SUMMARY OF MEDICINES RECOMMENDATIONS FOR APPROVAL

NHS|

North East and

North Cumbria

Recommendations made by: NTAG

At their meeting on: 16" September 2025

For approval by: NENC CEG

At their meeting on: 9" October 2025

Approved by: Executive

N/A — approved at CEG.

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 (note: no delegated financial authority has been granted NTAG)

Drug and indication

Rationale / criteria

Status and formulary
position assigned

Notes on decision

Cost impact and commissioning /
service implications

Recommendation
from NENC CEG

TA1074: Sparsentan
for treating primary
IgA nephropathy

25 June 2025
Commissioning: ICB,
tariff excluded

Sparsentan can be used as option to
treat primary immunoglobulin A
nephropathy (IgAN) in adults with a:

e urine protein excretion of 1.0 g/day
or more, or

e urine protein-to-creatinine ratio
(UPCR) of 0.75 g/g or more.

It can only be used if the company
provides it according to the commercial
arrangement.

Add to formulary as a
RED drug in this
indication, with links to
TA1074.

Sparsentan is a tariff-excluded
drug and a commercial
arrangement is in place.
Supply is therefore likely to be
via secondary care unless
mechanisms are put in place
for primary care to access the
discounted price.

A NICE resource template is available
but requires input of the confidential
price.

Primary IgAN affects roughly 32 people
per 100,000 population, of whom 7 per
100,000 population may be eligible for
treatment with sparsentan. The
comparator treatment for the eligible
population is irbesartan.

Approved addition to
formulary.

TA1077:
Nemolizumab for
treating moderate to
severe atopic
dermatitis in people
12 years and over

2 July 2025

Commissioning: ICB
(adults) / NHSE
(adolescents), tariff-
excluded

Nemolizumab with topical corticosteroids
or calcineurin inhibitors, or both, can be
used as an option to treat moderate to
severe atopic dermatitis. It can be used
in people 12 years and over with a body
weight of 30 kg or more when systemic
treatment is suitable, only if:

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

e a biological medicine would
otherwise be offered, and

e the company provides nemolizumab
according to the commercial
arrangement.

Add nemolizumab to
formulary as a RED
drug in this indication,
with links to TA1077.

Usual treatment includes topical
emollients, corticosteroids and
calcineurin inhibitors, with
systemic immunosuppressants
added if required. If these are also
not effective, or are unsuitable, a
Janus kinase (JAK) inhibitor or a
biological medicine can be used.

For this evaluation, the company
asked for nemolizumab to be
considered only for people who
have had at least 1 systemic
immunosuppressant treatment or
when these are not suitable. This
does not include everyone who it
is licensed for.

Nemolizumab is subject to a
confidential price which can be input
into the resource template. NICE
expect that it will partly displace other
biologics which have a similar list price.
Any cost growth over the next 5 years
is likely to be due to population growth.

The first dose of nemolizumab and
comparators may be administered in
hospital but supply is assumed to be
via homecare thereafter.

Approved addition to
formulary.
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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 NENC CEG

TA1070: Spesolimab

for treating
generalised pustular

psoriasis flares

18 June 2025
Commissioning: ICB,
tariff-excluded

Spesolimab is recommended as an
option for treating generalised pustular
psoriasis (GPP) flares in adults, only if it
is used to treat:

e initial moderate to severe flares
when:
o the Generalized Pustular
Psoriasis Physician Global
Assessment (GPPGA)
total score is 3 or more (at
least moderate), and
o there are fresh pustules
(new appearance or
worsening of existing
pustules), and
o the GPPGA pustulation
subscore is at least 2 (at
least mild), and
o atleast 5% of the body's
surface area is covered
with erythema (abnormal
redness of the skin or
mucous membranes) and
has pustules
e subsequent flares with a GPPGA
pustulation subscore of 2 or more
(at least mild), if the last flare was
treated with spesolimab and
resolved to a GPPGA pustulation
subscore of 0 or 1 (clear or almost
clear skin).
e  Spesolimab can only be used if the
company provides it according to
the commercial arrangement.

A second dose of spesolimab can be
used after 8 days if a flare has not
resolved to a GPPGA pustulation
subscore of 0 or 1.

Add to formulary as a
RED drug in this
indication, with links to
TA1070.

There is no licensed standard
care for GPP flares. Usual
treatment includes ciclosporin,
acitretin and biological
treatments used to treat other
forms of psoriasis.

Spesolimab is administered as
a single dose intravenous
infusion in a secondary or
tertiary care setting. A second
dose may be given after 8
days if a flare has not
resolved. Based on the
Effisayil 1 trial, 34% of people
did not achieve a GPPGA
pustulation subscore of 0 or 1
and received a second dose.

A resource impact template is
available, but requires input of the
confidential prices for spesolimab and
comparators and local input of capacity
impacts.

Treatment would not require any
additional services not already in place
for the administration of best available
care.

NICE expect 268 people in England to
receive spesolimab in year 1, rising to
927 in year 5. They reported that a
consultant in dermatology stated that
all GPP flares will have responded by
week 12 and patients have on average
1 flare per year.

In NENC expect 23-24 patients per
year.

Approved addition to
formulary.
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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 NENC CEG

TA1067: Linzagolix
for treating
symptoms of
endometriosis

4 June 2025

Commissioning: ICB,
tariff included

Linzagolix with hormonal add-back
therapy can be used within its marketing
authorisation as an option to treat
symptoms of endometriosis in adults of
reproductive age who have had medical
or surgical treatment for their
endometriosis.

Add to formulary as a
GREEN-+ specialist
initiation drug in this
indication, with links to
TA1067.

Prescribing to remain
with the specialist until
DXA scans have been
performed and any

necessary action taken.

Prescribing may be
transferred to primary
care when no further
DXA scans are
required.

Already listed on
formulary as a
GREEN+ drug for
uterine fibroids.

Relugolix CT and linzagolix
are both oral treatments, while
GnRH agonists are mostly
subcutaneous injections.
Intranasal options are
available but not generally
used in the NHS.

Because linzagolix is more
expensive than relugolix
combination therapy and
needs additional add-back
therapy, NICE assumed
relugolix CT to have a higher
market share. Increased use
of relugolix CT may reduce the
number of GP attendances
needed for administering
GnRH agonists, depending on
whether the new drugs
displace GnRH agonists or
best supportive care.

Both relugolix CT and
linzagolix require monitoring
for bone loss when used for
management of endometriosis.

Costs may vary in different settings
because of negotiated procurement
discounts. Comparator options have
commercial medicines unit (CMU)
discounted prices that are confidential.

The capacity benefits expected are:

e No injection, and fewer follow
up appointments (compared
with short-acting GnRH
agonists).

e Ease of administration and
longer treatment course.

¢ No 6-month restriction.

The reduced use of GnRH
subcutaneous injections is also likely to
have environmental benefits from
reduced use of plastic syringes and
disposal costs.

Not approved pending
request that the line
about “Prescribing to
remain with the
specialist until DXA
scans have been
performed and any
necessary action taken”
be removed and this will
be discussed at the next
NTAG meeting.
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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 NENC CEG

Discontinuation of

Sodium valproate
750mg and 1000mg

modified-release
granules sachets
sugar free (Epilim
Chronosphere MR)

Prescribers should:

e notinitiate new patients on Epilim
Chronosphere MR 750mg or
1000mg granule sachets

e consider switching to alternate
strengths to make up the required
equivalent daily dosage. Where
possible, to reduce the risk of
dosing errors, it is preferable to

supply patients multiple sachets of

the same strength, for example,
three Epilim Chronosphere MR

250mg sachets sugar free to make

up doses of 750mg, or two Epilim

Chronosphere MR 500mg sachets

sugar free to make up doses of
1000mg

e counsel the patient/their carer on
the change in strength and the
number of sachets required per
dose, where patients are switched
to alternative strength sachets.
Prescribers should reassure the
patient that they are receiving the
same medicine, in the same
formulation and at the same dose.

Epilim Chronosphere MR 250mg and
500mg granules sachets sugar free
(Sanofi) remain available and can
support an uplift in demand.

Review formulary to
remove discontinued
strengths. Ensure
suitable alternatives are
available.

Epilim Chronosphere MR not
listed on NENC formulary.

All products (250mg, 500mg, 750mg

and 1g) are £30 for 30 sachets.

Where patients are switched to take

multiple doses of a lower strength,

there will therefore be an increase in

drug costs of 2-3 times.

In the 12 months to June 2025 the

NENC of England spent around:

e f4kon 105 items of 750mg
sachets. This may treble if all

patients are switched to 3 x 250mg

e £16k on over 353 items of

1,000mg sachets. This may double

if all patients are switched to 2 x
500mg.

For information.
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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 NENC CEG

Discontinuation of
insulin detemir
(Levemir) pens and

cartridges

Insulin detemir (Levemir) 100 units/mL
3mL pre-filled pens (FlexPen) and Penfill
cartridges are being discontinued, with
stock expected to be exhausted by
December 2026.

National guidance is now available from
the Primary Care Diabetes and Obesity
Society (PCDO), including a summary of
DSHC advice, information on alternative
insulins, a flowchart for insulin selection,
and worked example patient scenarios.

Clinicians should:

e not initiate new patients on any
Levemir product; and

e  begin implementing insulin switches
for all existing Levemir patients in
line with the clinical guidance.

Local teams should avoid initiating
widespread switches without checking
the current supply overview of
alternative insulins to reduce the risk of
precipitating a supply disruption of these
products. Seek advice from specialist
diabetes teams where required.

Remove insulin detemir
from formulary.
Consider adding a note
that these products are
being discontinued, and
no new patients should
be initiated.

Listed as a GREEN drug.

There may be considerable service
impact associated with switching.
Approximately 1288 items of Levemir
were dispensed in primary care in the
NENC in June 2025.

Approved change to
formulary.

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 NENC CEG

TA1069: Efgartigimod
for treating antibody-
positive generalised
myasthenia gravis

4 June 2025

Commissioning: ICB,
tariff excluded.

Efgartigimod is not recommended,
within its marketing authorisation, as an
add-on to standard treatment for
generalised myasthenia gravis in adults
who test positive for anti-acetylcholine
receptor antibodies.

Add to Not Approved
list in this indication,
with links to TA1069.

Nil as not recommended by NICE.

Approved adding to
formulary as NOT
APPORVED drug in
this indication.

Insulin lispro (Lyumjev)
ultra-rapid acting 100
units/ml in KwikPen®,
Junior KwikPen®,
cartridge or vial

Lyumjev is the only ultra-rapid acting
insulin analogue available to use with
the Tandem T-slim pump

Add to formulary as a
GREEN drug, aligned
with status for Fiasp.

None expected. Cost is comparable to
Fiasp.

Approved addition to
formulary.
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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 NENC CEG

Estradiol /
progesterone (Bijuve®)
for continuous HRT in
postmenopausal women
with intact uterus

Bijuve contains body-identical estradiol
and micronized progesterone. Novel
combination.

Body identical oestrogen and
progesterone are available in separate
single constituent products.

Add to formulary as a
GREEN drug,
alternative option.

A position statement from the
British Menopause Society
indicates that body identical
hormones may have
advantages over other
hormones in terms of
tolerability (e.g. mood, weight
gain, acne) and safety (e.g.
breast cancer and VTE risk).

The group acknowledged that
separate products may have
lower cost, but from a safety
perspective a combined
product is desirable since it
ensures that patients aren’t
inadvertently using unopposed
oestrogen.

Bijuve costs £106 per year, which is
potentially higher than prescribing the
components separately (£60-£133 per
year, depending on product choice).
Prescribing separate single constituent
body identical hormones may increase
prescription charges payable by the
patient.

Continuous combined HRT is also
available as transdermal patches costing
between £190-230 per year, depending
on brand.

Approved addition to
formulary.

Drospirenone 4mg
tablets (Slynd®) for
progestogen-only oral
contraception

Extended missed pill window (24 hours)
may be advantageous in some patients.

Add to formulary as a
GREEN drug, second
line choice for women
in whom desogestrel is
not appropriate after a
suitable trial (minimum
3 months) and where
other methods of
contraception including
long-acting reversible
methods are
contraindicated, have
been declined or are
not suited.

A previous application was
rejected in November 2024 on
grounds that cost impact was
uncertain. However
prescribing is occurring in
primary care and a formulary
position is desirable to reduce
variation in access across the
ICB.

Higher cost than desogestrel (approx.
£10 vs. £64 per year).

Projected cost impact in 25/26 is
approximately £38k.

Approved addition to
formulary.

Rivastigmine twice
weekly patch (Zeyzelf®)
for symptomatic
treatment of mild to
moderately severe
Alzheimer's dementia

Only two strengths available, patients
requiring the equivalent of higher than
9.5mg/24 hours will require a daily
patch.

Add to formulary as
GREENH+, Alternative
option where once-
daily patches are
challenging.

Annotate formulary to
recommend brand
name prescribing to
ensure the correct
product is prescribed
and dispensed.

Choose the most cost-
effective brand (for
daily patches this is
currently Alzest).

It was noted that switching
from daily to twice-weekly
patches gives the same daily
dose as long as patches are
changed at the correct
frequency, and is not
considered a safety issue.

Existing rivastigmine patches
require daily administration,
which can be distressing for
some patients.

Cost neutral. Current costs:

e Zeyzelf twice-weekly patches -
£35.09 for 28 days, both strengths
e Alzest daily patches, 30 day supply:
o 13.3mg/24 hours - £54.58
o 9.5mg/24 hours - £19.97
o 4.6mg/24 hours - £35.10
e  Drug Tariff price, 30 day supply:
o 13.3mg/24 hours - £77.97
o 9.5mg/24 hours - £19.97
o 4.6mg/24 hours - £77.97

Approved addition to
formulary.
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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 NENC CEG

Lurasidone for
treatment of Bipolar
depression, Major
Depressive Disorder

Off-label indication

Add to formulary as
GREENH+:

e Bipolar Depression
(unlicensed
indication) as 2"
line option for
monotherapy
when 15t line
therapies have not
been effective or
tolerated:
quetiapine,
olanzapine-
fluoxetine
combination, or
olanzapine
monotherapy.

e Maijor depressive
disorder with
mixed features
(unlicensed
indication), as an
alternative option
where 15t line
therapies have not
been effective or
tolerated.

Current British Association of
Psychopharmacology (BAP)
guidelines support use of
lurasidone in bipolar
depression.

Currently on formulary as
GREENH+ for the treatment of
schizophrenia in adults and
adolescents aged 13 years
and over.

All strengths cost £80 for 28 tablets.
Generics are starting to become
available since April 2025, currently
three identified. Timescales for a change
in Drug Tariff price are not known, but
costs are expected to decrease.

May release some capacity in secondary
care services.

Approved change to
formulary.

Topical 5-fluorouracil
(Tolak®) for non-
hyperkeratotic, non-
hypertrophic actinic
keratosis of the face,
ears, and/or scalp in
adults

There is an ongoing supply problem
with Efudix, which makes availability of

alternative options desirable.

Efudix monograph to
be updated to
annotate:

During ongoing supply
problems with Efudix,
topical 5-fluorouracil
(Tolak®) may be
prescribed as an
alternative option. This
is an interim measure,
to be reverted when
the Efudix supply
problem is resolved.

A previous application for this
product did not have wider
support and was not
approved. This decision is an
interim measure to ensure
suitable treatment options are
available.

None expected, similar in cost to Efudix.

Approved change to
formulary.
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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 NENC CEG

Spironolactone
10mg/ml oral
suspension (Qaialdo®)

Prior applications for other products
were rejected on the basis of being
unsuitable for paediatric cohort

Add to formulary and
remove current
formulary product:
unlicensed 10mg and
50mg in 5ml
suspension.

RAG status depends
on indication:

e Resistant
hypertension —
GREEN

e Post-acute MI,
heart failure —
GREEN+

Similar to an unlicensed

product which has previously
been used. Licensed products
are preferred. Strength in line

with NPPG guidance.

Switching from unlicensed to licensed
products is expected to have an impact
of around £40k per year for the ICB.

Approved change to
formulary.

Nefopam for
management of pain

There is limited high-quality evidence
supporting the clinical effectiveness of
nefopam for acute or chronic pain
management. It is associated with a
range of adverse effects and is currently
non-formulary in NENC.

Add to not approved
list

Nefopam was on Do Not

Prescribe lists in some parts

of the ICB prior to the
formulary merger.

None expected. More effective and
better-tolerated alternatives are available
at lower cost.

NENC spent £79k on nefopam in the 12
months to April 2025.

There may be service impacts where
patients require review.

Approved change to
formulary.

Prednisolone soluble
tablets

Considerable variation in cost between
available products.

Amend prednisolone
formulary entry to
restrict prednisolone
5mg soluble tablets to
cases of genuine need,
e.g. swallowing
difficulties.

To annotate formulary
that plain tablets
dispersed in water are
a suitable alternative in
many patients (off-
label).

Current formulary options are:

e 1 mg & 5mg tablets
e 5 mgsoluble tablets

e 1 mg/1 ml oral solution
(Prednisolone Dompé®)

e 5 mg suppositories

Cost saving; soluble tablets cost
considerably more than plain tablets:

30 x 5mg soluble tablets sugar free -
£53.48

28 x 5mg tablets - £0.69

NENC spent over £400k on 5mg soluble
tablets in the 12 months to April 2025.
Prescribing these as plain tablets would
have cost around £5,700.

Approved change to
formulary.
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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 NENC CEG

Estriol 0.1% cream and
0.01% cream

0.01% cream has considerably higher
cost

Place 0.1% cream as
first choice and 0.01%
cream as an
alternative, restricted to
use only when the
0.1% cream is not
available or not
suitable.

Formulary to be
annotated that both
products deliver the
same dose, and that
the 0.01% cream
contains arachis oil,
contraindicated in
peanut or soya allergy.

Both products deliver the
same dose, the only
difference being volume.
Second line option to be
retained in case of shortages.

Cost saving.

Current price for 30 doses is £5.45 for
0.1% cream and £107 for 0.01% cream.

Approved change to
formulary.

Ropinirole for restless
legs syndrome

Currently approved for first line use in
patients with restless legs syndrome

Remove first line
wording as per updated
guidance

NICE CKS notes that
dopamine agonists are no
longer considered first line
options due to high incidence
of augmentation and risk of
impulse control disorder. They
may still be indicated for
individual patients.

None expected.

Approved change to
formulary.

Sumatriptan / naproxen
(Suvexx®) for acute
treatment of migraine

Combination product, constituents are
available separately

Add to not approved
list

Identified through monthly
horizon scanning; the group
did not see a place in therapy
for this product.

Cost saving.
Pack of 9 tablets = £36.00
Drug tariff price for components:

e 28 x naproxen 500mg = £1.37
e 6 x sumatriptan 100mg = £1.17

Total cost for 9 doses = £2.20

Approved change to
formulary.
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https://cks.nice.org.uk/topics/restless-legs-syndrome/management/management/

DECISIONS FOR INFORMATION ONLY

Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

TA1071: Atezolizumab for adjuvant
treatment of resected non-small-cell

lung cancer
19 June 2025

Commissioning: NHSE, 30-day TA

Atezolizumab can be used, within its marketing
authorisation, as an option for the adjuvant treatment
of non-small-cell lung cancer after complete resection
and platinum-based chemotherapy in adults when:

e there is a high risk of recurrence

e 50% or more of tumour cells express PD-L1

e the cancer is not epidermal growth factor receptor
(EGFR)-mutant or anaplastic lymphoma kinase
(ALK)-positive.

Atezolizumab can only be used if the company

provides it according to the commercial arrangement.

This guidance updates and replaces NICE TA823.

Add to formulary as a RED drug in
this indication, with links to
TA1071. Remove any links to
TA823.

The formulary position
should reflect the NICE
TA as well as any
associated NHSE
SSCs.

None for ICB as NHSE
commissioned.

TA1072: Tislelizumab for treating
advanced non-small-cell lung cancer
after platinum-based chemotherapy
(terminated appraisal)

19 June 2025

Commissioning: NHSE

NICE is unable to make a recommendation on
tislelizumab (Tevimbra) for treating advanced non-
small-cell lung cancer after platinum-based
chemotherapy in adults. This is because BeiGene
withdrew its evidence submission.

Add to Not Approved list in this
indication, with links to TA1072.

The formulary position
should reflect the NICE
TA as well as any
associated NHSE
SSCs.

None for ICB as NHSE
commissioned.

TA1073: Marstacimab for treating
severe haemophilia A or B in people

12 years and over without anti-factor
antibodies

24 June 2025
Commissioning: NHSE

Marstacimab is recommended, within its marketing
authorisation, as an option for preventing bleeding
episodes caused by severe (factor IX [9] activity less
than 1%) haemophilia B (congenital factor 9
deficiency) in people 12 years and over who:

e weigh at least 35 kg and
e do not have factor 9 inhibitors (anti-factor
antibodies).

Marstacimab is only recommended if the company
provides it according to the commercial arrangement.

Marstacimab is not recommended, within its
marketing authorisation, for preventing bleeding
episodes caused by severe (factor VIII [8] activity less
than 1%) haemophilia A (congenital factor 8
deficiency) in people 12 years and over who weigh at
least 35 kg and do not have factor 8 inhibitors.

Add to formulary as a RED drug
for management of haemophilia B,
with link to TA1073.

Annotate formulary to highlight
that marstacimab is not
recommended for management of
haemophilia A.

Marstacimab was not
routinely commissioned
by NHSE prior to
publication of NICE
guidance; IFR required.

The formulary position
should reflect the NICE
TA as well as any
associated NHSE
SSCs.

None for ICB as NHSE
commissioned.

TA1078: Fosdenopterin for treating
molybdenum cofactor deficiency type

A (terminated appraisal)
25 June 2025
Commissioning: NHSE

NICE is unable to make a recommendation on
fosdenopterin (Nulibry) for treating molybdenum
cofactor deficiency type A in people of all ages. This is
because Sentynl Therapeutics has withdrawn from the
appraisal. The company's decision reflects the
challenge of reaching an economically sustainable
route to reimbursement.

For information

The formulary position
should reflect the NICE
TA as well as any
associated NHSE
SSCs.

None for ICB as NHSE
commissioned.
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Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

TA1076: Adagrasib for previously
treated KRAS G12C mutation-positive

advanced non-small-cell lung cancer
(terminated appraisal)
2 July 2025

Commissioning: NHSE

NICE is unable to make a recommendation on
adagrasib (Krazati) for previously treated KRAS G12C
mutation-positive advanced non-small-cell lung cancer
in adults.

After the first committee meeting, the technology
appraisal committee's preferred assumptions included
using overall survival data from the KYRSTAL-12 trial
in the economic model. Because this data is
immature, Bristol Myers Squibb will consider restarting
this evaluation when the final overall survival analysis
can be included in the economic model.

For information

The formulary position
should reflect the NICE
TA as well as any
associated NHSE
SSCs.

None for ICB as NHSE
commissioned.

TA1079: Fruquintinib for previously
treated metastatic colorectal cancer

23 July 2025
Commissioning: NHSE

Fruquintinib can be used as an option at third line or
later to treat metastatic colorectal cancer in adults
when previous treatment has included:

e fluoropyrimidine-, oxaliplatin-, and irinotecan-
based chemotherapy, with or without anti-
vascular endothelial growth factor (VEGF)
treatment, and

e anti-epidermal growth factor receptor (EGFR)
treatment if the cancer is RAS wild-type, unless
this was not suitable.

Fruquintinib can only be used if:

e trifluridine—tipiracil with bevacizumab is not
suitable

the company provides it according to the commercial
arrangement

Add fruquintinib to formulary as a
RED drug in this indication, with
links to TA1079.

The formulary position
should reflect the NICE
TA as well as any
associated NHSE
SSCs.

None for ICB as NHSE
commissioned.

TA1081: Zanubrutinib for treating
relapsed or refractory mantle cell

lymphoma
10 July 2025
Commissioning: NHSE, 30-day TA

Zanubrutinib can be used as an option to treat
relapsed or refractory mantle cell lymphoma in adults
who have had 1 line of treatment only. Zanubrutinib
can only be used if the company provides it according
to the commercial arrangement.

Add zanubrutinib to formulary as a
RED drug in this indication with a
link to TA1081.

The formulary position
should reflect the NICE
TA as well as any
associated NHSE
SSCs.

None for ICB as NHSE
commissioned.

TA1082: Letermovir for preventing
cytomegalovirus infection after a
kidney transplant (terminated
appraisal

23 July 2025

Commissioning: NHSE

NICE is unable to make a recommendation about the
use in the NHS of letermovir for preventing
cytomegalovirus infection after a kidney transplant in
adults. This is because Merck Sharp & Dohme has
confirmed that it does not intend to make an evidence
submission for the appraisal. The company considers
that there is unlikely to be enough cost-effectiveness
evidence to support a decision.

For information

The formulary position
should reflect the NICE
TA as well as any
associated NHSE
SSCs.

None for ICB as NHSE
commissioned.
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Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

TA1083: Lisocabtagene maraleucel
for treating relapsed or refractory
aggressive B-cell non-Hodgkin
lymphoma after 1 systemic treatment

when a stem cell transplant is
unsuitable (terminated appraisal)

23 July 2025
Commissioning: NHSE

NICE is unable to make a recommendation about the
use in the NHS of lisocabtagene maraleucel for
treating relapsed or refractory large B-cell lymphomas
after first-line chemotherapy in adults when a stem cell
transplant is unsuitable. This is because Bristol-Myers
Squibb has confirmed that it does not intend to make
an evidence submission for the appraisal. Bristol-
Myers Squibb considers that there is unlikely to be
enough evidence that the technology is a cost-
effective use of NHS resources in this population.

For information

The formulary position
should reflect the NICE

None for ICB as NHSE
commissioned.

TA as well as any
associated NHSE
SSCs.

TA1084: Idecabtagene vicleucel for
treating relapsed or refractory
multiple myeloma after 2 to 4
treatments (terminated appraisal)
23 July 2025

Commissioning: NHSE

NICE is unable to make a recommendation about the
use in the NHS of idecabtagene vicleucel for treating
relapsed or refractory multiple myeloma after 2 to 4
treatments in adults. This is because Bristol-Myers
Squibb has confirmed that it does not intend to make
an evidence submission for the appraisal. Bristol-
Myers Squibb considers that there is unlikely to be
enough evidence that the technology is a cost-
effective use of NHS resources in this population.

For information

None for ICB as NHSE
commissioned.

The formulary position
should reflect the NICE
TA as well as any
associated NHSE
SSCs.

HTE28: Intermittent urethral catheters

for chronic incomplete bladder
emptying in adults: late-stage
assessment

09 July 2025

Commissioning: ICB

There is not enough evidence to determine whether
price variation is justified between different intermittent
urethral catheters for chronic incomplete bladder
emptying in adults.

Service providers should provide access to a range of
intermittent urethral catheters, so that catheters that
meet people's needs and preferences and are
clinically appropriate are available for them.

A healthcare professional and the person with chronic
incomplete bladder emptying should decide together
which intermittent urethral catheters to use (see the
NICE page on shared decision making). Decisions
should take into account:

e ease and comfort of use
e  risk of infection.
If more than 1 catheter meets the person's needs and

preferences and is clinically appropriate, choose the
least expensive.

For information. Catheters not
listed on the NENC formulary
website.

In 2023 to 2024, around 95 million intermittent catheters
were prescribed in the NHS, and the price per catheter
ranged from £0.40 to £3.28 (as of November 2024).

The key drivers of financial resource impact are:

e switching to a catheter that minimises the risk of
urinary tract infection will save resources and improve
patient satisfaction and health-related quality of life

if more than 1 catheter meets the person's needs and
preferences and is clinically appropriate, choosing the
least expensive will ensure value for money.
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Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision Cost impact

HTE29: One-piece closed bags for
colostomies: late-stage assessment

10 July 2025
Commissioning: ICB

There is not enough evidence to determine whether
price variation is justified between different one-piece
closed bags for adults with a colostomy.

Stoma care services should have access to a broad
range of one-piece closed bags available for
prescription in the NHS, so that adults with a
colostomy can have the most appropriate bag for
them.

A healthcare professional and the person with a
colostomy should decide together which one-piece
closed bag to use. Decisions should take into account
clinical appropriateness and the person with a
colostomy's needs and preferences (including
preventing leakage, seepage and peristomal skin
complications [PSC]), which may change over time.

If more than 1 one-piece closed bag is clinically
appropriate and meets the needs and preferences of
the person with a colostomy, use the least expensive
option.

For information. Not listed on the
NENC formulary website.

The prices of one-piece closed bags prescribed in primary
care are based on the NHS Drug Tariff Part IX. Prices vary
across different suppliers and ranges of bags.

Using the least expensive bag if more than 1 bag is
clinically appropriate and meets the needs and
preferences of the user may lead to cost savings. But
potential savings are uncertain and would depend on local
prescribing practice.

Prescribing practice can be based on a number of factors
including clinical appropriateness, a person's needs and
preferences (which can change over time), volumes
prescribed and company sponsorship influence, where
agreements are in place. Savings would also be
dependent on clinical practice to minimise complications
and the number of supporting products needed.

Product name changes — from
branded to generic

Pfizer has recently removed brand names from
several products and now supplies them as generics.
Formularies may need to be updated to reflect the
available products:

e Caverject (10 and 20 microgram vials) —
alprostadil 10microgram and 20 microgram
powder and solvent for solution for injection vials

e Dalacin 2% cream — clindamycin 2% vaginal
cream

e Dalacin T 1% lotion — clindamycin 1% aqueous
lotion

e Dalacin C capsules — clindamycin 75mg capsules

e Premarin 0.3mg, 0.625mg and 1.25mg tablets —
conjugated oestrogens 300 microgram, 625
microgram and 1.25mg tablets

e Provera tablets, 2.5mg — 400mg —
medroxyprogesterone 2.5mg — 400mg tablets.

Review formulary to remove
discontinued brand names and
replace with generic names as
appropriate.

None expected; no price
changes have been
announced.

There may be some service
impacts where brand names
have been prescribed and
replacement prescriptions are
needed for a generic product.
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Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

Discontinuation of hydrocortisone
2.5mg muco-adhesive buccal tablets

sugar free

Hydrocortisone 2.5mg muco-adhesive buccal tablets
sugar free have been subject to a supply shortage
since December 2024, and have now been
discontinued. Clinicians considering treatment for
patients presenting with oral ulcers should:

e assess the severity of the patient’s ulcers
including frequency and interference with daily
activities;

e if treatment is required, establish whether over-
the-counter products (purchased or prescribed)
have already been tried, and whether it is
appropriate to use/retry;

¢ if above mentioned treatments are not suitable,
consider an alternative. Note that betamethasone
500 microgram tablets are currently subject to
shortage and no new patients should be initiated
until this is resolved, expected in October 2025.
See DHSC advice for more details.

if neither of the above options are appropriate,
prescribers should seek specialist advice from the oral
medicine clinic.

Remove hydrocortisone 2.5mg
buccal tablets from formulary.

Review formulary to assess
remaining options.

Listed as a GREEN
drug.

There may be service impacts
while patients are reviewed
and suitable alternatives
identified, particularly in the
context of the shortage of
betamethasone soluble.

Otomize ear spray discontinued

Otomize has been discontinued and replaced with a
generic which has the same components and cost.
The generic is available now; prescribers should
ensure prescriptions are written generically. Most
prescribing at present appears to be branded. The
branded product will not be available after 315t July
2025.

Please note, all three prescribing systems (EMIS,
System1 and Vision) have rolled out an update where
the generic Dexamethasone/ Neomycin sulfate/ Acetic
acid 0.1%w/w / 0.5%w/w / 2%w/w Ear Spray should
appear. If prescribers cannot see the generic option
please contact your system providers for further help.

Amend formulary to remove
Otomize brand and replace with
generic product as appropriate.

Listed as a GREEN
drug.

No financial impact expected;
both products cost £3.27 for
5ml.

There may be some service
impact where prescriptions for
the branded product need to
be replaced.
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Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

Discontinuation of diazepam
2mg/5ml oral solution sugar free

Diazepam 2mg/5ml oral solution has been subject to a
supply shortage since January 2025, and has now
been discontinued.

Diazepam 2mg/5ml oral suspension is not currently
marketed in the UK. Tablets remain available and
several specials manufacturers can supply a sugar
free oral suspension.

Clinicians should:

e review patients to determine if this diazepam is
still the most appropriate therapy;

e reserve remaining supplies of diazepam 2mg/5mi
oral solution sugar free for paediatric patients
where possible;

e consider prescribing diazepam tablets for patients
able to swallow solid dosage forms, halving the
tablets if needed to make up the dose;

e consider crushing and dispersing tablets in water
in patients unable to swallow tablets (off-label
manipulation); and

e where the above options are not deemed
appropriate, consider prescribing unlicensed
diazepam 2mg/5ml oral suspension (sugar free)
from a Specials manufacturer. Prescribers should
work with local pharmacy teams to ensure orders
are placed within appropriate time frames as lead
times may vary.

e any decision to prescribe an unlicensed medicine
must consider the relevant guidance and NHS
Trust or local governance procedures.

Remove from formulary. Review
to ensure remaining formulary
options meet the needs of the
population.

Listed as a GREEN
drug.

There may be service impacts
where patients require review
for either discontinuation or
switch to an alternative
medicine or formulation.
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Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

Discontinuation of sodium fusidate

(Fucidin) 250mg tablets and fusidic

acid (Fucidin) 250mg/5ml oral
suspension

Sodium fusidate (Fucidin) 250mg tablets will be
discontinued from mid-January 2025.

Fusidic acid (Fucidin) 250mg/5ml oral suspension will
be discontinued from November 2025.

NHS provider Trust pharmacy procurement teams and
clinical teams should work together to review local
prescribing guidance and consider:

e prescribing an alternative antimicrobial as
appropriate depending on the indication and local
prescribing guidelines, ensuring that the patient is
not intolerant of the active pharmaceutical
ingredient or any of the excipients, or

e prescribing unlicensed sodium fusidate 250mg
tablets or fucidic acid 250mg/5ml oral suspension,
if this is considered the most appropriate option.
Prescribers should work with local pharmacy
teams to ensure orders are placed within
appropriate time frames as lead times vary (see
supporting information below), and

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

Remove from formulary.

Consider liaising with microbiology
to determine whether additional
products should be added.

Tablets previously
removed from formulary.

Suspension listed as a
GREEN drug.

Financial and service impact
will depend on alternatives
chosen.

Discontinuation of sodium fusidate
500mg powder and solvent for
solution for infusion vials

This product is being discontinued on 15t October
2025.

NHS provider Trust pharmacy procurement teams and
clinical teams should work together to review local
prescribing guidance and consider:

e prescribing an alternative antimicrobial as
appropriate depending on the indication and local
prescribing guidelines, ensuring that the patient is
not intolerant of the active pharmaceutical
ingredient or any of the excipients, or

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

For information.

Not listed on formulary.
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Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

Discontinuation of Hypurin Porcine
Isophane (insulin isophane porcine),

Hypurin Porcine 30/70 Mix (insulin
isophane biphasic porcine 30/70)
100units/ml suspension for injection

10ml vials, and Hypurin Porcine

Neutral (insulin soluble porcine)

100units/ml solution for injection
10ml vials

Vial presentations of Hypurin Porcine Isophane,
Hypurin Porcine Neutral and Hypurin Porcine 30/70
Mix are being discontinued with supplies anticipated to
be exhausted by the end of September 2025, mid-
February 2026, and end of July 2026, respectively.
Clinicians should not initiate new patients on vials of
Hypurin Porcine insulins.

For existing patients using the vials and for whom a
switch to the cartridges is considered appropriate
(after taking into account manual dexterity, vision, and
additional support that may be required to aid
administration), clinicians should:

e consider prescribing cartridges of Hypurin Porcine
Isophane, Neutral and 30/70 Mix

e ensure that all patients are informed of reason for
the switch and that they are receiving the same
insulin contained in the cartridge, but initially they
may need to check their blood glucose levels
more closely;

e provide patients with training on the use of their
new device, including signposting to training
videos; and

e ensure patients are provided with the AutoPen
Classic until myPen2 is available, as well as
needles and a sharps bin; and

e for patients who cannot use these pen devices
and have no carers to support them with
administration, advice should be sought from the
diabetes team on alternative management
options.

Cartridge presentations of these products remain
available and can support increased demand:

e  Hypurin Porcine Isophane 3ml cartridges

e  Hypurin Porcine Neutral 3ml cartridges

e Hypurin Porcine 30/70 Mix 3ml cartridges
Hypurin Porcine cartridges are compatible with the
AutoPen Classic, and with the new mypen2, which will
be available from late September 2025.

Note: AutoPen Classic has been discontinued but
limited stock remains available and can be used until
mypen2 is available.

Remove vial presentations of
Hypurin Porcine from formulary.

Note not currently listed on NENC
formulary.

No financial impact expected;
Hypurin Porcine vials and
cartridges are equivalent in
cost.

There may be service
implications where patients
require a review and switch,
including training on a new
injection device.
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Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

Discontinuation of Humulin |,
Humulin M3, Humalog Mix25
100units/ml suspension for injection
10ml vials and Humulin S 100units/ml

solution for injection 10ml vials

Vials of Humulin I, Humulin S, Humulin M3, and
Humalog Mix25 are being discontinued.

Supplies of Humulin | and Humalog Mix25 vials are
anticipated to be exhausted by the end of April 2026;
and Humulin M3 and Humulin S vials by the end of
May 2026.

Clinicians should not initiate new patients on vials of
these products.

For patients using the vials and for whom a switch to a
pen injector is considered appropriate (after taking into
account manual dexterity, vision, and additional
support that may be required to aid administration),
clinicians should:

e consider switching to cartridges for use with
HumaPen Savvio reusable pen or disposable
KwikPens (see Supporting information);

e ensure that all patients are informed of reason for
the switch, reassuring them they are receiving the
same insulin, but via a pen, and initially may need
to check their blood glucose levels more closely;

e provide patients with training on the use of the
pen, including signposting to training videos, as
well as needles and a sharps bin; and

o for patients who cannot use these pen devices
and have no carers to support them with
administration, advice should be sought from the
diabetes team on alternative management
options.

Humulin I, Humulin S, Humulin M3, and Humalog
Mix25 in cartridges (for use with HumaPen Savvio
reusable pen) remain available, and can support
increased demand (see Supporting information).

Humulin I, Humulin M3 and Humalog Mix25 in
disposable KwikPens remain available and can
support increased demand (see Supporting
information).

Insulatard (insulin isophane human) 100units/ml
suspension for injection and Actrapid (insulin soluble
human) 100units/ml solution for injection 10ml vials
remain available but cannot support increased
demand

Remove vial presentations of
Humulin I, Humulin M3, Humulin S
and Humalog Mix25 from
formulary.

Humulin | vials listed.
Humulin S not listed.
Humulin M3 vials listed

Humulin Mix 25 not
listed.

There may be some cost
impact, which will depend on
local prescribing patterns and
alternatives selected.

There may be service
implications where patients
require a review and switch,
including training on a new
injection device.

Dapagliflozin for use in licensed
indications: T2DM, heart failure, CKD

NENC ICB guidance on SGLT2 inhibitors places
dapagliflozin as the first choice option on the basis
that it will be the first to come off patent, and has no
dose change for renal impairment.

Amend formulary to align with
SGLT2i NENC documentation.
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https://www.sps.nhs.uk/shortages/discontinuation-of-humulin-i-humulin-m3-humalog-mix25-100units-ml-suspension-for-injection-10ml-vials-and-humulin-s-100units-ml-solution-for-injection-10ml-vials/
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https://www.sps.nhs.uk/shortages/discontinuation-of-humulin-i-humulin-m3-humalog-mix25-100units-ml-suspension-for-injection-10ml-vials-and-humulin-s-100units-ml-solution-for-injection-10ml-vials/
https://www.sps.nhs.uk/shortages/discontinuation-of-humulin-i-humulin-m3-humalog-mix25-100units-ml-suspension-for-injection-10ml-vials-and-humulin-s-100units-ml-solution-for-injection-10ml-vials/
https://www.sps.nhs.uk/shortages/discontinuation-of-humulin-i-humulin-m3-humalog-mix25-100units-ml-suspension-for-injection-10ml-vials-and-humulin-s-100units-ml-solution-for-injection-10ml-vials/

Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

Insulin lispro Sanofi

Product name has been changed to Admelog®.

Formulary has been updated to
reflect the product name.

Estramustine

Product has been discontinued

Remove product monograph

Hydrocortisone foam enema

Product has been discontinued

Remove reference in budesonide
monograph which states “Equal
first choice with hydrocortisone
foam enema”.

Tadalafil

Chapter 2 includes information on use for treatment of
Raynaud’s

Update chapter 7 to reflect the
information in chapter 2.

Triamcinolone (Kenalog® / Adcortyl®)

Product has been discontinued

Product monograph updated with
discontinuation information.

Tirzepatide Current information lacks clarity. Monograph wording updated to
make clearer the strengths of
formulation available and number
of doses per pen.

Nystan Product has been discontinued Remove brand from Nystatin

100,000 units/ml suspension and
correct the displayed product
strength (currently states
1000,000). Generic product
available

Risankizumab

Current information lacks clarity.

Monograph in Gl section to
include strength/volume and route
to increase clarity

ICS inhaler

Amendment to align with updated COPD guidance.

Wording removed: 'Note: For
COPD patients on the
LABA/LAMA combinations who
require escalating to triple therapy
with inhaled corticosteroid (ICS) it
is appropriate to leave patients on
their existing LABA/LAMA and
add in a single agent ICS (off label
use).'

Does not apply following new
NENC COPD guidance.

None expected

Immunoglobulin section layout

Available immunoglobulins are updated through
NHSE procurement framework

Amend formulary to state that,
when prescribing, refer to the
framework rather than listing each
immunoglobulin separately on
formulary. To remain as RED
drugs.

None expected
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Drug and indication

Rationale / criteria

Status and formulary position
assigned

Notes on decision

Cost impact

Desogestrel

March FWG discussed and agreed, not included in
consultation paper, therefore website not updated.

Amend formulary to note: the
following brands hold a Do Not
Prescribe status on the NENC
formulary and should not be
routinely prescribed — Cerazette,
Cerelle, Desomono, Lovima.

Cost saving. Branded products
are more costly than the Drug
Tariff price. Where a specific
product is required (e.g. due to
allergy) other brands are
available.

NTAG minutes July 2025

Approved for publication.

NENC Formulary Working Group

minutes July 2025

Approved for publication.

NENC Clinical Guidelines & Pathways

Group minutes July 2025

Approved for publication.

NENC Medicines Governance
workplan September 2025

Approved for publication.

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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