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The NHS is legally obliged to fund and resource medicines and treatments recommended by NICE's technology appraisals. When NICE recommends a treatment 'as
an option', the NHS must make sure it is available within 90 days (unless otherwise specified) of its date of publication. This means that, if a patient has a disease or
condition and the doctor responsible for their care thinks that the technology is the right treatment, it should be available for use, in line with NICE's
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Drug and indication

Rationale / criteria

Status and
formulary position
assigned

Notes on decision

Cost impact and commissioning / service
implications

Recommendation
from GMMMG

TA986: Lebrikizumab

for treating moderate

to severe atopic
dermatitis in people

12 years and over
10th July 2024

Commissioning: ICS,
tariff-excluded

Lebrikizumab is recommended as an
option for treating moderate to severe
atopic dermatitis that is suitable for
systemic treatment in people 12 years and
over with a body weight of 40 kg or more,
only if:

e the atopic dermatitis has not
responded to at least 1 systemic
immunosuppressant or these
treatments are not suitable, and

e  dupilumab or tralokinumab would
otherwise be offered, and

the company provides it according to the
commercial arrangement.

Add to formulary as a
RED drug in this
indication, with links to
TA986.

A GM high cost drugs
pathway is planned,
however no date is
available for
publication.

NICE expect the resource impact of implementing
the recommendations in England will be less than
approximately £8,800 per 100,000 population.

This is because the technology is a further
treatment option and the overall cost of treatment
will be similar for this patient group. However,
across all of the treatment options included in the
resource impact template, there may be a larger
resource impact because of the expected increase
in use of treatments rather than standard care.
There may be a capacity impact for dermatology
clinics for initial administration, and for homecare
services for subsequent treatment.

Approved addition
to the formulary

TA990: Tenecteplase

for treating acute
ischaemic stroke

24t July 2024
Commissioning: ICS,
tariff included, 30-
day NICE TA

Tenecteplase is recommended, within its
marketing authorisation, as an option for
the thrombolytic treatment of an acute
ischaemic stroke in adults:

e within 4.5 hours of the onset of stroke
symptoms, and

e when intracranial haemorrhage has
been excluded.

Use the least expensive option of the
available treatments (including
tenecteplase and alteplase). Take account
of administration costs, dosages, price per
dose and commercial arrangements. If the
least expensive option is unsuitable,
people with the condition, their family or
carers, and their healthcare professional
should discuss the advantages and
disadvantages of other treatments.

Add to formulary as a
RED drug in this
indication, with links to
TA990.

As local payment
agreement exists for
other drugs on the
pathway this is being
explored for
Tenecteplase

NICE expect the resource impact of implementing
the recommendations in England will be less than
approximately £8,800 per 100,000 population. This
is because the technology is a further treatment
option and the overall cost of treatment will be
similar for this patient group.

A cost comparison by NICE of tenecteplase with
alteplase suggests that it costs less.
Administration, adverse events, and other resource

use costs are expected to be similar for the 2
treatments.

Approved addition
to the formulary
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Drug and indication

Rationale / criteria

Status and

Notes on decision

Cost impact and commissioning / service

Recommendation

formulary position implications from GMMMG
assigned
DPP-4 inhibitor and The formulary currently contains All DPP-4 inhibitors CRG agreed with the There are savings associated with a switch to Approved
Linagliptin formulary | information which suggests linagliptin is are GREEN recommendation noting | sitagliptin. This amendment supports the medicines | formulary
amendment the DPP4-1 of choice for patients with there is locally value work to achieve these. amendment
some degree of renal impairment. approved protocols to
Sitagliptin is in fact the DPP-4i of choice undertake a switch to
due its lower cost and it is also suitable for sitagliptin. CRG
use in renal impairment with a dose requested the renal
adjustment. impairment information
The proposal seeks to remove the within this part of the
statement: formulary is removed
“Linagliptin is an alternative for use in as prescribers should
h . reference the BNF for
patients with mod?’rate or severe renal dose adjustments.
impairment (CrCl)
Bempedoic acid with | It has been highlighted that between 30- Bempedoic acid is on Potentially cost saving, due to reduction in Approved
ezetimibe for treating | 40% of patients in GM who are prescribed | formulary as GREEN, inappropriate prescribing. formulary
primary bempedoic acid are also prescribed a with a note: “To be amendment

hypercholesterolaemia
or mixed
dyslipidaemia

statin. This is contrary to NICE TA694,
which states:

“the company decided that it was no
longer seeking a recommendation in the
maximally tolerated statin population
because the incremental cost-
effectiveness ratio (ICER) estimates were
too high to be recommended for routine
use in the NHS.”

CRG is asked to amend the formulary
wording to make this advice clearer, and
improve prescribing quality.

used together with
ezetimibe in line with
NICE TA694 this
proposal will add.
“Only approved for
use when statins are
contraindicated or not
tolerated and
ezetimibe alone does
not control LDL-C well
enough, in line with
NICE TA694. Use in
conjunction with statin
therapy is not
recommended.”
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Drug and indication

Rationale / criteria

Status and
formulary position
assigned

Notes on decision

Cost impact and commissioning / service
implications

Recommendation
from GMMMG

Rebate for Prostap

A revised rebate application for
Prostap has been received from
Takeda

Prostap is listed in
the GMMMG
Formulary.

The revised rebate is
identical to the one
which expired on 30t
June 2024 except
that there is an
improved rebate for
Prostap 3 DCS
11.25mgi.e. a
greater percentage
rebate.

It meets the
requirements of the
Ethical Framework
and it is
recommended by
IPMO Value that this
rebate is approved.

Annual rebate worth around £108k annually

Approved this
revised rebate
for NHS GM.

Rebate for Clenil

The Clenil rebate finished on the 30th
September, with the manufacturer
introducing a new rebate scheme for
Clenil products. However, this will not
be available until January 2025. As an
interim the manufacturers are
prepared to continue the current
scheme across the ICB for a further 3
months.

Clenil is listed in the
GMMMG
Formulary.

Recommended by
IPMO Value that the
extension to this
rebate is approved.

If a new rebate
arrangement is
received in January
2025, this will be
subject to evaluation
against the Ethical
Framework in the
usual way.

Annual rebate worth around £300k annually

Approved the
extension to this
rebate for NHS
GM.
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Drug and indication

Rationale / criteria

Status and

Notes on decision

Cost impact and commissioning / service

Recommendation

formulary position implications from GMMMG
assigned
Blood Glucose These guidelines are intended to help | See appendix 1 GM formulary to Cost reduction to primary care prescribing Approved

Testing Strips: GM
recommendation

healthcare professionals select blood
glucose meters and give appropriate
advice to people who need to self-
monitor their blood glucose (SMBG).
The recommendations apply to adults,
children and young people with
diabetes. The guidelines do not
include continuous glucose monitoring
devices - separate local advice will be
made available.

which specifies GM
recommended
BGTS

reflect only those
BGTS/meters to be
prescribed/supplied
within GM (as per
appendix 1)

budget of £700K per year

amendment to
formulary and
communication
to GM system

Melatonin 2mg
modified-release
tablets

Until March 2023 melatonin 2mg modified-
release tablets were Drug Tariff category
C, with Circadin as the reference product.
In April 2023 they were moved to category
M and the price has declined significantly
since.

Remove the Circadin
brand from formulary
and add a note that
melatonin 2mg MR
tablets should be
prescribed
generically.

CRG recognised the
savings potential and
recommended this is
fed into the medicines
value workstream for
prioritisation and action
as appropriate

The Drug Tariff price is currently £3.46 for a pack of
30 while Circadin has an NHS list price of £15.39
per pack of 30. This is currently a difference of
£11.93 per pack.

In July 2024 there were around 5,500 items of
melatonin 2mg MR dispensed in GM. If all items of
Circadin had been prescribed generically the cost
would have saved around £66,800 in July. This
equates to £801k per year in GM

Approved
formulary
amendment
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DECISIONS WITHOUT A FINANCIAL OR COMMISSIONING IMPACT

Drug and
indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact and
commissioning /
service implications

Recommendation
from GMMMG

Fezolinetant for

This item was picked up through routine

Assign status of “decision pending”

To be routinely reviewed on

None expected

Approved addition to

vasomotor horizon scanning activity, and there has been and annotate “Not assessed by publication of the NICE TA. formulary as “decision
symptoms in no request received to support its addition to GMMMG for treating vasomotor pending” with
menopause formulary. To reduce duplication of effort it is symptoms associated with aforementioned
proposed that the system awaits NICE menopause. This recommendation annotation
guidance, which is now expected in May 2025. | will be reviewed when the NICE TA is
published”
High-cost drugs | GM Central MO team identified that there are Formulary entries for the specified Currently affected biosimilars | Likely cost neutral. Will Approved

with biosimilars

several high-cost drugs listed on formulary by
originator brand name, despite availability of
biosimilars on the MPSC framework.

There is therefore a request to amend all
entries, where required, to align with the
GMMMG Commissioning framework for
biologic medicines: defining best value.

drugs will be amended to remove the
originator brand as this is likely the
most expensive product. Unless there
is a preferred NHSE mandated or
GM-agreed biosimilar brand, the
drugs should be simply endorsed with
a statement: prescribe the best value
product.

are:

adalimumab
etanercept

infliximab
ranibizumab
rituximab
teriparatide
tocilizumab
ustekinumab (MPSC
framework to be available
from 1/9/24)

align formulary with GM
best value biologic
commissioning
framework.

GM Headache
Pathway

The updated GM headache pathway includes
recommendations and guidance for the use of
oral treatments rimegepant and atogepant in
line with their NICE TAs.

This will support equitable use of all agents in
primary care

Rimegepant for acute migraine is
GREEN

Rimepgepant and atogepant for
prevention of migraines is GREEN
specialist advice

For other medicines attached
guidance

Locality CECGs to consider

any support needed to

embed this pathway locally

None expected from this
guidance

The financial and
commissioning impact of
the agents contained
within this guidance have
been considered and
approved by GMMMG

Approved the
publication of the
guidance

GMMMG Shared

Care Protocol for
Sulfasalazine for
adult patients

This updated SCP, adapted from the NHSE
and RDTC documents seeks to combine two
existing GMMMG SCPs for this medicine into
a single document covering rheumatology and
gastroenterology.

E/C tablets are AMBER shared care
in 10.1.3

No entry in chapter 1 for IBD

Add 500mg tablets and oral
suspension to chapter 1

CRG recognised that this
medicine is not on the

formulary for all indications,

and that this should reflect
the SCP.

None expected

Approved document
and formulary
amendment
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Drug and

Rationale / criteria

Status and formulary position

Notes on decision

Cost impact and

Recommendation

indication assigned commissioning / from GMMMG
service implications
GM opioid GMMMG IPMO Medicine Safety subgroup is No change The standards have been Nil - it is expected that Approved
discharge undertaking a piece of safety improvement approved at GMMMG. CEG these standards should
standards work aiming to support opioid stewardship at are requested to approve lead to a reduction in
the transition of care when a patient is these standards and the inappropriate prescribing
discharged from hospital. This work includes implementation of them of opioids
the development of a set of discharge within GM secondary care
communication standards which outline the NHS trusts.
information that should be provided in the
discharge letter (TTO) when a patient is
discharged with an opioid.
The goal is to implement these discharge
standards across GM to support opioid
stewardship by ensuring primary care
providers receive clear information on the
reasons for opioid prescriptions and the
ongoing treatment plan.
Medicines safety | The IPMO medicine safety group has No change The KPIs support oversight of | Nil — KPIs to aid Approved
group KPIs strategically aligned KPIs to reflect its primary the delivery of local and monitoring of progress
focus areas, ensuring that each selected KPI national medicines safety on agreed priority areas
has a measurable indicator that can be priorities. This will allow to improve medicines
effectively monitored and identifies system monitoring of the safety
impact. improvement and support the
This paper outlines a proposed set of KPIs for safer use of medicines within
IPMO medicines safety group's main priority GM.
areas.
The KPIs support oversight of
the delivery of local and
national medicines safety
priorities.
The priorities are supporting
the improvement of health
inequalities within GM.
CRG minutes N/A Approved N/A Approved for
(August and publication to GMMMG
September 24) website
GMMMG Oct N/A Approved N/A Approved for
minutes publication to GMMMG

website
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DECISIONS FOR INFORMATION ONLY

Drug and indication

Rationale / criteria

Status and
formulary position
assigned

Notes on
decision

Cost impact

TA988: lvacaftor—
tezacaftor—elexacaftor,
tezacaftor—ivacaftor and
lumacaftor—ivacaftor for
treating cystic fibrosis

24t July 2024

Commissioning: NHSE,
tariff-excluded

e lvacaftor—tezacaftor—elexacaftor (IVA-TEZ-ELX) plus
ivacaftor (IVA) alone is recommended within its
marketing authorisation, as an option for treating cystic
fibrosis in people 2 years and over who have at least 1
F508del mutation in the cystic fibrosis transmembrane
conductance regulator (CFTR) gene.

e Tezacaftor-ivacaftor (TEZ-IVA) plus IVA alone is
recommended, within its marketing authorisation, for
treating cystic fibrosis in people 6 years and over who
have:

o 2 copies of the CFTR gene with F508del
mutations, or

o acopy of the CFTR gene with an F508del
mutation and a copy of the CFTR gene with 1
of the mutations listed in section 2.2.

e Lumacaftor-ivacaftor (LUM-IVA) is recommended,
within its marketing authorisation, for treating cystic
fibrosis in people 1 year and over who have 2 copies of
the CFTR gene with F508del mutations.

e IVA-TEZ-ELX, TEZ-IVA and LUM-IVA are only
recommended if the company provides them according
to the commercial arrangement.

This guidance updates and replaces TA398 (July 2016).

Add to formulary as
RED drugs in this
indication, with links
to TA988. Remove
any links to TA398.

Ivacaftor is not
on formulary but
is included in
the RAG list as
RED.

Other medicines
not on formulary
or RAG list.

The treatments are already in use in the NHS following an
agreement between NHSE and the manufacturer.

TA989: Etranacogene
dezaparvovec for treating

moderately severe or
severe haemophilia B

24t July 2024
Commissioning: NHSE

Etranacogene dezaparvovec is recommended with
managed access as an option for treating moderately
severe or severe haemophilia B (congenital factor IX [FIX]
deficiency) in adults without anti-FIX antibodies. It is only
recommended if the conditions in the managed access
agreement for etranacogene dezaparvovec are followed.

Add to formulary as
a RED drug in this
indication, with links
to TA989.

It is estimated around 300 adults in England are currently
living with severe to moderately severe or severe
haemophilia B. The number of people eligible for
treatment within this guidance is likely to be lower.
Etranacogene dezaparvovec is delivered by a single
intravenous infusion. There are capacity benefits relating
to the one-off single administration of the technology
versus current options requiring 6 to 8 weekly deliveries of
FIX replacement therapy. This involves hospital homecare
pharmacy administrative time for prescriptions and
homecare delivery of blood products.

All links to MHRA drug safety updates added to formulary as published. Significant alerts where further action is required are highlighted.
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Tel: 0191 213 7855 email: nuth.nyrdtc.rxsupp@nhs.net visit: https://rdtc.nhs.uk
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THIS DOCUMENT IS INTENDED FOR USE BY NHS HEALTHCARE PROFESSIONALS AND CANNOT BE USED FOR COMMERCIAL OR MARKETING PURPOSES. PATIENT INFORMATION ON MANY TOPICS CAN BE ACCESSED VIA NHS
CHOICES
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