SUMMARY OF MEDICINES RECOMMENDATIONS FOR APPROVAL

NHS|

North East and

North Cumbria

Recommendations made by: NTAG

At their meeting on: 215* January 2025

Approved by: NENC CEG

At their meeting on: 13" February 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 Rationale / criteria

indication

Status and
formulary position
assigned

Notes on decision

Cost impact and commissioning / service implications

Recommendation
from NENC CEG

TA958: Ritlecitinib
for treating severe
alopecia areata in
people 12 years
and over

27t March 2024
Commissioning:
ICS, tariff
excluded

Ritlecitinib is recommended, within
its marketing authorisation, as an
option for treating severe alopecia

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

areata in people 12 years and over.

Add to formulary as
a RED drug in this
indication, with links
to TA958.

Ritlecitinib is expected to be a long-term treatment for a
chronic condition. It is anticipated prescribing will be from
dermatology services. Use of ritlecitinib may lead to a
reduction in non-pharmacological interventions such as
wigs from dermatology or NHS services and psychological
support.

NICE expect around 25 adults and adolescents per
100,000 population to be eligible each year. At list price,
the estimated cost is around £55,000 to £65,000 per year
per 100,000 population. However a PAS is available with
a confidential discount. A resource impact template is
available.

Approved addition to
formulary.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.

Produced by the Regional Drug and Therapeutics Centre

February 2025



https://www.nice.org.uk/guidance/ta958
https://www.nice.org.uk/guidance/ta958
https://www.nice.org.uk/guidance/ta958
https://www.nice.org.uk/guidance/ta958
https://www.nice.org.uk/guidance/ta958

DECISIONS WITHOUT A FINANCIAL OR COMMISSIONING IMPACT

recommended as an option for
reducing intraocular pressure (IOP)
in adults with primary open-angle

Latanoprost—
netarsudil for

previously treated

primary open- glaucoma or ocular hypertension
angle glaucoma or | when a prostaglandin analogue
ocular alone has not reduced IOP enough,

only if:

they have then tried a fixed-

dose combination treatment

and it has not reduced IOP

enough, or

e afixed-dose combination
treatment containing beta-
blockers is unsuitable.

hypertension
2nd October 2025 °
Commissioning:
ICS, in tariff

a GREEN+ drug in
this indication, with
links to TA1009.

around 8350 patients rising to 8761 by year 5. Uptake of
latanoprost-netarsudil is expected to be around 1% in year
1, rising to 5% by year 5.

The annual cost of treatment is £146 per person.
Comparators cost between £54 and £210 per person. The
drug cost impact compared to current practice in NENC is
expected to be around £12,000 in year 1, rising to around
£61,000 in year 5.

There is also a small anticipated capacity impact of less
than £8000 in year 1 in NENC, rising to around £40,000 in
year 5, but this is due to population growth and not the
introduction of latanoprost-netarsudil.

Drug and Rationale / criteria Status and Notes on decision Cost impact and commissioning / service implications | Recommendation

indication formulary position for NENC CEG
assigned

TA1009: Latanoprost—netarsudil is Add to formulary as NICE estimates that the eligible population in the NENC is Approved addition

to formulary.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.

Produced by the Regional Drug and Therapeutics Centre

February 2025



https://www.nice.org.uk/guidance/ta1009
https://www.nice.org.uk/guidance/ta1009
https://www.nice.org.uk/guidance/ta1009
https://www.nice.org.uk/guidance/ta1009
https://www.nice.org.uk/guidance/ta1009
https://www.nice.org.uk/guidance/ta1009
https://www.nice.org.uk/guidance/ta1009
https://www.nice.org.uk/guidance/ta1009

TA1022:
Bevacizumab
gamma for
treating wet age-
related macular
degeneration

4t December 2025
Commissioning:
ICS, tariff

excluded, 30-day
NICE TA

Bevacizumab gamma is
recommended as an option for
treating wet age-related macular
degeneration in adults, only if:

e the eye has a best-corrected
visual acuity between 6/12 and
6/96

e there is no permanent structural
damage to the central fovea

e the lesion size is 12 disc areas
or less in greatest linear
dimension

o there are signs of recent
disease progression (for
example, blood vessel growth
as shown by fluorescein
angiography, or recent visual
acuity changes)

e the company provides it
according to the commercial
arrangement.

Use the least expensive option of
the available treatments (including
bevacizumab gamma, aflibercept,
faricimab and ranibizumab). Take
account of administration costs,
dosages, price per dose and
commercial arrangements. If the
least expensive option is
unsuitable, people with the
condition and their healthcare
professional should discuss the
advantages and disadvantages of
other treatments.

Only continue bevacizumab
gamma treatment if an adequate
response is maintained. Criteria for
stopping should include persistent
deterioration in visual acuity and
anatomical changes in the retina.

Using NICE's cost-comparison
methods, bevacizumab gamma
only needs to provide similar or
greater health benefits at similar or
lower costs to 1 relevant
comparator to be recommended as
a treatment option. The total cost of

Add bevacizumab
gamma to formulary
as a RED drug in
this indication with a
link to TA1022 as it
is a NICE TA
approved option so
needs to be included
in the formulary.

Add bevacizumab gamma
to formulary as a RED
drug in this indication with
alink to TA1022 asitis a
NICE TA approved option
so needs to be included in
the formulary.

Unlicensed bevacizumab
intravitreal injection to
remain on the formulary for
other unlicensed
indications.

Other options included on
the NENC formulary are:

aflibercept, faricimab and
ranibizumab.

Updated NHSE
commissioning
recommendations for wet
AMD are expected in early
2025.

No significant cost impact expected.

The list price of bevacizumab gamma is £470 for 1 vial of
7.5 mg per 0.3 ml solution (excluding VAT).

The company has a confidential commercial arrangement
which makes bevacizumab gamma available to the NHS
with a discount.

For comparison aflibercept (E816/vial), brolucizumab
(E816/vial) and faricimab (£857/vial); PAS available for all.
Ranibizumab biosimilars cost from £495/vial (list price).
According to NICE, these are all given on average 3.6
times/year for wet age-related macular degeneration
except faricimab (3.2/year). Total average annual drug cost
per eye is estimated as £3,743.75 (average of £2,578 for
biosimilar ranibizumab, £4,251 for aflibercept and
brolucizumab and £3,895 for faricimab). Based on list
price of Bevacizumab gamma at £470/vial and that it is
administered 4-6 weekly (average 10 doses/year), annual
cost would be £4700.

The availability of biosimilars of other anti-VEGF treatment
could lead to significant financial implications. Ranibizumab
is already available as a biosimilar. A biosimilar of
aflibercept is expected in 2025.

Will compete with aflibercept, brolucizumab, faricimab and
ranibizumab. Longer acting treatments (faricimab and
aflibercept) that can be dosed less often seem to be
preferred.

Trusts in NENC indicated that other treatment options
including those with biosimilars will be preferred.

Approved addition
to formulary.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.

Produced by the Regional Drug and Therapeutics Centre

February 2025



https://www.nice.org.uk/guidance/ta1022
https://www.nice.org.uk/guidance/ta1022
https://www.nice.org.uk/guidance/ta1022
https://www.nice.org.uk/guidance/ta1022
https://www.nice.org.uk/guidance/ta1022
https://www.nice.org.uk/guidance/ta1022

Drug and
indication

Rationale / criteria

Status and
formulary position
assigned

Notes on decision

Cost impact and commissioning / service implications

Recommendation
for NENC CEG

bevacizumab gamma is similar to
the cost of aflibercept. So
bevacizumab gamma is
recommended.

NG244: Asthma
pathway (BTS,
NICE, SIGN)
27t November
2024
Commissioning:
ICS

This asthma pathway links to
recommendations and resources
from the British Thoracic Society
(BTS), National Institute for Health
and Care Excellence (NICE) and
Scaottish Intercollegiate Guidelines
Network (SIGN) on diagnosing,
monitoring and managing asthma
in adults, young people and
children.

Add link to chapter 3
of formulary to
replace BTS/SIGN
British Guideline on
the Management of
Asthma and await
updated NENC
asthma guidelines.

See NG245

NG244 is primarily a
signposting guideline,
linking to guidance from
NICE, SIGN and BTS,

including NG245 (below).

Approved change
to formulary and
await updated
NENC asthma
guidelines.

NG245: Asthma:
diagnosis,

monitoring and
chronic asthma

management
(BTS, NICE, SIGN)

27" November
2024
Commissioning:
ICS

This guideline covers diagnosing,
monitoring and managing asthma
in adults, young people and
children. It aims to improve the
accuracy of diagnosis, help people
to control their asthma and reduce
the risk of asthma attacks. It does
not cover managing severe asthma
or acute asthma attacks.

Includes recommendations on
using ICS + LABA for all people
with reliever in all people with
newly diagnoses asthma or not
controlled on existing treatment.

Updates and replaces NICE
guideline 80 (November 2017) and
parts of BTS/SIGN British guideline
SIGN 158 (July 2019). It also
updates and replaces NICE
technology appraisal guidance 10,
38, 131 and 138, and NICE
diagnostics guidance 12.

Add link to chapter 3
of formulary to
replace BTS/SIGN
British Guideline on
the Management of
Asthma and await
updated NENC
asthma guidelines.

There will be capacity impacts and capacity benefits from
implementing the guideline. These can be assessed locally
in the template. Key capacity impacts which can be
assessed are:

e  Specialist staffing: increase in second opinion referral
for bronchial challenge tests (paediatric and adult),
recommendations 1.2.4 and 1.2.9.

e Nursing staffing: monitoring (primary care)
appointments, recommendation 1.5.4.

e Nursing staffing: capacity benefit from reduced use of
peak expiratory flow test for monitoring,
recommendation 1.5.3.

Implementing the recommendations may lead to reduced
hospital admissions for exacerbations in people whose
asthma is not well controlled, for example the use of Low-
dose MART treatment.

Approved change
to formulary and
await updated
NENC asthma
guidelines.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.
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February 2025



https://www.nice.org.uk/guidance/ng244
https://www.nice.org.uk/guidance/ng244
https://www.nice.org.uk/guidance/ng244
https://www.nice.org.uk/guidance/ng245
https://www.nice.org.uk/guidance/ng245
https://www.nice.org.uk/guidance/ng245
https://www.nice.org.uk/guidance/ng245
https://www.nice.org.uk/guidance/ng245
https://www.nice.org.uk/guidance/ng245

Drug and
indication

Rationale / criteria

Status and
formulary position
assigned

Notes on decision

Cost impact and commissioning / service implications

Recommendation
for NENC CEG

NG23:

Menopause:

identification and

management

(update)

7th November 2024

Commissioning:
ICS

NICE reviewed the evidence and
made new recommendations on:

e managing genitourinary
symptoms associated with the
menopause

¢ the effects of hormone
replacement therapy on
specific health outcomes
(including breast, endometrial
and ovarian cancer,
cardiovascular disease,
dementia and life expectancy)

e cognitive behavioural therapy
to manage menopause-
associated symptoms.

For information.

NENC guidelines will be
updated and next annual
review in Sep/Oct 2025.

There may be an increase in the number of people seeking

healthcare support. The following may be areas of capacity

impact on primary and secondary care:

e increase in GP appointments

e increase in specialist secondary care appointments

e increase in diagnostics, including ultrasound and
endometrial biopsies

e increase in CBT treatment options

e staff training for menopause specific CBT, there are
few staff with menopause specific CBT training.

e additional education and training for healthcare
professionals with expertise in menopause.

For information.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.
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https://www.nice.org.uk/guidance/ng23
https://www.nice.org.uk/guidance/ng23
https://www.nice.org.uk/guidance/ng23
https://www.nice.org.uk/guidance/ng23
https://www.nice.org.uk/guidance/ng23
https://www.nice.org.uk/guidance/ng23

Endometriosis:
diagnosis and
management
(update)

11" November
2024
Commissioning:
ICS

made new or updated
recommendations on diagnosis.
NICE also updated
recommendations on symptoms
and signs and information and
support without an evidence
review.

The key changes are outlined
below.

The updated guideline
recommendation
1.5.2 states that GPs should offer a
transvaginal ultrasound
examination to all people with
suspected endometriosis. The
previous guideline’s
recommendation was to consider a
transvaginal ultrasound
examination in secondary care, if
empirical treatments had failed.

The updated guideline
recommendation 1.5.5 states that
women or people with symptoms
of, or confirmed, endometriosis
who meet the specified criteria
should be referred to a
gynaecology service for further
investigation and management.
The previous version of this
guideline advised clinicians to
consider referring women and
people who fell into these groups.

diagnosing endometriosis. We expect that this update will
lead to more secondary care referrals and investigations
and advise that the resource impact is evaluated at a local
level.

Drug and Rationale / criteria Status and Notes on decision Cost impact and commissioning / service implications Recommendation

indication formulary position for NENC CEG
assigned

NG73: NICE reviewed the evidence and For information. For information. The guideline update sets out revised recommendations on | For information.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.
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https://www.nice.org.uk/guidance/ng73
https://www.nice.org.uk/guidance/ng73
https://www.nice.org.uk/guidance/ng73
https://www.nice.org.uk/guidance/ng73
https://www.nice.org.uk/guidance/ng73

Drug and
indication

Rationale / criteria

Status and
formulary position
assigned

Notes on decision

Cost impact and commissioning / service implications

Recommendation
for NENC CEG

Dienogest 2mg
tablets

For the treatment of endometriosis
in patients who have failed GnRH
therapy.

Add to formulary as
GREEN+ with a
supporting
information sheet for
prescribers.

Suitable for transfer to GP
once dose/patient stable
and efficacy has been
assessed.

No significant cost impact expected.

Already being prescribing in primary care in NENC. In 12
months to Oct 2024 primary care in NENC spent £21,847
on Dienogest 2mg tablets (680 issues).

10 patients (NUTH)
Secondary care: £739.20
Primary care: £1,848 first year
£2,464 pa hereafter

Approved addition
to formulary.

Landiolol 300 mg
powder for
solution for
infusion
(Rapibloc®)

Requested for rate control in
supraventricular tachycardias and
atrial fibrillation.

Deferred until there
is a consensus for
the use of landiolol
from the ICS
cardiology network.

e  Current European
Society of Cardiology
guidelines
recommend:
intravenous
amiodarone, digoxin,
esmolol, or landiolol
may be considered in
patients with AF who
have haemodynamic
instability or severely
depressed LVEF to
achieve acute control
of heart rate.

e Very little evidence of
benefit of landiolol
versus esmolol.

e The evidence of
benefit versus
amiodarone is weak.

Decision deferred.

For information -
Decision deferred.

Onabotulinum
toxin A (Botox®)
injection 100 units

Requested for the treatment of
myalgia temporomandibular
disorders (M-TMD) and orofacial
neuropathic pain (OFNP).

Add to formulary as
a RED drug.

Evidence from systematic
reviews and local
experience (following
internal IFR approval) that
use of onabotulinum toxin
A significantly reduces
pain intensity in these
patients.

In tariff, hospital only drug.
Up to 20 patients each year
£9,552 pa

Approved addition
to formulary.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.

Produced by the Regional Drug and Therapeutics Centre

February 2025




orodispersible
tablets 0.25mg
(Aqumeldi®)

cardiology service at NUTH for the
management of paediatric heart

failure.

a GREEN Plus

product that is cheaper
than the captopril
liquid.

e Once or twice daily
dosing compared to
three times daily with
captopril.

Captopril lig 5mg/5ml - 100 ml - £93.30 (drug tariff)

Savings compared to captopril liquid

Drug and Rationale / criteria Status and Notes on decision Cost impact and commissioning / service implications Recommendation

indication formulary position for NENC CEG
assigned

Enalapril Requested by the paediatric Add to formulary as | e This is a licensed Agqumeldi® 0.25 mg tablets - 50 = £34.25. Approved addition

to formulary.

Drospirenone 4mg
tablets (Slynd®)

Not recommended
for approval.

e Reviewed by the
FSRH who concluded
that desogestrel and
drospirenone are of
similar efficacy.

e  The 24hr window in
which a Slynd® can
be taken and not
counted as missed pill
is beneficial.

e Slynd® has a longer
period for which other
contraceptive
measures are
required in the event
of a missed pill
compared to
desogestrel.

e Less unscheduled
bleeding compared to
desogestrel but
overall bleeding days
are similar.

e Some benefit in terms
lowering blood
pressure.

e Significantly more
expensive than
desogestrel.

Nil as not recommended for approval.

Using an estimate of 10% of patients receiving Slynd®
instead of desogestrel gives an approx. net increase in
costs of £400,000 pa for the ICS.

Approved
recommendation
not to add to
formulary.

Sodium Oxybate
500mg/iml oral
solution (Xyrem®)

Remove brand from
formulary entry as
now available
generically.

Nil — RED drug on formulary.

Approved change
to formulary.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.

Produced by the Regional Drug and Therapeutics Centre

February 2025




formulary.
Liraglutide entry to
be changed to:
liraglutide
(biosimilar).

of being discontinued.

e Aliraglutide biosimilar
has recently been
licensed.

e Liraglutide s the only
GLP-1 agonist
licensed for type 2
diabetes in children.

Drug and Rationale / criteria Status and Notes on decision Cost impact and commissioning / service implications Recommendation

indication formulary position for NENC CEG
assigned

Liraglutide / Lixisenatide to be e Both items have been | Likely to be minimal Approved change

Lixisenatide removed from or are in the process to formulary.

Itraconazole (oral)

Change from
GREEN PLUS to
GREEN.

Previously Green prior to
the merge but was given
Green Plus status during
the formation of ICS
formulary.

Included in NICE CKS
guidance as an alternative
to terbinafine for a fungal
nail infection.

Itraconazole 100mg capsules 15 = £6.69

Currently in use in primary care, unlikely to be any
significant change

Approved change
to formulary.

Carbetocin

Carbetocin to be
added to formulary
as a RED drug to
allow individual
Trusts to use this
option, should they
wish, in accordance
with the NatPSA
alert.

These can be used to
augment labour or as
higher dose infusions for
the emergency treatment
of postpartum
haemorrhage.

National patient safety
alert regarding mixing up
of oxytocin infusions. One
mitigation suggested in the
NatPSA is the use of
carbetocin (as this can be
given as bolus).

In tariff, hospital only drug.
100 mcg of Carbetocin = £17.64

Approved addition
to formulary.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.

Produced by the Regional Drug and Therapeutics Centre
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Drug and
indication

Rationale / criteria

Status and
formulary position
assigned

Notes on decision

Cost impact and commissioning / service implications

Recommendation
for NENC CEG

(Scabies)

as a GREEN drug
and to remove the
stipulation to use in
line with the DHSC
Medicine Supply
Notification for
permethrin.

scabies.

Scabies is currently a
significant problem in
primary care.

An algorithm for the use of
oral ivermectin should be
produced.

Fosfomycin (oral Request to change Currently listed on the No change Approved change
sachets) the formulary formulary as 3g sachets: to formulary.

wording of oral sachets can be initiated in

fosfomycin to allow primary care for the

GPs to prescribe treatment of UTIs caused

without microbiology | by multi-resistant

advice e.g. in organisms following advice

patients with poor from microbiology only.

renal function who Most cost effective option

can’t have to be used.

nitrofurantoin. Supported by the regional

AMS group.

Digoxin specific Formulary to be Digifab® indications now No change Approved change
antibody updated to reflect include cardiac glycoside to formulary.
fragments new indication poisoning as well as
(Digifab®) digoxin toxicity.
Demeclocycline Change from Clinically it was felt these No change Approved change
for SIADH GREEN PLUS to patients should remain to formulary.

RED. under specialist care.
Potassium Remove from Remove from formulary as | No change Approved change
Chloride 5mmol in formulary as discontinued. to formulary.
5ml (Kay-Cee-L) discontinued.
Oral ivermectin To add to formulary Recently licensed for No change Approved change

to formulary.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.

Produced by the Regional Drug and Therapeutics Centre
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Drug and
indication

Rationale / criteria

Status and
formulary position
assigned

Notes on decision

Cost impact and commissioning / service implications

Recommendation
for NENC CEG

Carbamazepine
suppositories

Change from RED to
GREEN-+.

No reason this should not
be Green+.

Only licensed for short
term use (max 7 days).
The maximum
recommended treatment
period for Tegretol
(carbamazepine)
suppositories is 7 days as
clinical trials have only
been carried out for this
length of time. If the
suppositories are used for
longer than 7 days, there
could be an increased risk
of rectal irritation.

No significant cost impact expected.

In 12 months to Oct 2024 primary care in NENC spent
£3313 on carbamazepine suppositories (7 issues)
Carbamazepine

125mg suppositories 5 = £123.60

Carbamazepine

250mg suppositories 5 = £177.22

Approved change
to formulary.

injections

AMBER SC TEWV

Formulary to specify
only the monthly and
3 monthly injections

currently do not support
the use of the 6 month
preparation.

Tadalafil Change from RED to | Sildenafil was recently Tadalafil 20mg od = £7.77 for 28 days Approved change
Treatment of GREEN+. changed to Green Plus for to formulary.
Raynaud's. Raynaud's (instead of
secondary Raynaud’s).
Tadalafil was not
discussed and there is no
clinical or financial reason
why tadalafil should not
have the same status for
Raynaud's.
Penicillin Formulary SPS document warning of | No change Approved change
nomenclature nomenclature to be confusion between the to formulary.
brought in line with different 1V penicillin salts.
SPS
recommendations.
Paliperidone GREEN+ CNTW CNTW and TEWV Nil Approved change

to formulary.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.

Produced by the Regional Drug and Therapeutics Centre
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Drug and

Rationale / criteria

Status and

Notes on decision

Cost impact and commissioning / service implications

Recommendation

indication formulary position for NENC CEG
assigned
Emollients To remove To add To Update Formulary to be updated to Increa_sed_ usage of more cost ef_fectlve emollients, as per Approved change
reflect the recently the guideline, should lead to savings to formulary.
Aveeno Zerodouble gel Aqueous - BLACK approved emollient

Aqueous cream:
cause skin irritati

guideline and the products
listed within it.

GOV.UK
Doublebase gel Isomol Gel Dermol 500 - long

use GREEN PLUS
E45 Emollin Spray Dermol lotion - Ig

term use GREEN

All bath and show
BLACK

Epaderm emollient Zerobase cream

Hydrous ointment QV cream

Oilatum cream Aguamax
Oilatum junior cream | Hydromol cream
Paraffin sterile liquid Zeroderm ointment
Calmurid Cetraben ointment

50:50 liquid and WSP
ointment

QV intensive ointment
Hydromol Intensive

Epimax oatmeal cream

Eakin® Wound Update to North of Tyne Dressings | Change to GREEN These are the only wound No significant cost impact expected. Approved change

Pouches (Pelican | Formulary plus from RED. drainage bag available in to formulary.
Manager) community
Update to North of Tyne Dressings | Change to GREEN Green+ is more _ No significant cost impact expected. Approved change
Formulary plus from GREEN. appropriate given contains to formulary.
Inadine® povidone iodine and as

there is the view that there
are high levels of
inappropriate usage.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.
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Drug and Rationale / criteria Status and Notes on decision Cost impact and commissioning / service implications Recommendation
indication formulary position for NENC CEG
assigned
Update to North of Tyne Dressings | Change to GREEN NICE guidance supporting | No significant cost impact expected. Approved change
Formulary from GREEN Plus their use so Green status to formulary.
would help wider
implementation.
The guidance does state
the use of the Debrisoft
Debrisoft® pad in community clinic or

home settings could lead
to quicker debridement,
fewer nurse visits and
possibly less discomfort for
the patient compared with
other debridement
methods.

Appeel® single
use wipes

Update to North of Tyne Dressings
Formulary

Change to GREEN
from GREEN Plus

The justification was that
although they don't get a
lot of use, but it would be
better to be able to access
without specialist input
when they are required to
facilitate the quick and
easy removal of dressings,
tapes and other medical
adhesives without causing
pain or skin trauma.

No significant cost impact expected.

Approved change
to formulary.

DECISIONS FOR INFORMATION ONLY

Drug and indication

Rationale / criteria

Status and
formulary

Notes on
decision

Cost impact

position assigned

TA1010: Danicopan with
ravulizumab or eculizumab for

treating paroxysmal nocturnal

haemoglobinuria
23 October 2024
Commissioning: NHSE

Danicopan is recommended, as an add-on to ravulizumab or
eculizumab as an option for treating paroxysmal nocturnal
haemoglobinuria (PNH) in adults who have residual
haemolytic anaemia, only if:

e they have clinically significant extravascular haemolysis
while on treatment with a complement component 5
inhibitor (C5 inhibitor) and

e the company provides it according to the commercial
arrangement.

Add to formulary
as a RED drugin
this indication, with
links to TA1010.

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

None for ICB as NHSE commissioned.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;

Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.
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Drug and indication

Rationale / criteria

Status and
formulary
position assigned

Notes on
decision

Cost impact

TA1011: Belzutifan for treating

tumours associated with von
Hippel-Lindau disease

16t October 2024
Commissioning: NHSE

Belzutifan is recommended with managed access as an

option for treating von Hippel-Lindau (VHL) disease in adults:

e who need treatment for VHL-associated renal cell
carcinomas, central nervous system hemangioblastomas
or pancreatic neuroendocrine tumours, and

e when localised procedures are unsuitable or undesirable.

It is only recommended if the conditions in the managed
access agreement for belzutifan are followed.

Add to formulary
as a RED drug in
this indication, with
links to TA1011.

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

None for ICB as NHSE commissioned.

TA1013: Quizartinib for
induction, consolidation and
maintenance treatment of
newly diagnosed FLT3-ITD-
positive acute myeloid
leukaemia

234 October 2024
Commissioning: NHSE

Quizartinib is recommended, within its marketing
authorisation, as an option for newly diagnosed
FLT3-ITD-positive acute myeloid leukaemia (AML) in adults,
when used:

e with standard cytarabine and anthracycline
chemotherapy as induction treatment, then

e with standard cytarabine chemotherapy as consolidation
treatment, then

e alone as maintenance treatment.

Quizartinib 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 TA1013.

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

None for ICB as NHSE commissioned.

TA1012: Avapritinib for
treating advanced systemic

mastocytosis
6" November 2024

Commissioning: NHSE

Avapritinib is recommended, within its marketing
authorisation, as an option for treating advanced systemic
mastocytosis (including aggressive systemic mastocytosis,
systemic mastocytosis with an associated haematological
neoplasm and mast cell leukaemia) in adults. Avapritinib 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 TA1012.

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

None for ICB as NHSE commissioned.

TA1014: Alectinib for adjuvant

treatment of ALK-positive non-

small-cell lung cancer
13" November 2024
Commissioning: NHSE

Alectinib is recommended, within its marketing authorisation,
as an option for the adjuvant treatment of stage 1B (tumours
4 cm or larger) to 3A ALK-positive non-small-cell lung cancer
(NSCLC) after complete tumour resection in adults. 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 TA1014.

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

None for ICB as NHSE commissioned.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.
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Drug and indication

Rationale / criteria

Status and
formulary
position assigned

Notes on
decision

Cost impact

TA1015: Teclistamab for
treating relapsed and
refractory multiple myeloma
after 3 or more treatments

13t November 2024
Commissioning: NHSE

Teclistamab is recommended as an option for treating
relapsed and refractory multiple myeloma in adults, only after
3 or more lines of treatment (including an immunomodulatory
drug, a proteasome inhibitor and an anti-CD38 antibody)
when the myeloma has progressed on the last treatment. It is
only recommended if the company provides teclistamab
according to the commercial arrangement.

Add to formulary
as a RED drug in
this indication, with
links to TA1015.

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

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

None for ICB as NHSE commissioned.

TA1016: Elafibranor for
previously treated primary
biliary cholangitis

14" November 2024
Commissioning: NHSE

Elafibranor is recommended, within its marketing
authorisation, as an option for treating primary biliary
cholangitis in adults, when used:
e with ursodeoxycholic acid (UDCA), if the primary
biliary cholangitis has not responded well enough to
UDCA, or
e alone, if UDCA cannot be tolerated.
Elafibranor 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 TA1016.

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

None for ICB as NHSE commissioned.

TA1017: Pembrolizumab with
chemotherapy before surgery

(neoadjuvant) then alone after

surgery (adjuvant) for treating

resectable non-small-cell lung

cancer
20" November 2024
Commissioning: NHSE

Pembrolizumab is recommended, within its marketing
authorisation, as an option for neoadjuvant treatment with
platinum-based chemotherapy, then continued alone as
adjuvant treatment, for resectable non-small-cell lung cancer
(NSCLC) with a high risk of recurrence in adults.
Pembrolizumab is only recommended if the company
provides it according to the commercial arrangement.

Add to formulary
as a RED drugin
this indication, with
links to TA1017.

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

None for ICB as NHSE commissioned.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.
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Drug and indication

Rationale / criteria

Status and
formulary
position assigned

Notes on
decision

Cost impact

TA1018: Fedratinib for treating

disease-related splenomegaly

or symptoms in myelofibrosis
20t November 2024
Commissioning: NHSE

Fedratinib is recommended as an option for treating disease-
related splenomegaly or symptoms of primary myelofibrosis,
post-polycythaemia vera myelofibrosis or post-essential
thrombocythaemia myelofibrosis. It is recommended for
adults, only if:

e they have had ruxolitinib, and

e momelotinib is unsuitable, and

e the company provides fedratinib according to the
commercial arrangement.

This guidance updates and replaces NICE technology
appraisal guidance 756 on fedratinib for treating disease-
related splenomegaly or symptoms in myelofibrosis, which
was available with managed access.

Add to formulary
as a RED drug in
this indication, with
links to TA1018.

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

None for ICB as NHSE commissioned.

TA1019: Crovalimab for
treating paroxysmal nocturnal

haemoglobinuriain people 12
years and over

20t November 2024
Commissioning: NHSE
specialised commissioning.
(30 day TA)

Crovalimab is recommended, within its marketing
authorisation, as an option for treating paroxysmal nocturnal
haemoglobinuria in people 12 years and over who weigh 40
kg or more. Itis recommended for people who:

e have haemolysis with clinical symptoms indicating
high disease activity

e are clinically stable after having a complement
component 5 inhibitor for at least the past 6 months.

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

Add to formulary
as a RED drugin
this indication, with
links to TA1019.

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

None for ICB as NHSE commissioned.

TA1020: Eplontersen for
treating hereditary
transthyretin-related

amyloidosis
27t November 2024

Commissioning: NHSE

Eplontersen is recommended, within its marketing
authorisation, as an option for treating hereditary
transthyretin-related amyloidosis in adults with stage 1 or
stage 2 polyneuropathy. It is only recommended if the
company provides eplontersen according to the commercial
arrangement.

Add to formulary
as a RED drug in
this indication, with
links to TA1020.

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

None for ICB as NHSE commissioned.

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;
Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.
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Drug and indication

Rationale / criteria

Status and
formulary
position assigned

Notes on
decision

Cost impact

TA1025: Ublituximab for
treating relapsing multiple
sclerosis

18t December 2024

Commissioning: NHSE, tariff
excluded, 30-day NICE TA

Ublituximab is recommended as an option for treating
relapsing forms of multiple sclerosis, defined as active by
clinical or imaging features in adults, only if:

« the multiple sclerosis is relapsing—remitting, and

« the company provides it according to the commercial
arrangement.

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

Add ublituximab to
formulary as a
RED drug in this
indication with a
link to TA1025.

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

None for ICB as NHSE commissioned.

Ublituximab is delivered entirely as intravenous (V)
infusions in multiple sclerosis clinics, while
ocrelizumab can be delivered as IV infusions or
subcutaneous (SC) injections in multiple sclerosis
clinics or at home. Ofatumumab requires SC
injections that are started in multiple sclerosis clinics
but then intended to be administered at home.
There will be a capacity impact if there is a market
share change from ofatumumab or ocrelizumab
(SC) to ublituximab (1V).

NTAG minutes November 2024

Approval to publish
requested.

Approved for publication.

NENC Formulary Working
Group minutes November
2024

For information.

Approved for publication.

NENC Medicines Guidelines
Group minutes January 2025

For information.

Approved for publication.

NENC Medicines Governance
workplan January 2025

Approval to publish
requested.

Approved for publication.

All links to MHRA drug safety updates added to formulary as published. Significant alerts where further action is required are highlighted.

Regional Drug and Therapeutics Centre
16/17 Framlington Place, Newcastle upon Tyne, NE2 4AB

Tel: 0191 213 7855 Fax: 0191 261 8839

email: nuth.nyrdtc.rxsupp@nhs.net

u @RDTC_RXx

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

visit: https://rdtc.nhs.uk

Key for Recommended RAG status: Not Approved (DNP), Green — suitable for prescribing in primary care; Green+ — should be started or recommended by a specialist but suitable for ongoing prescribing in primary care;

Amber Shared Care — suitable for prescribing under an agreed shared care protocol; or Red — not suitable for prescribing in primary care.
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