection vials but can only support an increase
in demand from w/c 21st August 2023.
e Forceval capsules
e Forceval Soluble tablets
e Forceval Soluble Junior tablets
e Nutratain 932mg powder for solution for infusion vials
e Pabrinex Intravenous High Potency solution for injection 5ml and 5ml ampoules

Summary
Solivito N is used in the compounding of parenteral nutrition (PN).

Solivito N vials will be in limited supply until mid-2024.
Trusts will receive allocated stock of Solivito N vials for the duration of this period.
Home Parenteral Nutrition patients are not affected by this shortage.

Cernevit powder for solution for injection vials remain available but cannot support a
full uplift in demand until w/c 21st August 2023.

MSN Number
MSN/2023/070

Shortage of
Paracetamol
100mg/10ml solution
for infusion ampoules

Anticipated re-supply date
30 November 2023

Actions
NHS provider Trust pharmacy procurement teams, working with the appropriate
clinical specialists should:

e update clinical guidance/formularies, where necessary, to ensure paracetamol
intravenous 1g/100ml is only initiated when clinically appropriate and switched
to either oral paracetamol or an alternative treatment as soon as practical or to
alternative parenteral analgesia if administration via the oral route is not
possible (see NICE guidance or refer to local guidelines).

e ensure stock of paracetamol 500mg/50ml is reserved for use in children’s and
neonatal services, where alternative treatments are not suitable. Over ordering
stock will be challenged, and;

e order a maximum of 1 week of stock at 75% of historic demand of paracetamol
1g/100ml at any one point, over ordering will be challenged.

Alternatives
e Paracetamol suppositories remain available but cannot support an uplift in
demand
e Paracetamol 500mg/50ml solution for infusion remains available but cannot
support an uplift in demand and should be reserved for use in children and
neonates where alternative treatments are not suitable

Supporting information

e Paracetamol solution for infusion is licensed for the short-term treatment of
moderate pain, especially following surgery, and for the short-term treatment
of fever, when intravenous administration is clinically justified by an urgent
need to treat pain or hyperthermia and/or when other routes of administration
are not possible.

e The 1g/100 ml presentation is restricted to use in adults, adolescents and
children weighing more than 33 kg (approximately 11 years of age). The
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500mg/50 ml presentation is adapted to term newborn infants, infants,
toddlers and children weighing less than 33 kg. Dosing is based on patient
weight as outlined in the dose tables in the SmPC.

e NICE guidance on perioperative care in adults recommends oral paracetamol
before and after surgery, including dental surgery, irrespective of pain severity,
and intravenous paracetamol should only be used if patients cannot take oral
medicine.

Shortage of
Microgynon 30 ED
tablets

Anticipated re-supply date
24 November 2023

Actions
Clinicians should:

e 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

e 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:
e Ambelina 150microgram/30microgram tablets
e Elevin 150microgram/30microgram tablets
e Levest 150/30 tablets
e Maexeni 150microgram/30microgram tablets
e Microgynon 30 tablets
e Rigevidon tablets
Alternative ED preparations:
e LogynonED
e Femodene ED

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

Anticipated re-supply date
26 January 2024

Actions
Actions for prescribers
Clinicians should consider:
e prescribing an alternative steroid injection during this time

Alternatives
Triamcinolone acetonide and other steroid injections remain available.

Shortage of Cisplatin
50mg/50ml and
100mg/100ml
concentrate for
solution for infusion
vials

Anticipated re-supply date
22 September 2023

Actions
NHS provider pharmacy procurement teams in Pfizer (CESW, LSNE & DNW) contracted
regions should:
e urgently place orders for unlicensed imports (see supporting information) to
meet the needs of patients;
e work with the aseptic and quality assurance leads in Trusts to be ready to use
unlicensed imports in aseptic units on receipt; and
e work with their pharmacy aseptic lead to ensure appropriate mitigations are
put in place to minimise the risk of product confusion and dosing errors if
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Trusts are likely to have multiple unlicensed products in use within the
organisation at the same time.
NHS provider pharmacy procurement teams in Accords (DLN) contracted region
should:
e continue to place orders in line with forecasted demand. Any over ordering will
be challenged.

Alternatives
Accord remains in stock of both strengths and can continue to supply their contracted
region (London North & East of England (DLN).

Accord cannot support the demand from non-contracted regions (North West (DNW),
East Midlands, West Midlands, South West and South-Central regions (CESW) & South
London, South East Coast, North East, and Yorkshire & Humber (LSNE)) during this
period.

Supplies from commercial compounders will remain available but they are not able to
increase capacity or accept new customers during this period. Any new or increased
ordering will be challenged.

Unlicensed Imports
The following specialist importers have confirmed they can source unlicensed cisplatin
50mg/50ml and 100mg/100ml concentrate for solution for infusion vials (please note
there may be other companies that can also source supplies):

e Clinigen Healthcare*

e Orifarm

e Qmed Pharma

e Smartway*

e Target Healthcare
* Specialist importer has applied for MHRA letter of no objection.

Medicine Supply Notification Number

MSN/2023/066

Please note this MSN has now been superseded by MSN/2023/072 Platinum-based
Chemotherapy Agents: Cisplatin, Carboplatin and Oxaliplatin

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:
e The supply of unlicensed medicinal products, Medicines and Healthcare
products Regulatory Agency (MHRA)
e Professional Guidance for the Procurement and Supply of Specials, Royal
Pharmaceutical Society (RPS)
e Prescribing unlicensed medicines, General Medical Council (GMC)

Shortage of Irinotecan
hydrochloride 330mg/
220ml and 360mg/
240ml bags

Anticipated re-supply date
27 August 2023

Actions
NHS provider Trust pharmacy procurement teams, Aseptic units and their local
Medication Safety Officer should:
e assess current stock holding of irinotecan hydrochloride 330mg/ 220ml bags
and 360mg/ 240ml bags to ensure current stock levels are correctly recorded in
pharmacy systems
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e consider placing orders of irinotecan hydrochloride 330mg/ 220ml bags and
360mg/ 240ml bags from commercial compounders where there are
insufficient supplies during this period (see Supporting Information); or

e consider in-house aseptic preparation of irinotecan hydrochloride 330mg/
220ml and 360mg/ 240ml bags for the duration of this shortage, ensuring work
systems including appropriate documentation and worksheets are updated to
support this

Alternatives

Able to support demand

The following suppliers can provide a full uplift in demand with the following vials sizes.
Consilient

Irinotecan 40mg/ 2ml, 100mg/5ml, 300mg/15ml vials

Fresenius Kabi

Irinotecan 100mg/5ml, 300mg/15ml, 500mg/25ml vials

Seacross Pharmaceuticals LTD

Irinotecan 100mg/5ml, 300mg/15ml vials

Unable to support demand

The following suppliers cannot support an increase in demand with the following vials
sizes.

Accord

Irinotecan 100mg/5ml, 300mg/15ml, 500mg/25ml vials, 1000mg/50ml vials

Pfizer

Campto (Irinotecan) 40mg/ 2ml ,100mg/5ml, 300mg/15ml vials

Supporting information
Commercial Compounders
Commercial compounders have confirmed they have capacity to accept new customers
for the compounding of irinotecan hydrochloride 330mg/ 220ml and 360mg/ 240m|
bags during this period.
The following commercial compounders have confirmed they can support with the
compounding of Irinotecan hydrochloride 330mg/ 220ml and 360mg/ 240ml bags
during this period and have provided contact email addresses (please note there may
be other compounders that can also support):
e |TH Pharma: commercial@ithpharma.com
e Quantum: west@quantumpharma.co.uk: caroline.munday@quantumpharma.c
o.uk
e Sciensus: Appleby@sciensus.com
e Bath ASU: limited capacity — individual Trusts need to approach Bath ASU and
they will advise on a case-by-case basis: gailey@pharmaxo.com

Medicine Supply Notification Number
MSN/2023/022

Shortage of
Disopyramide 100mg
capsules and 250mg
modified-release
tablets

Anticipated re-supply date
18 August 2023

Medicines affected

Anticipated re-supply date

Disopyramide 100mg capsules 84 capsule

1 September 2023

Disopyramide 250mg modified-release tablets 60 tablet
18 August 2023

Alternatives
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Parallel imports of disopyramide 100mg capsules and 250mg modified release tablets
are available and can cover the demand for the duration of the shortage.
Orders can be placed directly with the following suppliers:

e DrugsRUs Limited — via DrugsRUs Limited by contacting Veer@drugsrus.co.uk

Enquiries about page or supply issue
You can send any enquiries about this page or the individual supply issue raised
to: DHSCmedicinesupplyteam@dhsc.gov.uk

Platinum-based
Chemotherapy Agents:
Cisplatin, Carboplatin
and Oxaliplatin

Anticipated re-supply date
22 September 2023

Medicines affected

Anticipated re-supply date

Cisplatin 100mg/100ml solution for infusion vials

13 October 2023

Cisplatin 50mg/50ml solution for infusion vials

30 October 2023

Carboplatin 600mg/60ml solution for infusion vials (Pfizer Ltd) 1 vial
22 September 2023

Actions
Cisplatin and Carboplatin
NHS provider pharmacy procurement teams in all regions should:
e urgently place orders for unlicensed imports (see Supporting Information) to
meet the needs of patients during this period;
e work with the aseptic and quality assurance leads in trusts to be ready to use
unlicensed imports in aseptic units on receipt (see Supporting Information); and
e work with their pharmacy aseptic lead to ensure appropriate mitigations are
put in place to minimise the risk of product confusion and dosing errors in the
event that trusts have multiple unlicensed products in use within the
organisation at the same time.
Oxaliplatin
NHS provider pharmacy procurement teams in all regions should continue to order
oxaliplatin in line with historic order patterns acknowledging that unusual orders will be
challenged.

Alternatives

Oxiplatin

Whilst oxaliplatin solution for infusion vials remain available, these, cannot support any
uplift in demand.

Cisplatin and carboplatin unlicensed imports

Cisplatin and carboplatin unlicensed imports are available from a range of suppliers.
The SPS Quality Assurance team has produced advice on both available cisplatin
products and available carboplatin products. These lists and assessments will be kept
up-to-date with advice and available unlicensed products as the situation changes.

Supporting information
e There are supply constraints facing the platinum-based chemotherapy agents.
e Supplies of all strengths of cisplatin solution for infusion vials are in very limited
supply and unable to meet full UK demand until at least early October 23. A
resupply date is yet to be confirmed.
e Supplies of all strengths of carboplatin solution for infusion vials are in limited
supply and unable to meet full UK demand until mid- September 2023.
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e Availability of carboplatin 600mg/60ml solution for infusion vials are expected
to be significantly impacted during this period.

e Supplies from Independent Aseptic Compounders will remain available, but
they will not be able to increase capacity or accept new customers during this
period. Any new or increased ordering will be challenged.

e Trusts should place orders immediately for unlicensed imports to support
during this period.

e The NHSE Commercial Medicines Unit is actively working with the appropriate
clinical advisers to provide clinical guidance in to support management during
this time. Further information will be shared when finalised.

e Please note, this MSN supersedes MSN/2023/066 Cisplatin 50mg/50ml and
100mg/100ml solution for infusion vials.

Medicine Supply Notification Number
MSN/2023/072

Guidance on ordering and prescribing unlicensed imports
Any decision to prescribe an unlicensed medicine must consider the relevant guidance
and NHS Trust or local governance procedures. Please see the links below for further
information:
e The supply of unlicensed medicinal products, Medicines and Healthcare
products Regulatory Agency (MHRA)
e Professional Guidance for the Procurement and Supply of Specials, Royal
Pharmaceutical Society (RPS)
e Prescribing unlicensed medicines, General Medical Council (GMC)

Shortage of Tegretol
(carbamazepine)
100mg tablets

Anticipated re-supply date
1 September 2023

Medicines affected

Anticipated re-supply date

Tegretol 100mg tablets (Novartis Pharmaceuticals UK Ltd)
1 September 2023

Actions
Where patients have insufficient supplies to last until the re-supply date, clinicians
should:

consider prescribing half of a Tegretol 200mg tablet (unlicensed manipulation),
ensuring patients are able to split the tablet, and understand they are receiving the
same dose (see Supporting Information);

consider prescribing Tegretol 100mg/5ml liquid for patients unable to split a Tegretol
200mg tablet, ensuring the patient is counselled on the appropriate volume to take;
and

seek advice from specialists on alternative management options, if the above are not
considered appropriate.

Alternatives

The following products remains available and can support an uplift in demand:
e Tegretol (carbamazepine) 200mg tablet
e Tegretol (carbamazepine) 100mg/5ml liquid

Generic carbamazepine 100mg tablets remain available but are unable to support an
increase in demand.

Clinical information
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Tegretol (carbamazepine) tablets are licensed for the management of generalised tonic-
clonic and partial seizures in epilepsy, the prophylaxis of manic-depressive psychosis in
patients unresponsive to lithium therapy, and for trigeminal neuralgia.

As carbamazepine is a category 1 anti-epileptic drug, there are clear indications that
clinically relevant differences between different manufacturers’ products might occur,
even when the pharmaceutical forms are the same and bioequivalence has been
shown, thus patients should be maintained on a specific manufacturer’s product.

Tegretol 200mg tablets are scored but they are not licensed to be halved to deliver a
part dose, and there may be slight variation in bioavailability from halving a 200mg
tablet or switching to the liquid, but these are pragmatic options that have to be
considered whilst Tegretol 100mg tablets are out of stock. Patients should be advised
to report any loss of disease or seizure control, and adverse effects, after the switch.

Patients prescribed Tegretol 200mg tablets, or their carer, should be counselled on
dosing, ensuring they are able to halve the tablet, and to use a tablet cutter if there are
manual dexterity issues. They should also be advised to only halve one tablet at a time
for immediate use, and store the remaining half for the next dose, in the tablet cutter if
using one, or in an empty tablet bottle.

Medicine Supply Notification Number
MSN/2023/074

Shortage of TicoVac
Junior vaccine
suspension for
injection 0.25ml pre-
filled syringes

Anticipated re-supply date
25 August 2023

Actions
Please refer to the following resource which includes practical advice for travellers and
advice for health professionals: NaTHNaC — Tick-borne encephalitis risk: practical advice
during vaccine shortage (travelhealthpro.org.uk)
Links

e SmPCTicoVac Junior 0.25 ml Suspension for injection in a pre-filled syringe

e BNF Tick-borne encephalitis vaccine, inactivated

Enquiries about page or supply issue
You can send any enquiries about this page or the individual supply issue raised
to: DHSCmedicinesupplyteam@dhsc.gov.uk

Shortage of Varenicline
0.5mg and 1mg tablets

Actions
Please refer to the updated Supply Disruption Alert issued on 28th October 2021 for
management advice.

Alternatives
In addition to the advice in the updated Supply Disruption Alert [28th October 2021],
the following specialist importers have confirmed they can source unlicensed
varenicline 500micrograms tablets and/or varenicline 1mg tablets (please note there
may be other companies that can also source supplies):
e Thistle Pharma (please contact for further information- Tel: 0330 123 3001, E:
Contactus@thistlepharma.com)

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

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

e Prescribing unlicensed medicines, General Medical Council (GMC)

Enquiries about page or supply issue
You can send any enquiries about this page or the individual supply issue raised
to: DHSCmedicinesupplyteam@dhsc.gov.uk

Shortage of Reboxetine
(Edronax) 4mg tablets

Anticipated re-supply date
3 November 2023

Actions
Clinicians in primary and secondary care:
e Should not initiate new patients on reboxetine (Edronax) 4mg tablets until the
shortage has resolved.
e Use unlicensed imports (see details below) where available until the resupply
date

Where an import is not readily available:

e Insecondary care, where there are insufficient stocks, request mutual aid,
facilitated by Regional Pharmacy Procurement Specialist.

e 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.

e 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.

e 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):
e Mawdsleys
e Target Healthcare

Summary
Reboxetine (Edronax) 4mg tablets are out of stock from mid-August until the end of
October 2023.

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
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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:
e The supply of unlicensed medicinal products, Medicines and Healthcare
products Regulatory Agency (MHRA)
e Professional Guidance for the Procurement and Supply of Specials, Royal
Pharmaceutical Society (RPS)
e Prescribing unlicensed medicines, General Medical Council (GMC)

Shortage of Permethrin
5% cream

Anticipated re-supply date
4 August 2023

Considerations and background

In recent weeks there have been delays in resupply of some brands of permethrin 5%
cream

During this period, alternative suppliers remained in stock but supplies may have been
limited.

It has now been confirmed that by Friday 4™ August 2023 there will be a large quantity
of permethrin 5% cream available to the market that is sufficient to meet demand.
Further large deliveries are scheduled for delivery in mid-September 2023, with regular
monthly supplies at a similar volume thereafter.

To manage supply, wholesalers may have maximum order caps in place however, if
there is a requirement for large quantities of stock then local services should engage
with wholesalers to alert them to the need for a large quantity of stock for the
treatment of an outbreak.

Shortage of
Fluvoxamine (Faverin)
50mg and 100mg
tablets

Anticipated re-supply date
18 August 2023

Medicines affected
Anticipated re-supply date
Fluvoxamine 100mg tablets
18 August 2023
Fluvoxamine 50mg tablets
6 October 2023

Actions

Actions for primary and secondary care:

If the patient has insufficient stock to last until the resupply date, consider unlicensed
imports of fluvoxamine 50mg and 100mg tablets (see below for guidance on ordering
and prescribing unlicensed imports).

Following resupply of licenced fluvoxamine 100mg tablets:

For patients with insufficient supply of fluvoxamine 50mg, if suitable, consider
prescribing fluvoxamine 100mg tablets (when resupply is confirmed) which can be
halved along a score line into two equal doses. Splitting of the tablet along the break
line is within the product licence and therefore this would not be off-label use of the
medicine.
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These patients prescribed fluvoxamine 100mg tablets who require a 50mg dose should
be counselled on the splitting of tablets, including the following points:
e For a50mg dose, half a tablet = 50 mg fluvoxamine
e The remaining half of the tablet should be disposed of in accordance with local
requirements
e For patients who may have issues breaking the tablets, e.g., poor dexterity, a
tablet cutter should be provided, or a carer should be counselled on the
splitting of tablets

Alternatives
Fluvoxamine 50mg and 100mg tablets are currently available as an import via Target
Healthcare

Guidance on ordering and prescribing unlicensed imports
Any decision to prescribe an unlicensed medicine must consider the relevant guidance
and NHS Trust or local governance procedures. Please see the links below for further
information:
e The supply of unlicensed medicinal products, Medicines and Healthcare
products Regulatory Agency (MHRA)
e Professional Guidance for the Procurement and Supply of Specials, Royal
Pharmaceutical Society (RPS)
e Prescribing unlicensed medicines, General Medical Council (GMC)

Shortage of Aspirin
Suppositories

Medicines affected

Anticipated re-supply date

Aspirin 150mg suppositories (Martindale Pharmaceuticals Ltd)
25 August 2023

Actions
Clinicians should
e review all patients on aspirin suppositories and switch patients to oral therapy
if possible;
e consider using an alternative licensed medication(s) where a switch to oral
therapy is not possible;
e prescribe appropriate Specials or unlicensed imports where the above actions
are not considered appropriate (see information below).

Alternatives

Use oral therapy if possible.

Consider an alternative licensed medication where oral therapy is not possible.
Use specials or unlicensed imports where licensed alternatives are not considered
appropriate (see information below)

Clinical Information

Aspirin suppositories are licensed for the treatment of mild to moderate pain, pyrexia
due to colds and influenza, and musculoskeletal pain and inflammation. They are also
used off-label for their antiplatelet effect (e.g., after a stroke or Ml) in patients who
cannot swallow oral medicines, including those who do not have an enteral feeding
tube in situ.

Specials

The following companies have indicated they can supply specials of aspirin
suppositories (please note, there may be other companies that can manufacture
supplies):
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¢ Mandeville Medicines
e PCCA

Unlicensed imports
The following importer companies have indicated they can source supplies of aspirin
suppositories (please
note, there may be other companies that can also source supplies):
e Alium Medical Pharma
e Smartway Pharma
e UL Global
e Target
e Mawdsleys

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:
e The supply of unlicensed medicinal products, Medicines and Healthcare
products Regulatory Agency (MHRA);
e Professional guidance for the procurement and supply of specials, Royal
Pharmaceutical Society (RPS); and
e Prescribing unlicensed medicines, General Medical Council (GMC).

Please see the following links for further information:
e SmPC aspirin 150mg suppositories
e SmPC aspirin 300mg suppositories

Medicines Supply Notification Number
MSN/2022/004

Shortage of Diazepam
10mg/2.5ml rectal
solution tube

Anticipated re-supply date
1 September 2023

Medicines affected

Anticipated re-supply date

Diazepam 10mg/2.5ml rectal solution tube (Desitin Pharma Ltd)
1 September 2023

Actions
Where supply of diazepam 10mg/2.5ml rectal solution tubes are not available,
clinicians should:

e review patients and consider prescribing midazolam oromucosal solution which
can support the market during this time, ensuring that the patient is not
intolerant to any of the excipients and parent/carer is counselled on the
appropriate dose and volume required, and advised on how to administer the
dose

e if midazolam oromucosal solution is not appropriate, consider prescribing
diazepam 5mg/2.5ml rectal solution tubes to make up the dose required for the
patient: — The parent or carer will need to be counselled on the number of
rectal tubes to administer to make up the required dose and reminded that
they will need to repeat this process for any subsequent doses

e consider prescribing unlicensed diazepam 10mg/2.5ml rectal solution tubes
only where licensed alternatives are not appropriate; and

e if the above options are not considered appropriate, advice should be sought
from specialists for individualised review and consideration of alternative
management options.

Ambulance service staff should:




https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/373505/The_supply_of_unlicensed_medicinal_products__specials_.pdf

https://www.rpharms.com/Portals/0/RPS%20document%20library/Open%20access/Support/toolkit/specials-professional-guidance.pdf

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

https://www.medicines.org.uk/emc/product/2404/smpc

https://www.medicines.org.uk/emc/product/2405/smpc



e use diazepam 5mg/2.5ml rectal solution tubes to make up the dose required
for the patient.

Alternatives
The following midazolam oromucosal solution pre-filled syringes remain available and
can support an uplift in demand:
e Midazolam 2.5mg/0.5mL oromucosal solution pre-filled syringes
e Midazolam 5mg/1mL oromucosal solution pre-filled syringes
e Midazolam 7.5mg/1.5mL oromucosal solution pre-filled syringes
Midazolam 10mg/2 mL oromucosal solution pre-filled syringes

The following specialist importers have confirmed they can source unlicensed diazepam
10mg/2.5ml rectal solution tubes (please note there may be other companies that can
also source supplies):

e Orifarm

Clinical information

Diazepam rectal solution tubes are licensed in epileptic and febrile convulsions, to
relieve muscle spasm caused by tetanus, as a sedative in minor surgical and dental
procedures, and for initial use in acute severe anxiety and agitation.

Midazolam oromucosal solution is licensed in the treatment of prolonged, acute,
convulsive seizures in infants, toddlers, children, and adolescents (from 3 months to <
18 years). Midazolam oromucosal solution is not licensed for use in children under 3
month or in adults over 18 years. It is used off-label for status epilepticus in these age
groups

Medicine Supply Notification Number
MSN/2023/063

Shortage of Imiquimod
(Aldara 5% and Zyclara
3.75%) cream

Anticipated re-supply date
16 June 2023

Medicines affected

Anticipated re-supply date

Bascellex 50mg/g cream 250mg sachets (Sun Pharmaceutical Industries Europe B.V.)
16 June 2023

Aldara 5% cream 250mg sachets (Viatris UK Healthcare Ltd)

3 November 2023

Zyclara 3.75% cream 250mg sachets (Viatris UK Healthcare Ltd)

1 December 2023

Actions
NHS Provider Trust Pharmacy Procurement teams should:
e review local stock holding of Aldara 5% cream and Zyclara 3.75% cream,
including stock being held at ward locations
e estimate if they hold sufficient stock to meet the anticipated demand until the
re-supply date; and
e where there are insufficient stocks, the organisation should request mutual aid,
facilitated by their Regional Pharmacy Procurement Specialist

Where patients have insufficient supplies to last until the re-supply date,
clinicians/prescribers should:
e defer initiating new patients on Aldara 5% cream and Zyclara 3.75% cream until
the shortage has resolved
e where this is not appropriate, consider prescribing an alternative presentation
or agent with reference to the licensed indication, ensuring that the patient is






not intolerant to any of the excipients and is counselled on dosing and
administration (see Clinical Information and Alternatives)

e consider prescribing unlicensed products only where licensed alternatives are
not appropriate, working with local pharmacy teams to ensure orders are
placed within appropriate time frames as lead times may vary (see information
below); and

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

Alternatives
For actinic (solar) keratosis

Bascellex 50 mg/g cream (Imiquimod)

Indication: The topical treatment of clinically typical, nonhyperkeratotic,
nonhypertrophic actinic keratoses on the face or scalp in immunocompetent adult
patients when size or number of lesions limit the efficacy and/or acceptability of
cryotherapy and other topical treatment options are contraindicated or less
appropriate.

Solaraze 3% gel (Diclofenac sodium gel)
Indication: Treatment of actinic keratosis

Efudix 5% cream (Fluorouracil)
Indication — topical treatment of:

e superficial pre-malignant and malignant skin lesions;

e keratoses including senile, actinic and arsenical forms;

e keratoacanthoma;

e Bowen’s disease;

e superficial basal-cell carcinoma.

e Fluorouracil produces a more marked inflammatory reaction than diclofenac
sodium, but lesions resolve faster

Actikerall 5mg/g + 100mg/g Cutaneous Solution (Fluorouracil with salicylic acid)
Indication: Topical treatment of slightly palpable and/or moderately thick
hyperkeratotic actinic keratosis (grade I/11) in immunocompetent adult patients.

Klisyri 10 mg/g ointment (Tirbanibulin)

Indication: Field treatment of non-hyperkeratotic, non-hypertrophic actinic keratosis
(Olsen grade 1) of the face or scalp in adults.

This is a new product and is subject to additional monitoring
For superficial basal cell carcinomas

Efudix 5% Cream (Fluoruracil)
Indication — topical treatment of:

e superficial pre-malignant and malignant skin lesions;
e keratoses including senile, actinic and arsenical forms;
e keratoacanthoma;

e Bowen’s disease;

e superficial basal-cell carcinoma.






e Deep, penetrating, or nodular basal cell and squamous cell carcinomas do not
usually respond to Efudix therapy. It should be used only as a palliative therapy
in such cases where no other form of treatment is possible

For anogenital warts

Warticon Cream and Solution (Podophyllotoxin)
Indication: Topical treatment of condylomata acuminata affecting the penis or the
external female genitalia.

Catephen 10% Ointment

Indication: Cutaneous treatment of external genital and perianal warts
(condylomataacuminata) in immunocompetent patients from the age of 18 years

Note: Condyline 0.5% solution (podophyllotoxin) has been discontinued so would has
been removed as an alternative option for anogenital warts indication.

Other therapies

Cryotherapy or other forms of physical ablative therapy (e.g., surgery, laser treatment)
may also be considered for anogenital warts, particularly for patients with a small
number of low-volume warts, irrespective of type.

Unlicensed Imports

Where the above licensed alternatives are not suitable, unlicensed supplies may be
sourced, lead times vary.

Clinical Information
Imiquimod preparations

Aldara 5% Cream is licensed for the topical treatment of:
e External genital and perianal warts (condylomata acuminata) in adults
e Small superficial basal cell carcinomas (sBCCs) in adults
e Clinically typical, nonhyperkeratotic, nonhypertrophic actinic keratoses on the
face or scalp in immunocompetent adult patients when size or number of
lesions limit the efficacy and/or acceptability of cryotherapy and other topical
treatment options are contraindicated or less appropriate

Zyclara 3.75% cream is licensed for the topical treatment of clinically typical,
nonhyperkeratotic, nonhypertrophic, visible or palpable actinic keratosis of the full face
or balding scalp in immunocompetent adults when other topical treatment options are
contraindicated or less appropriate.

*In the USA, imiquimod (Zyclara) 3.75% cream is approved to treat external genital and
perianal warts/condyloma acuminata in patients 12 years or older.

Medicine Supply Notification Number
MSN/2023/010

All Serious Shortage Protocols (SPP’s) can be found:
https://www.nhsbsa.nhs.uk/pharmacies-gp-practices-and-appliance-contractors/serious-shortage-protocols-ssps

Shortage update taken from SPS Medicines Supply Toolkit on 14" August 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.




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

https://www.sps.nhs.uk/
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