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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

recommendations.

DECISIONS WITH 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

Modafinil should be available from
primary care for this indication when
advised by the specialist service in line
with NICE NG220

Modafinil 200mg and
200mg tablets for
multiple sclerosis
related fatigue

Add to formulary as
GREEN specialist
initiation

There is an existing GMMMG
primary care information leaflet
which includes this indication;
however the formulary has not
been updated.

GMMMG recognise the clinical
appropriateness of this
decision but acknowledge the
financial implications and that
addition to formulary may be
subject to financial
affordability.

There are 5500 patients in GM on the
MS clinic list, of which 20-80% could be
affected by fatigue and could therefore
be eligible for treatment. Annual cost of
treatment at 400mg daily in divided
doses is £110 if the 100mg tablets are
used.

Approve addition to
formulary subject to
financial affordability —
to be considered by ICB
executive

NHS
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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

Alverine citrate and
simethicone
60mg/300mg
(SimAlvia) for the
management of IBS
symptoms

Use for control of IBS symptoms when
other established treatments have been
ineffective or not tolerated

Add to formulary as 3%
line choice as GREEN

CRG did not think the
available evidence was
sufficient to recommend this
medicine ahead of other more
established treatment options
and given it is more costly
should have some control over
prescribing. Originally
proposed as Green (specialist
initiation) feedback from
stakeholders recommended
Green RAG status.

A review of prescribing in
planned when 6 months of
prescribing data is available
for audit,

At £130 per year (I tds) SimAlvia is
significantly more expensive than
mebeverine but may be cost-saving vs.
hyoscine or peppermint oil depending
on dosage and product used.

Approve addition to
formulary

TA999: Vibegron for
treating symptoms of

overactive bladder
syndrome

4t September 2024
Commissioning: ICS,
30 day TA

Vibegron is recommended as an option
for treating the symptoms of overactive
bladder syndrome in adults. It is only
recommended if antimuscarinic
medicines are not suitable, do not work
well enough or have unacceptable side
effects.

Add to formulary as a
GREEN (alternative)
drug in this indication,
with links to TA999.

Mirabegron is on formulary in
chapter 7.4.2 as an alternative
to oxybutynin or tolterodine IR
(first choice), darifenacin or
trospium MR (second choice).

Mirabegron has no RAG
status, but a GREEN status
has been proposed as part of
a formulary migration project

NICE expect the resource impact of
implementing the recommendations in
England will be around £1,000 per
100,000 population in year 1,
increasing to £6,000 per 100,000
population in year 5. This increase is
largely driven by population growth, not
drug costs.

Vibegron (£26.68 per pack of 30
tablets) is slightly cheaper than
mirabegron (£29.00 per pack of 30
tablets).

Approve addition to
formulary

Drospirenone 4mg
tablets for oral
contraception

Drospirenone 4mg is licensed for oral
contraception. There is a longer window
before a pill is considered missed (24
hours) compared to other marketed
POPs, although a longer period of
correct pill taking is required before
contraceptive effectiveness is restored.
Some monitoring may be required for
people taking potassium-sparing
medicines, or with significant risk
factors for kidney disease.

Green 3" line option

Longer window before a pill is
missed may support patients
who struggle with the other
available POPs.

Should be reserved as 3 line
option after norethisterone,
levonogestrel and desogestrel

GMMMG has consulted with
Local Authority colleagues to
confirm acceptance of this
decision

Drospirenone 4mg costs £63.70 per
year compared to less than £10 for

norethisterone or levonorgestrel, or

£10-£41 for desogestrel.

Specialists suggest that 10% of
patients requiring a POP may be
suitable for drospirenone.

GM currently spends £1.5m per year
on oral POPs, 92% of which is on
desogestrel, a formulary alternative
product and 3.4% for first choice
norethisterone. If 10% of this
prescribing is for drospirenone it would
cost an estimated extra £170k per year

Approve addition to
formulary
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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

TA1004: Faricimab for

treating visual
impairment caused by

Faricimab is
recommended, within
its marketing

Add to formulary
as a RED drug in
this indication,

On formulary as a RED drug for diabetic macular oedema
(TA799) and wet AMD (TA800).

A cost comparison by NICE
suggests faricimab has similar
costs and overall health benefits to

Approve addition to
formulary for this
indication

macular oedema after | authorisation, as an with links to aflibercept. In addition, a majority of
retinal vein occlusion | option for treating TA1004. people currently have aflibercept for
11t September 2024 | Visual impairment this condition, particularly people
S caused by macular starting treatment. So faricimab is
Comm|33|on|ng. ICS. | vedema after central recommended as an additional
tariff-excluded, 30- or branch retinal vein treatment option.
day TA occlusion in adults. It Actual impact depends on place in
is only recommended therapy at a local level and the ratio
if the company of use of ranibizumab and
provides it according aflibercept for which biosimilars are
to the commercial currently or will be available in 2025
arrangement.
DOAC Apixaban is the best Green The GM position statement aligns with the national GMMMG has previously considered | Approve for

Commissioning value and preferred recommendations on best value DOAC prescribing. the associated formulary publication
Statement for use in DOAC in GM. There is no recommendation to switch patients DOAC where amendment where the cost-saving
NVAF and VTE Rivaroxaban is the this has already been done as part of previous workstreams | OPPOrtunity was approved. This
indications best value once daily document is designed to support
DOAC. Edoxaban those changes. No cost impact from
may be used where the decision.
the above are not
suitable
Dexamfetamine Updated GMMMG Amber shared CRG recognised the new indication of narcolepsy being Anticipated to be cost-neutral to the | Approve
Shared Care Protocol | SCP for use in adults care added to the SCP and is adapted from the NHSE document GM system since any patients
for ADHD and with: Narcolepsy to make it fit for GM use. transferring to primary care will
narcolepsy in adults e ADHD indication already be being prescribed
« Narcolepsy with or | previously RED dexa_lmfetamlne by specialist
without cataplexy | (pending a SCP) services as a RED drug
(off-label)
Produced by the Regional Drug and Therapeutics Centre January 2025
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Drug and indication

Rationale / criteria

Status and
formulary
position
assigned

Notes on decision

Cost impact and commissioning /
service implications

Recommendation

Mycophenolate
shared care protocol
for licensed non-
transplant indications
plus off-label indication
in dermatology,
respiratory and
rheumatology services

Updated from existing
shared care protocol
for mycophenolate
mofetil and
mycophenolic acid

Amber shared
care

The additional renal inflammatory indications e.g. renal
nephritis and neurology indications including myasthenia
gravis were not included in this update. It was recognised
that these included a significant number of new patients to
primary care and would require a consultation which was
thought unlikely to be successful in the current climate of GP
collective action and renegotiations of shared care funding
arrangements.

Mycophenolic acid has been added to the SCP for use where
MMF is not tolerated. This practice is already in place in GM
with around 435 items prescribed in GM in the last 12
months.

None anticipated from this update

Approve

CRG minutes Dec 24

Approved

GMMMG minutes Dec
24

Approved

DECISIONS FOR INFORMATION ONLY

Drug and indication

Rationale / criteria

Status and Notes on
formulary decision
position

assigned

Cost impact

TA1000: Iptacopan for treating

paroxysmal nocturnal

haemoglobinuria
4th September 2024

Commissioning: NHSE

Iptacopan is recommended, within its marketing authorisation,
as an option for treating paroxysmal nocturnal
haemoglobinuria (PNH) in adults with haemolytic anaemia.
Iptacopan is only recommended if the company provides it
according to the commercial arrangement

Add to formulary
as a RED drug in
this indication,
with links to
TA1000.

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 PNH is a rare condition and the technology is a
further treatment option with the overall cost of treatment
for this patient group being unlikely to change significantly

with the introduction of iptacopan.
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Drug and indication

Rationale / criteria

Status and
formulary
position
assigned

Notes on
decision

Cost impact

TA1002: Evinacumab for treating

homozygous familial
hypercholesterolaemia in people

12 years and over
11t September 2024
Commissioning: NHSE

Evinacumab alongside diet and other low-density lipoprotein-
cholesterol (LDL-C) lowering therapies is recommended,
within its marketing authorisation, as an option for treating
homozygous familial hypercholesterolaemia (HoFH) in people
12 years and over. It is only recommended if the company
provides it according to the commercial arrangement.

Add to formulary
as a RED drug in
this indication,
with links to
TA1002.

A resource impact template is available for local
completion.

TA1003: Exagamglogene
autotemcel for treating
transfusion-dependent beta-
thalassaemia in people 12 years
and over

11t September 2024
Commissioning: NHSE

Exagamglogene autotemcel (exa-cel) is recommended with
managed access as an option for treating transfusion-
dependent beta-thalassaemia in people 12 years and over:

e when a haematopoietic stem cell transplant (HSCT) is
suitable, but a human leukocyte antigen-matched related
haematopoietic stem cell donor is not available

e only if the conditions in the managed access agreement
for exa-cel are followed.

Add to formulary
as a RED drug in
this indication,
with links to
TA1003.

N/A

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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