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The NHS is legally obliged to fund and resource medicines and treatments recommended by NICE's technology appraisals. When NICE recommends a treatment 'as
an option', the NHS must make sure it is available within 90 days (unless otherwise specified) of its date of publication. This means that, if a patient has a disease or

condition and the doctor responsible for their care thinks that the technology is the right treatment, it should be available for use, in line with NICE's
recommendations.

DECISIONS WITH A FINANCIAL OR COMMISSIONING IMPACT
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Drug and indication

Rationale / criteria

Status and formulary
position assigned

Notes on decision

Cost impact and
commissioning / service
implications

Recommendation
from GMMMG

TA991: Abaloparatide for

treating osteoporosis
after menopause

7t August 2024

Commissioning: ICB,
tariff-excluded

Abaloparatide is recommended as an option
for treating osteoporosis after menopause in
women, trans men and non-binary people,
only if they have a very high risk of fracture.
It is only recommended if the company
provides it according to the commercial
arrangement.

If people with the condition and their
healthcare professional consider
abaloparatide, romosozumab and
teriparatide to be suitable treatments, after
discussing the advantages and
disadvantages of all the options, the least
expensive suitable treatment should be
used. Administration costs, dosages, price
per dose and commercial arrangements
should all be taken into account.

Add to formulary as a RED
drug in this indication, with
links to TA991.

Amend entries for
abaloparatide, romosozumab
and teriparatide to include:

“If people with the condition
and their healthcare
professional consider
abaloparatide, romosozumab
and teriparatide to be
suitable treatments, after
discussing the advantages
and disadvantages of all the
options, the least expensive
suitable treatment should be
used.”

Romosozumab and
teriparatide are on
formulary as RED
drugs, and equal first
choice treatment
options.

There is a potential
opportunity to make
use of best value
medicines for this
indication and work will
be undertaken with
secondary care
services to scope this.

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

Approve addition to
formulary and support
pathway development

TA995: Relugolix for
treating hormone-
sensitive prostate cancer

14t August 2024
Commissioning: ICB

Relugolix is recommended, within its
marketing authorisation, as an option for
treating prostate cancer in adults:

e with advanced hormone-sensitive
prostate cancer

e alongside radiotherapy for high-risk
localised or locally advanced hormone-
sensitive prostate cancer

as neoadjuvant treatment before
radiotherapy for high-risk localised or locally
advanced hormone-sensitive prostate
cancer.

Add to formulary as AMBER

Until a shared care protocol
is available it will be listed as
RED (pending shared care
protocol)

Goserelin, leuprorelin,
triptorelin and degarelix
as AMBER, with
shared care protocol.

CRG recommended
shared care for this
medicine.

A shared care protocol
will be developed for
this medicine

NICE estimates that there are
roughly 2000 people eligible for
treatment in Greater
Manchester. The cost impact for
relugolix is estimated at £37,000
in year one, rising to £309,000 in
year 5.

There may be some capacity
savings due to reduction in
nursing time, and reduction in
adverse effects. As a result,

This would be a new addition to
the shared care arrangements in
GM

Approve addition to
formulary initially as
RED pending a shared
care protocol and
support SCP
development
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Drug and indication

Rationale / criteria

Status and formulary
position assigned

Notes on decision

Cost impact and
commissioning / service
implications

Recommendation
from GMMMG

TA996: Linzagolix for
treating moderate to
severe symptoms of
uterine fibroids

14t August 2024

Commissioning: ICB
(adults), NHSE (16-17
year olds)

Linzagolix is recommended as an option for
treating moderate to severe symptoms of
uterine fibroids in adults of reproductive age
only if:

e itisintended to be used for longer-term
treatment (normally for more than 6
months and not for people who need
short-term treatment, for example,
before planned surgery)

e the following dosage is used:

o with hormonal add-back
therapy (ABT): 200 mg once
daily

without hormonal ABT: 200 mg once daily for

6 months, then 100 mg once daily.

Add to formulary as green
following (specialist advice),
with links to TA996.

Relugolix / estradiol /
norethisterone is on
formulary as GREEN
(specialist advice) in
this indication, as per
NICE TA832.

The list price of linzagolix is £80
for 28 x 100 mg or 200 mg
tablets. The list price of relugolix
is £72 for 28 x 40 mg tablets.

Assuming all eligible patients are
currently receiving relugolix, the
cost impact is estimated at
£60,000 in year 1 (if 10% of
eligible people receive
linzagolix), rising to £270,000 in
year 5 (uptake split equally
between linzagolix and
relugolix).

If uptake of relugolix has not yet
reached 100%, the impact may
be higher as more patients are
identified and treated.

Approve addition to
formulary

TA998: Risankizumab for

treating moderately to
severely active ulcerative

colitis
22" August 2024

Commissioning: ICB,
tariff-excluded, 30 day TA

Risankizumab is recommended as an option
for treating moderately to severely active
ulcerative colitis in adults when conventional
or biological treatment cannot be tolerated,
or the condition has not responded well
enough or has lost response to treatment,
only if:
e atumour necrosis factor (TNF)-alpha
inhibitor:

o has not worked (that is the
condition has not responded well
enough or has lost response to
treatment), or

o cannot be tolerated or is not
suitable, and

the company provides it according to the
commercial arrangement.

Add to formulary as a RED
drug in this indication, with
links to TA998.

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

This is because the technology
is a further treatment option and
the overall cost of treatment for
this patient group will be similar.

The previously published
resource impact template for this
patient group has been updated
and replaced to include
risankizumab and all other
treatment options for moderately
to severely active ulcerative
colitis.

Approve 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 GMMMG

Pylera®; bismuth
subcitrate potassium
140mg, metronidazole
125mg and tetracycline
125mg capsules for the
eradication of H. pylori in
combination with
omeprazole

The GM Antimicrobial Steering Group has
considered the position in therapy of Pylera®
for the eradication of h. pylori in combination
with omeprazole for patients and
recommends its use only when:

e H. Pylori has been positively
identified through testing

AND

e There is a true penicillin allergy in
the patient’s history

PLUS Either

e they have previously used
clarithromycin,

e Orthey have had a previous
treatment with a fluoroquinolone

AND

e When the patient is likely to be
confused with multiple packaging
and other reasonable adjustments
have been considered or are not
appropriate e.g. prompt sheets, or
family/carer support with medicines
etc

This is because the therapy uses a longer
treatment course (10 vs 7 days) than the
BNF standard leading to an increased
exposure to antibiotics and increased
potential for resistance

Add to formulary chapter 1

as Grey (criterion 2) and
Green

There are stock
problems with bismuth-
containing medicines
and CRG
recommended that
Pylera be reserved for
patients for whom no
other option is suitable
A GM-wide position
statement has been
produced to support
this formulary
positioning and will be
approved in due course

Where Pylera is used instead of
individual products (assuming
bismuth can be obtained) there
is a saving of at least £8.46 per
treatment which if given to an
estimated 742-7420 patients per
year (penicillin allergy status
dependent) saves the GM ICB
£6,277 - £62,773 per year

Approve formulary
addition
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Drug and indication

Rationale / criteria

Status and formulary
position assigned

Notes on decision

Cost impact and
commissioning / service
implications

Recommendation
from GMMMG

Budesonide 9mg
prolonged release tablets
(Cortiment) for Induction
of remission in patients
with mild to moderate
active ulcerative colitis
(UC) where 5-ASA
treatment is not sufficient.

Induction of remission in
patients with active
microscopic colitis (MC).

A formulary request was received for an
additional licensed product for the first line

treatment of UC alongside oral prednisolone.

It is an option for patients at higher risk of
systemic corticosteroid adverse effects
including patients aged over 65 years with
other co-morbidities such as asthma or
COPD on high dose ICS.

It is recommended by both British Society of
Gastroenterology (BSG) and European
Crohn’s and colitis organisation guidance as
a treatment option

Add to formulary as Green
(specialist advice)

CRG heard that there
is already some
prescribing of this
product in primary
care.

The product was
deemed suitable for
prescribing in primary
care provided the
specialist agrees an
individualised patient
management plan with
the patient’'s GP.

Cortiment 9mg tablets are priced
at £75.00 per pack of 30 and has
a similar cost to other oral
budesonide formulations over
this duration (£140 vs. £126) but
is more expensive than
prednisolone (E39-£78 for 20mg-
40mg dalily).

Numbers of patients is estimated
to be highly variable and several
hundred per year in GM.

If 300 patients receive Cortiment
9mg for 8 weeks rather than
20mg prednisolone this would
cost an extra £30,000 per year in
GM

Approve addition to
formulary
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DECISIONS WITHOUT A FINANCIAL OR COMMISSIONING IMPACT

Drug and indication | Rationale / criteria Status and Notes on decision Cost impact and Recommendation
formulary commissioning / service from GMMMG
position implications
assigned

H. pylori eradication | GMMMG formulary advice on H. pylori eradication is not | Amend This recommendation increases the No standalone bismuth Approve formulary

regimes —formulary | currently aligned with BNF or with the GMMMG formulary to dose frequency from twice to four products are currently available. | amendment

advice antimicrobial guidelines. The guideline authors have align with times daily and aligns formulary with See above for cost impact if

requested that the formulary should be updated to BNF national guidance. Pylera is used.

reflect BNF advice, which recommends: eradication Tetracycline 500mg QDS for 7

e  Bismuth subsalicylate 525 mg 4 times a day for 7 regimes days costs £47.94 per person
days for first- and second-line eradication therapy; but may increase treatment
10 days for third-line eradication therapy success.

Tetracycline 500 mg 4 times a day for 7 days for first-

and second-line eradication therapy; 10 days for third-

line eradication therapy.

Febuxostat 80mg In line with NICE NG219 febuxostat is an option for the Change CRG heard that febuxostat has a In the 12 months to June 2024, | Approve formulary

and 120mg tablets management of gout as a first line treatment alongside Green green status in surrounding ICS as 10,425 items of febuxostat were | amendment

for the prevention of allopurinol except where the patient has a history of specialist well as most other systems in prescribed in primary care in

gout major cardiovascular disease. initiation to England GM, totalling £75,029. This is

The medicine is currently Green specialist initiation Green equivalent to 0.26 items per
which now no longer appears appropriate when the 1000 patients. This level of
referral to secondary care for gout is only recommended prescribing has been stable for
where the diagnosis is uncertain, the patient has CKD atleast 5 years and is appears
stage 3b or greater, has received an organ transplant, typical for an ICB in England.
or when first line treatments are not An increase in prescribing rates
tolerated/ineffective. is not expected following this
decision.
Carbimazole 5mg Carbimazole 10mg and 15mg tablets are included on Amend Following a consultation and None expected. This RAG Approve RAG
and 20mg tablets for | the GM DNP list due to high cost. Carbimazole 5mg and | formulary to discussion with specialists, it is status is intended to reflect status
hyperthyroidism 20mg tablets are currently on formulary with no RAG assign RAG proposed that they should be current pathways
status, which may cause delays to treatment due to lack | status of assigned a status of GREEN
of clarity. GREEN (specialist advice).
(specialist
advice)
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https://bnf.nice.org.uk/treatment-summaries/helicobacter-pylori-infection/

Drug and indication

Rationale / criteria

Status and
formulary
position
assigned

Notes on decision

Cost impact and
commissioning / service
implications

Recommendation
from GMMMG

NG243: Adrenal

This guideline covers identifying and managing adrenal

Assign Green

Hydrocortisone IM is low cost

Approve RAG

insufficiency: insufficiency (hypoadrenalism) in babies, children, (specialist (<£2 per dose) and already in status
identification and young people and adults. It aims to improve the advice) status use. The recommendation may
management treatment of primary, secondary and tertiary adrenal Add links to change the route of supply but
28" August 2024 insufficiency, and the prevention and management of NG243 to should not change the overall
Commissioning: adrenal crisis. . N formulary in volume of prescribing. o
ICB Includes recommendation on provision of emergency chapter 6. Most of the recommendations in
kits the adrenal insufficiency
guideline reinforce best practice
and do not need any additional
resources to implement.
GMMMG Care Home | This guidance has been developed to support all care N/A The implementation of the guidance None Approve publication
Provider Covert home providers in managing requests and providing and how this will be communicated to of guidance
Administration of advice for any resident who is to be considered as secondary care for the purpose of
Medicines Guidance | requiring covert administration of their medicines aligning discharge communications
was discussed. The interface group
meetings were identified as an
appropriate forum to raise this and
CRG requested that this be
communicated to locality Medical
Directors via the CEGC. A further
document is expected from the
authors which will look at the system
implementation of this guidance.
Shared care This technical update to an existing document removes | Medicines are | None None Approve publication
protocol GnRH the requirement to monitor high sensitivity oestrogen AMBER of updated SCP
analogues for and pouts the information into the new GM SCP shared care
patients within adult | template
breast cancer
services
CRG minutes https://gmmmag.nhs.uk/meetings/clinical-reference- N/A Approved N/A Approved for
(October) group/crg-minutes-october-2024-final/ publication to
GMMMG website
GMMMG November N/A Approved N/A Approved for

minutes

publication to
GMMMG website
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DECISIONS FOR INFORMATION ONLY

Drug and indication

Rationale / criteria

Status and formulary
position assigned

Notes on decision

Cost impact

TA993: Burosumab for
treating X-linked
hypophosphataemia in
adults

7t August 2024
Commissioning: NHSE

Burosumab is recommended, within its
marketing authorisation, as an option for
treating X-linked hypophosphataemia (XLH) in
adults. Burosumab 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
TA993.

N/A

NICE estimates the prevalence of XLH in adults to
be 15.7 per 1 million. Abstracts from the Bone
Research Society 2021 use data from the early
access program to estimate that a total of 305
adults with XLH will be seen by NHS services in
England.

Many patients are localised to a few expert bone
centres. A resource impact template is available
for local completion.

NG242: Diabetic
retinopathy: management

and monitoring
13t August 2024

Commissioning: ICB &
NHSE

This guideline covers managing and monitoring
diabetic retinopathy in people under the care of
hospital eye services. This includes non-
proliferative and proliferative diabetic
retinopathy, and diabetic macular oedema.

Add links to guidance in
chapter 11.

A HCD ophthalmology
pathway is in
development, and
expected to come to
CRG this autumn

Anti-VEGF treatments are on
formulary in chapter 11, as per
their respective TAs.

Fenofibrate is on formulary in
chapter 2 for CVD indications.
CRG requested input from
ophthalmology services before
inclusion of fenofibrate for this
indication

Most of the recommendations in the updated
guideline reinforce best practice and should not
need any additional resources to implement.
However, some of the guideline areas and
recommendations may represent a change to
current local practice:

e  Ophthalmologists should consider fenofibrate
for people with non-proliferative retinopathy
and type 2 diabetes to reduce the progression
of diabetic retinopathy

o For people with centre-involving diabetic
macular oedema and good vision (79 letters
or better) consider either macular laser
treatment or observation.

o For people with centre-involving diabetic
macular oedema, visual impairment and
central retinal thickness of less than 400
micrometres, consider anti-VEGF treatment or
macular laser treatment.

Implementing the guideline may lead to the
following benefits:

e Slowing down the rate of retinopathy
progression thereby reducing the time and
costs associated with additional treatment.

e Better pre-operative and follow-up care, which
will reduce their risk of future complications.

Better health outcomes and care experience

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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