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Clarification on Lipid Optimisation and the use of Inclisiran

Following recent discussions and educational sessions, we would like to clarify the current position regarding
lipid management and the use of Inclisiran in primary care.
Lipid optimisation should continue to follow NICE guidance and the NHS England lipid management pathway.
In line with national guidance:
¢ High-intensity statin therapy remains first-line treatment for lipid optimisation in both primary and
secondary prevention and should be optimised to the maximally tolerated dose where appropriate.
* Where lipid targets are not achieved, clinicians should follow the NHS England lipid pathway to guide
further treatment escalation.
¢ Inclisiran has a defined role within this pathway for secondary prevention patients whose LDL-C
remains above the relevant threshold despite appropriate lipid-lowering therapy. Practices should

also note that Inclisiran administration is funded within primary care and supported by the LMC.

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



e Before considering inclisiran, confirm:
= Patient is on maximally tolerated high-intensity statin
= Adherence has been reviewed
= Lifestyle interventions reinforced
= Ezetimibe considered or prescribed
= LDL-C remains above pathway thresholds
e Specialist therapies. PCSK9 inhibitors (e.g., alirocumab, evolocumab) are high-cost injectable
therapies initiated in secondary care. Referral may be appropriate for patients who remain above
LDL-C targets despite optimised therapy in primary care.
e Good coding and documentation are essential. Clear recording of statin use, intolerance, prior
optimisation, and lifestyle counselling supports safe, evidence-based prescribing, appropriate access

to inclisiran and avoids repeated patient discussions

Practices should continue to optimise treatment based on individual patient risk, response to therapy and
shared decision-making.

This approach aligns with international evidence, including ESC/EAS dyslipidaemia guidance, which
demonstrates that progressive lowering of LDL-C is associated with further reductions in cardiovascular events

in secondary prevention.

Where practices choose to utilise educational or service support resources from pharmaceutical companies, this
should be undertaken in accordance with the ICB Working with Pharma Policy.
For colleagues who were unable to attend the recent educational session, a link to the webinar recording will

also be included in the GP bulletin.

The aim of this clarification is to ensure prescribing and service delivery remain aligned with national guidance
of optimising statins first, whilst highlighting inclisiran for its defined place in the pathway, for safe,

evidence-based cardiovascular risk reduction.

In consultation with:

Dr Krishan Bhanot MBBS (UCL) 2004 MRCGP
Cardiometabolic & CVD-P Clinical Lead | NHS Kent & Medway ICB
Medicines Optimisation Team

NHS Kent & Medway ICB
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Useful links
Summary of national guidance for lipid management

https://www.england.nhs.uk/aac/publication/summary-of-national-guidance-for-lipid-management/

Lipid optimisation pathway: secondary prevention in primary care and the community

https://www.england.nhs.uk/long-read/lipid-optimisation-pathway-secondary-prevention-in-primary-care-and-

the-community/

CVD prevention: lipid management including access to inclisiran

https://www.england.nhs.uk/long-read/cvd-disease-prevention-lipid-management-inclisiran/

Nefopam Prescribing in Kent and Medway ICB

In East Kent, Medway and Swale and West Kent nefopam is non-formulary and should not be prescribed in

primary care unless the patient was seen and initiated by a specialist in Dartford & Gravesham.
Following recent increases in nefopam prescribing across Kent and Medway, the Medicines Optimisation team
would like to remind practices that the formulary status for Nefopam is currently ‘specialist initiation’ only in

Dartford & Gravesham (this is currently under review).

We kindly ask that primary care do not initiate nefopam in any new patients.

A reminder on Simvastatin and Clarithromycin — Contraindication

The interaction between simvastatin and clarithromycin has recently been highlighted in a Regulation 28:

Prevention of Future Deaths (PFD) Report (February 2026). This report followed the death of a patient who was

prescribed simvastatin and clarithromycin concurrently, contrary to licensed guidance.

Clarithromycin is a potent inhibitor of CYP3A4, resulting in significantly increased blood levels of simvastatin
when co- prescribed. Elevated statin concentrations substantially increase the risk of severe muscle toxicity,

including myopathy and rhabdomyolysis, which may be fatal.
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https://www.england.nhs.uk/aac/publication/summary-of-national-guidance-for-lipid-management/
https://www.england.nhs.uk/long-read/lipid-optimisation-pathway-secondary-prevention-in-primary-care-and-the-community/
https://www.england.nhs.uk/long-read/lipid-optimisation-pathway-secondary-prevention-in-primary-care-and-the-community/
https://www.england.nhs.uk/long-read/cvd-disease-prevention-lipid-management-inclisiran/
https://www.kentandmedwayformulary.nhs.uk/therapeutic-sections/nervous-system/pain/non-opioid-and-compound-analgesics/
https://www.judiciary.uk/prevention-of-future-death-reports/lyn-maher-prevention-of-future-deaths-report/
https://www.judiciary.uk/prevention-of-future-death-reports/lyn-maher-prevention-of-future-deaths-report/

This interaction is clearly described as a contraindication in the British National Formulary BNF, Summary of
Product Characteristics (SPC) for simvastatin and clarithromycin and is reinforced by Specialist Pharmacy Service

(SPS) national guidance: Managing interactions between macrolides and statins. Please note, access to the SPS

guidance requires an SPS login.

Where treatment with a macrolide antibiotic is required:
e Clarithromycin must not be prescribed with simvastatin
e Co-prescribing with contraindicated statins is unsafe and must be avoided
e A non-interacting alternative antibiotic should be used where clinically appropriate
e If a statin is temporarily withheld during macrolide treatment, it is usually appropriate to restart

the statin promptly once the antibiotic course is completed, in line with guidance

Home Nebulisers in Children with Asthma — Important Safety Reminder

Recent hospital admissions for children experiencing acute asthma attacks have led to instances where parents
or carers, having seen nebulisers used in hospital, subsequently purchase nebuliser devices independently (e.g.
online or via community pharmacies). This has resulted in requests to GP practices for prescriptions of
salbutamol or ipratropium bronchodilator nebules for home administration.

Primary care clinicians are advised not to prescribe bronchodilator nebules (e.g. salbutamol or ipratropium)
for home use in children with asthma, unless this has been explicitly initiated and is being managed by a
paediatric respiratory specialist.

The MHRA Drug Safety Update 2022 states:

“Nebulised asthma rescue therapy in children: home use of nebulisers in paediatric asthma should be initiated
and managed only by specialists.”

It also advises that “independent purchase of nebuliser devices outside of medical advice for use at home to
deliver rescue therapy for the acute treatment of asthma in children and adolescents is not recommended.”

This position is also reflected in the Kent & Medway paediatric asthma formulary guidance..

Unsupervised home nebuliser use in children with asthma can mask deterioration, delay urgent medical
attention and escalation, and increase the risk of serious harm.
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https://bnf.nice.org.uk/interactions/
https://www.medicines.org.uk/emc/browse-medicines
https://www.sps.nhs.uk/articles/managing-interactions-between-macrolides-and-statins/
https://www.gov.uk/drug-safety-update/nebulised-asthma-rescue-therapy-in-children-home-use-of-nebulisers-in-paediatric-asthma-should-be-initiated-and-managed-only-by-specialists
https://www.kentandmedwayformulary.nhs.uk/media/ybupfg0j/kmicb-copd-guidelines-2024.pdf

MHRA Drug Safety Update

The latest MHRA Drug Safety Updates can be accessed at Drug Safety Update - GOV.UK (www.gov.uk) . This

includes links to alerts, recalls and safety information and to the monthly Drug Safety Update PDF newsletter.

MHRA Drug Safety Updates Published after 15" February 2026 and up to 16" March 2026:
Falsified Mounjaro KwikPen 15mg pre-filled pens - GOV.UK — published 24" February 2026

A falsified version of Mounjaro (tirzepatide) KwikPen 15mg solution for injection has been found supplied
through one online pharmacy in the UK. The falsified product is labelled with batch D873576 and applies to
Mounjaro KwikPen 15mg solution for injection in pre-filled pen only.

Please follow the link in the title of this item to see advice for healthcare professionals, and for healthcare

professionals to provide to patients.

MHRA Safety Roundup: February 2026 - GOV.UK

The MHRA Safety Roundup: January 2026 - GOV.UK included the following reminder:

Epimax Ointment and Epimax Paraffin-Free Ointment: reports of ocular surface toxicity and ocular chemical
injury
The Medicines and Healthcare products Regulatory Agency (MHRA) is reminding healthcare professionals of

the Drug Safety Update regarding Epimax Ointment and Epimax Paraffin-Free Ointment. The MHRA continues

to receive reports of ocular surface toxicity and ocular chemical injury where patients have been prescribed or
advised to use these emollients on the face or around the eyes.

Healthcare professionals are reminded not to prescribe or advise the use of Epimax Ointment or Epimax
Paraffin-Free Ointment on the face. They should also be aware that if these products come into contact with the
eyes, patients may present with pain, swelling, redness or watering of eyes, sensitivity to light, blurred vision,
burning or grittiness. Healthcare professionals should report suspected adverse reactions associated with
Epimax Ointment or Epimax Paraffin-Free Ointment via local and national reporting systems. For full details

please see the Drug Safety Update.

Alerts, recalls and safety information: medicines and medical devices - GOV.UK

**please follow the link in the titles above for more information and resources.**
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https://www.gov.uk/drug-safety-update
https://www.gov.uk/drug-safety-update/falsified-mounjaro-kwikpen-15mg-pre-filled-pens
https://www.gov.uk/drug-device-alerts/mhra-safety-roundup-february-2026
https://www.gov.uk/drug-device-alerts/mhra-safety-roundup-january-2026
https://www.gov.uk/drug-safety-update/epimax-ointment-and-epimax-paraffin-free-ointment-reports-of-ocular-surface-toxicity-and-ocular-chemical-injury
https://www.gov.uk/drug-safety-update/epimax-ointment-and-epimax-paraffin-free-ointment-reports-of-ocular-surface-toxicity-and-ocular-chemical-injury
https://www.gov.uk/drug-device-alerts

NATIONAL CAS ALERTS (National Patient Safety Alerts and CMO Messages Published after 14th January 2026
and up to 16th February 2026:

The MHRA Central Alerting System alerts can be accessed at CAS - Home (mhra.gov.uk)

Shortages Summary

From February 2024 onwards, the monthly Medicines Optimisation newsletter will no longer contain the

medicines shortages update document, which was compiled each month from the shortages listed on the SPS
(Specialist Pharmacy Services) Medicines Supply tool. The information published on the SPS Medicines Supply
tool is provided by DHSC and NHSEI Medicines Supply Teams and was not formally reviewed by the NHS Kent

and Medway Medicines Optimisation team.

During the time that the shortages update was compiled and included in the Medicines Optimisation
newsletter, practices and healthcare professionals were still encouraged to register for free access to the SPS

website and to access the SPS Medicines Supply Tool directly in real time, to have access to the most up-to-date

and complete information and advice available. Now that the shortages update will no longer be compiled by
the Medicines Optimisation team for inclusion in the newsletter, healthcare professionals will be required to
access the SPS Medicines Supply tool to access information on the latest shortages. Serious Shortage Protocols

(SPPs) can be found on the NHS BSA website (here).

NICE News

PDF

NICE news incl. QS
March 2026.pdf
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https://www.cas.mhra.gov.uk/Home.aspx
https://www.sps.nhs.uk/category/medicines-tools/medicines-supply/
https://www.nhsbsa.nhs.uk/pharmacies-gp-practices-and-appliance-contractors/serious-shortage-protocols-ssps

