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Minutes of the GMMMG Clinical Reference Group Meeting
Tuesday June 11", 2024, 12:00-14:00

via MS Teams

Name Title Organisation Jan | Feb | Mar | Apr | May | Jun
Dr Ann Harrison GP lead for Medicines NHS GMIC v v
Optimisation (Trafford) (Trafford)
Dr Jonathan Schofield Consultant Physician Acute Manchester FT A v v v v v
JS) Medicine & Diabetes
Suzanne Schneider (SS) | Medicines Information Bolton FT v v v A v v
Pharmacist
Gary Masterman (GM) Associate Director of Pharmacy | Wrightington, A A A A v A
Wigan and
Leigh FT
Andrea Marrosu (AM) High-cost Medicines and Home | Salford Royal A A A v A v
Care Pharmacist FT
Peter Marks (PM) LPC Board Member Community v v v v v v
Pharmacy GM
Mina Chowdhury (MC) Medicines Optimisation NHS GM IC A A A A v v
Pharmacist (Heywood,
Middleton &
Rochdale)
Lucy Tetler (LT) Medicines Optimisation NHS GM IC v v v A v v
Pharmacist (Bury)
Matthew Ling (MB) Deputy Director of Pharmacy GM Mental v A v SB v v
Health FT
Faduma Abukar (FA) Head of Medicines NHS GM IC A A A A A A
Management (Stockport)
Zoe Trumper (ZT) Assistant Director of Medicines | NHS GM IC v v A v v A
Management (Wigan)
Sarah Hafeez (SH) Advanced Medicines NHS GM IC v v v v v v
Optimisation Pharmacist (Tameside)
Jennifer Bartlett (JB) Team Leader, Salford Royal v A v v v v
Network Integrated Practice FT
Pharmacy (NIPPs)
Claire Foster (CF) Senior Medicines Optimisation NHS GM IC A v v v v v
Adviser (Manchester)
Jole Hannan (JH) Interface Pharmacist NHS GM IC v v v v A v
(Bolton)
Leigh Lord (LL) Head of Medicines Optimisation | Manchester FT v v v A v v
and Governance (LK)
Dr Zubair Igbal (ZI) Prescribing Lead (Manchester) NHS GMIC v
Primary Care Quality and (Manchester)
Transformation Lead
(Manchester)
Consultant Rheumatologist A A A A A A
Audrey Low SRFT
Charlie Filer Stockport
Dipak Roy TGH
Louise Mercer Stockport
Sahena Haque UHSM
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Anindita Paul Bolton

Dan Newsome (DN) Principal Pharmacist RDTC v v v v v | v

Nancy Kane (NK) Senior Medical Information RDTC v I vV Vv I Vv |V |V
Scientist

Andrew Martin (AMart) Strategic Medicines NHS GM IC v I vV IV I|Iv IV |V
Optimisation Pharmacist

Karina Osowska (KO) Medicines Optimisation NHS GM IC v v v v v v
Pharmacist

1. General Business

1.1 | Welcome and apologies

Apologies as noted above.

Dr Zubair Igbal was welcomed as a new member of CRG to provide additional GP representation

LL agreed to chair the meeting again in lieu of a formal process to select a new chair.

1.2 | Declarations of interest
Previously declared where relevant. LL stated that a number of formulary applications have been submitted
by MFT but that she has had no involvement in their production.

1.3 | Draft May 2024 CRG Minutes

The minutes were approved for publication to the GMMMG website pending some amendments to AH role

description.

1.4 | Action log review

The owner of each action will be approached for updates if not already provided to CRG. Some items have

full agenda items. Others have progress as follows:

e Promethazine tablets: Discussed at GMMMG on 9" May where it was requested this is escalated if no
position is submitted to CRG for GM-wide adoption soon. Unfortunately despite a lot of work being put
into engagement with GM localities the earliest this proposal is expected would be end of June. In line
with previous discussions this will now be raised at GMMMG.

2.0 Matters arising
2.1 | CRG Consultation April 2024

The comments received through the consultation were noted and all items approved. Further discussion
took place on:

e Lamotrigine formulary amendment. The proposal was to add the additional licensed indication of bipolar
disorder to the RAG list as a Green specialist advice to avoid confusion regarding its status for transfer
to primary care. The comments received were noted but most did not recognise that there is no change
in RAG proposed, CRG acknowledged that specialist involvement in prescribing is essential.

e Xonvea for management of nausea and vomiting in pregnancy. CRGB proposed that this should no
longer have a “grey” status due to being positioned by RCOG in the latest publication of its guidelines.
CRG acknowledged that use of other agents is off-label but that there is a long history of safe use of
these agents and the relative cost should be taken into account. Xonvea RAG status will therefore be
amended to Green and positioned after other established treatment options.

Action: RDTC to submit actions to GMMMG for approval

3.0 Formulary and RAG
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3.1

Formulary Amendments May 2024
CRG approved the formulary amendments to open for consultation and noted the following:
e TA973: Atogepant for preventing migraine. A headache pathway is nearing completion and within it

this medicine is proposed as Green specialist advice . Therefore CRG agreed to open the
consultation process to gather comments ahead of the pathway being presented for approval.

Recommendation
Open for GM wide consultation

3.2

Formulary request — hydroxycarbamide liquid

A request from MFT was received to include hydroxycarbamide 100mg/mL oral solution as a formulary
choice and as an option in the recently approved shared care protocol (SCP) for the indications contained
within it.

CRG noted that this product is up to 60x more expensive than the 500mg capsules but is less costly than the
100mg tablets. The request is for patients for whom the solid dosage forms are not appropriate due to
swallowing difficulties, who are tube-fed or use low does of <500mg and have carer intervention to open
capsules (which are cytotoxic and unnecessary exposure should be prevented). The cost of an average
2000mg per day dose would be £12,500 per year and although the number of patients is expected to be
very small this is a very large cost to individual practice budgets for one medicine and will likely require extra
communication to provide assurance that it is appropriate and the best option for the patient.

It was not clear from the application how many patients would be expected to use the medicine each year so
this information is required before CRG can make an assessment of cost impact.

Recommendation

CRG requested further information on patient numbers and communication to primary care if the medicine is
recommended

3.3

Formulary request — Voke inhalator

CRG have received a request to add the Voke inhalator to formulary for its indication of the treatment of
tobacco dependency as an additional option for patients.

Voke is a nicotine replacement therapy (NRT) product in the form of an inhaler device which delivers
nicotine without the use of heat or batteries (not a vaping device) to support. Unfortunately there does not
appear to be a licensed product currently available in the UK. The previous product has been discontinued
and the intellectual property bought and the device redeveloped, with the aim of relaunching to market. The
current marketing authorisation holder has suggested a reduced price but this cannot be confirmed.

CRG discussed the application and recognised that there is a large number of NRT options already available
on the formulary. They recognised the need to have options available to support quit attempts but requested
if some rationalisation of recommended products could be provided.

They noted that the commissioning landscape for this service is unclear and that this issue is being explored
as part of the approval for the GM medical management of tobacco protocol, which appears later on this
agenda.

Recommendation

CRG were unable to make a recommendation without a UK product and price being available. The
comments about product choice and rationalisation will be communicated to the applicant and a further
submission in due course will be encouraged.

3.4

Formulary request — SimAlvia (simeticone and alverine)

A formulary request to add SimAlvia to the GMMMG formulary for the licensed indication of abdominal pain
in IBS in adults. It is a fixed combination of alverine 60mg and simeticone 300mg. Simeticone is not
available in the UK for adult use as a stand-alone product but alverine is in strengths of 60mg and 120mg.

It was pointed out that there has been no critical appraisal of the key studies included in the application and
that this should take place prior to making a recommendation. The studies quoted are around 10 years old
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which raises the question of why is the request being made now if there is a strong rationale for use. The
medicine is more expensive than the majority of the comparators but it is not clear of there is a strong
argument for superiority over these, without which, CRG reasoned, the application should be declined at this
stage pending appraisal of the evidence.

Recommendation

A review of the provided evidence will be undertaken by RDTC before reconsideration by CRG.

3.5

Formulary amendment — Sunscreens

CRG considered a request to amend the formulary to reflect the changes in availability of sunscreen
products, a number of which have been withdrawn from the market since the formulary was last updated.

The changes recommended are to remove Anthelios Shaka Fluid and Sunsense Ultra which have been
discontinued and replace with; Anthelios SPF 50+ lotion as first choice and Uvistat Suncream SPF 50 as an
alternative. These are priced at £12.50 (250mL) and £10.09 (125mL) respectively.

Recommendation:
CRG agreed with the proposal and will open this for consultation

3.6

Fezolinetant formulary assessment tool

CRG were presented a formulary assessment tool developed by the RDTC and supported by a new drug
evaluation piece. The recommendation was to consider applying prescribing restrictions to this product in
advance of an anticipated NICE TA assessment to publish in 2025.

Fezolinetant is a first-in class hon-hormonal treatment for moderate to severe vasomotor symptoms
associated with the menopause and may offer a licensed alternative to HRT. It is not currently listed in the
Drug Tariff and but is available for prescribing by private providers since January 2024. There are potential
safety concerns for those with known or suspected hepatic disorder due to its potential to cause rises in
serum transaminases. Some private providers are conducting baseline LFT monitoring and follow-up despite
the SPC stating this is not routinely required for healthy patients.

NICE are not due to start the appraisal process until July 2024 so it is proposed that a DNP status is
produced in advance of NICE.

It was raised that in secondary care any medicine that is non-formulary cannot be prescribed and is
assumed to be not routinely funded until a TA is published and the formulary updated. No such controls exist
in primary care and to date 5 items have been prescribed nationally on NHS prescription for this medicine.
This shows the difficulty of enforcing a default position for non-formulary medicines in primary care as “not
routinely funded”, however this position is something that GMMMG could consider in the future.

There has been no specialist involvement in GM in this proposal to date, therefore CRG asked if the group
that authored the GM HRT guidance could be approached to provide specialist opinion before
reconsideration by CRG

Recommendation:

KO to facilitate specialist input to the proposed GM position of fezolinetant in advance of a published NICE
TA.

4.0 Pathways and Clinical Guidelines

4.1 Clopidogrel genotyping project
Deferred to July CRG meeting
4.2 CMDU pathway

Sara Roscoe and Anna Pracz attended to present this item

This pathway for non-hospitalised adult patients is an updated version of that originally approved by
GMMMG in December 2023. It seeks to update recommendations in line with NICE TA878 from March 2024
and TA971 from May 2024. The decision from NICE on the positioning of molnupiravir is expected in
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January 2025, in the interim GM is following the NHSE interim policy for its use as an alternative oral
treatment.

CRG heard that the new service provider is in the final stages of set up with an anticipated go-live date of 9"
July. Until then GM secondary care providers are managing COVID patients and the pressures this is
causing was recognised.

CRG requested further detail on some points including the speed of service provider response to email
referrals; which was stated to be within 24 hours, and how patient records will be transferred to ensure safe
and effective treatment. GM ICB is currently looking for at least one community pharmacy in each locality to
hold stock and expressions of interest are currently being sought.

Recommendation:

CRG agreed this is a technical update only and approved for ratification by GMMMG without the need for a
consultation

4.3 GM Medical management of tobacco protocol
This post-consultation document was approved for ratification by GMMMG following the comments being
reviewed and addressed
Recommendation:
Approved for ratification by GMMMG

4.4 Statins for primary CV prevention in HIV
This post-consultation version of the document discussed at February CRG was discussed. All the
comments have been reviewed and addressed as appropriate. CRG noted the importance of the GP clinical
system holding details of the patients anti-retroviral therapy to highlight potential interactions and facilitate
best care of the patient’s overall physical health needs.
Recommendation
Approved for ratification by GMMMG

4.5 GM Palliative Care Pain and symptom Control guidelines

This document is an update of an existing GM guideline and is recognised to be a very well written and
useful resource. Unfortunately there has not been a list of changes provided with the updated document,
therefore CRG could not ascertain what was new/removed from the original version.

A comment was received that table 40 refers to renal impairment and may be too broad when there are
degrees of impairment and the potential action may differ based on this.

Recommendation
Request a change log from author(s) and re-table for approval at next CRG

5.0 Shared care

None

6.0 Work plan and horizon scanning

6.1

Monthly horizon scanning May 2024
CRG considered the contents of the document and made the following comments.

e Bismuth subcitrate potassium, metronidazole, tetracycline hydrochloride (Pylera) for h.pylori
eradication, if taken at prescribed dose will be a higher dose of antimicrobial than that recommended
by NICE. Should a position on the use of this product be considered — refer to antimicrobial steering
group

e Aprocitentan for resistant hypertension. This is in the NICE planner but with no date yet for work to
begin. The launch may need to be monitored to ensure prescribing is appropriate in advance of a
NICE TA

e Ustekinumab biosimilars. These do not yet have a license for ulcerative colitis but use if this
indication is believed to be less than 10% of all gastroenterology indications.
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7.0 AOB

e The shortage of quetiapine 150mg, 200mg and 300mg tablets was raised. It is understood there is a piece of
work being undertaken by the ICB to manage this, requested by the ICB Chief Pharmacist.

e Arequest was received to consider the inclusion of quetiapine for Parkinson’s disease in a GMMMG shared
care protocol. This may be appropriate, however a review of the RAG status of all oral antipsychotics is
expected to July CRG so it would be sensible to await the outcome of this review before considering
amending the SCP.

e LL has kindly and capably taken on the role of Chair for the May and June meetings. However the CRG
terms of reference state that a democratic process should decide the chair and vice-chair of the group.
Therefore expressions of interest for Chair and VC were requested and a vote will be taken if required.

Date of next meeting: Tuesday 9" July 2024 12:00-14:00 via Teams




