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name and number

12 SQ-HDM SLIT for treating allergic rhinitis and allergic asthma
caused by house dust mites NICE TA1045

Available at

https://www.nice.org.uk/quidance/ta1045

Date of issue

Implementation

05 March 2025 deadline

90 days

Medicine details

Name and brand | 12 standard quality house dust mite sublingual lyophilisate (SQ-
name HDM SLIT; Acarizax,
Manufacturer ALK-Abello

Mode of action

ACARIZAX is allergy immunotherapy. Allergy immunotherapy with
allergen products is the repeated administration of allergens to
allergic individuals with the purpose of modifying the immunological
response to the allergen.

The immune system is the target for the pharmacodynamic effect of
allergy immunotherapy, but the complete and exact mechanism of
action regarding the clinical effect is not fully understood. Treatment
with ACARIZAX has been demonstrated to induce an increase in
house dust mite specific IgGsand to induce a systemic antibody
response that can compete with IgE in the binding of house dust
mite allergens. This effect is observed already after 4 weeks of
treatment.

ACARIZAX works by addressing the cause of house dust mite
respiratory allergic disease, and clinical effect during treatment has
been demonstrated for both upper and lower airways. The
underlying protection provided by ACARIZAX leads to improvement
in disease control and improved quality of life demonstrated through
symptom relief, reduced need for other medications and a reduced
risk for exacerbation.

Licenced indication

ACARIZAX is indicated in adolescents (12-17 years) diagnosed by
clinical history and a positive test of house dust mite sensitisation
(skin prick test and/or specific IgE) with persistent moderate to
severe house dust mite allergic rhinitis despite use of symptom-
relieving medication.

ACARIZAX is indicated in adult patients (18-65 years) diagnosed by
clinical history and a positive test of house dust mite sensitisation
(skin prick test and/or specific IgE) with at least one of the following
conditions:
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» persistent moderate to severe house dust mite allergic rhinitis
despite use of symptom-relieving medication

* house dust mite allergic asthma not well controlled by inhaled
corticosteroids and associated with mild to severe house dust mite
allergic rhinitis. Patients' asthma status should be carefully
evaluated before the initiation of treatment.

Formulation

White to off-white circular freeze-dried debossed sublingual
lyophilisate (which are like tablets but much softer and absorbed
into the body by putting them under the tongue).

Dosage

ACARIZAX treatment should be initiated by physicians with
experience in treatment of allergic diseases.

The first sublingual lyophilisate should be taken under medical
supervision and the patient should be monitored for at least half an
hour, to enable discussion and possible treatment of any immediate
side effects.

The recommended dose for adults and adolescents (12-17 years) is
one sublingual lyophilisate (12 SQ-HDM) daily.

Onset of the clinical effect is to be expected 8-14 weeks after
initiation.

International treatment guidelines refer to a treatment period of 3
years for allergy immunotherapy to achieve disease modification.

Efficacy data are available for 18 months of treatment with
ACARIZAX in adults; no data is available for 3 years of treatment.

If no improvement is observed during the first year of treatment with
ACARIZAX there is no indication for continuing treatment.

Comparison of NICE
TA with Summary of
Product
Characteristics
(SmPC)

The NICE TA states :
“ACARIZAX (12 SQ-HDM SLIT) is not recommended by NICE,
within its marketing authorisation, for treating house dust mite
allergic asthma in adults that is:
o diagnosed by clinical history and a positive test of house
dust mite sensitisation (skin prick test or specific IgE) and
e associated with mild to severe house dust mite allergic
rhinitis and
o not well controlled by inhaled corticosteroids.”

In May 2025 APC, Acarizax for allergic asthma was designated
NON-FORMULARY because of this recommendation from NICE.

The NICE TA recommends the treatment of allergic rhinitis within
product licence at time of publication ( as shown in paper above).

This is the current dose considered by NICE as part of this NICE evaluation.
Subsequent changes in the licence following NICE publication will need to be
considered by the Area Prescribing Committee and will not be routinely funded by
local commissioners, as the incremental cost per QALY would not have been
considered.

NICE TA recommendations

Recommendations

12 standard quality house dust mite sublingual Iyophilisate (SQ-HDM SLIT) is
recommended, within its marketing authorisation, as an option for treating moderate to
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severe house dust mite allergic rhinitis in people 12 to 65 years that is:
o diagnosed by clinical history and a positive test of house dust mite sensitisation (skin
prick test or specific immunoglobulin E [IgE]) and
o persistent despite use of symptom-relieving medicine.

Decision making framework (DMF)

National guidance and priorities

The ICS has a legal obligation to commission this medicine in line with the NICE TA.
o This NICE TA has been assigned an implementation deadline of 90 days.
o The implementation deadline is 05 June 2025.

Clinical effectiveness

Standard care for moderate to severe allergic rhinitis caused by house dust mites for people
12 to 65 years includes treatments to relieve symptoms such as intranasal corticosteroids
and antihistamines. Standard care for allergic asthma caused by house dust mites in adults
includes inhaled corticosteroids and short-acting beta agonists. It may also include additional
long-acting beta agonists and leukotriene receptor antagonists.

Clinical trial evidence suggests that, compared with placebo plus standard care,
12 SQ-HDM SLIT plus standard care may reduce:
e rhinitis symptoms and medicine use in people with house dust mite allergic rhinitis,
and
o asthma exacerbations in people with house dust mite allergic asthma.

But these results are uncertain. It is unclear exactly how much the treatment would benefit
people in clinical practice because the way the trials were done does not reflect NHS clinical
practice. There is more uncertainty about the clinical effectiveness of 12 SQ-HDM SLIT for
allergic asthma than for allergic rhinitis.

There are uncertainties in the economic modelling. This is because of uncertainties in the
clinical evidence and because the model structures do not completely reflect how people
would have treatment in NHS clinical practice. Taking into account the uncertainties, 12 SQ-
HDM SLIT is cost effective for treating allergic rhinitis caused by house dust mites, but is not
cost effective for treating allergic asthma caused by house dust mites. So, 12 SQ-HDM SLIT
is recommended only for persistent moderate to severe house dust mite allergic rhinitis.
Some of the eligible population may also have allergic asthma, which would not prevent
them having 12 SQ-HDM SLIT to treat their allergic rhinitis.

Patient safety

e The product should be used within its product licence.

e ACARIZAX treatment should be initiated by physicians with experience in treatment of
allergic diseases.

e The first sublingual lyophilisate should be taken under medical supervision and the
patient should be monitored for at least half an hour, to enable discussion and possible
treatment of any immediate side effects.

o Hypersensitivity reactions to immunotherapy can be life-threatening. Cardiopulmonary
resuscitation must be immediately available and patients need to be monitored for at
least 30 minutes after administration. If symptoms or signs of hypersensitivity develop
(e.g. rash, urticaria, bronchospasm, faintness), even when mild, the patient should be
observed until these have resolved completely.

¢ Pregnancy: Avoid initiation during pregnancy—limited information available. If pregnancy
occurs during treatment, Acarizax® may be continued after the general condition and
lung function of the patient are evaluated, including reactions to previous doses—close
supervision of patients with pre-existing asthma is recommended.

o Long term use: Efficacy data is available for 18 months of treatment with ACARIZAX in
adults; no data is available for 3 years of treatment.

Patient factors

e 12 SQ-HDM SLIT will be offered in addition to standard care.
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e 12SQ-HDM SLIT is a sublingual tablet. It is assumed that following initiation of the
treatment in secondary care, the treatment will continue to be prescribed and dispensed
in primary care.

o The first dose should be initiated under experienced medical supervision in secondary
care in a clinic with access to suitable cardiopulmonary resuscitation equipment in case
of a hypersensitivity reaction.

Appointments/visits to hospital

e |t is anticipated / calculated that patient would have an appointment at initiation (for
challenge/safety reasons) and follow up appointments in secondary care (for
efficacy/tolerance) at 3 months, 6 months, year 1 and year 2, then at end of treatment.

e Maintenance treatments for up to 3 years of treatment in total would be supplied via
primary care/secondary (dependant on APC decision).

¢ If no improvement is observed during the first year of treatment with ACARIZAX there is
no indication for continuing treatment. It's possible that this could be determined by
secondary via a phone call or patient questionnaire follow up, rather than an outpatient
appointment

Environmental impact

o Additional packaging will be generated and will be an environmental impact with regards
to waste management.
e Discharge into wastewater (post metabolism unknown effect)

Equality & diversity

NICE considered that some people with allergic rhinitis and allergic asthma may have a
disability, are an older age, or are pregnant. These are protected characteristics under the
Equality Act 2010. But because its recommendation does not restrict access to treatment for
some people over others, it was agreed these do not apply in this case.

Note 1: Drugs approved by NICE for adult conditions will be commissioned in children at specialised paediatric
centres if the patient meets the NICE criteria and there is evidence to suggest that the drug is safe and clinically
appropriate to use in children as per the NHS England Medicines for Children Policy (see
https://www.england.nhs.uk/publication/commissioning-medicines-for-children-specialised-services/ and a
Blueteq form is available.

Place in therapy relative to available treatments

o Current allergic rhinitis pathways and licenced products for the patient group as per PAD
and Joint Formulary.
e House dust mite allergy is not seasonal, requiring ongoing treatment

Stakeholder views

The paper was sent out for consultation and comments are listed on the front sheet.

Cost-effectiveness

The drug cost per Place according to NICE resources does not exceed £100,000.

Section 1: cost of the technology

Total Total
Frequency | Number | dosage | number | Cost
Regimen | Pack and per cycle of required | of packs per VAT | Annual
/ drug setting (days) cycles (mg) required | pack | rate cost
12 SQ- first pack
HDM dispensed
SLIT in hospital 30 1 30 1| £80.12 | 20% £96
subsequent
12 SQ- packs in
HDM primary
SLIT care, year 1l 30 11 330 11 | £80.12 0% £881
Year
1 £977
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subsequent
packs in
12 SQ- primary
HDM care year 2
SLIT and 3 30 12 360 12 | £80.12 0% £961
Years
2
and
3 £961
a. Availability of CAP/PAS price: No
b. Price relative to comparable medicines: Not applicable.
There is 20% cost increase in secondary care due to VAT on prescriptions.
Section 2: NICE resource impact statement and template
Table 1: Eligible population and uptake for Surrey Heartlands ICS
Future Future
practice | practice | Future Future Future
Eligible population and Current - - practice | practice | practice
uptake practice year 1 year 2 -year 3 -year4 | -year5
Eligible population 264 266 269 271 274 277
12 SQ HDM SLIT market
share 0% 8% 12% 15% 15% 15%
People starting 12 SQ HDM
SLIT 0 20 13 12 19 14
Future Future
practice | practice | Future Future Future
People receiving the Current - - practice | practice | practice
treatment options practice year 1 year 2 -year 3 -year4 | -year5
12 SQ HDM SLIT year 1 20 13 12 19 14
12 SQ HDM SLIT year 2 0 0 18 12 11 18
12 SQ HDM SLIT year 3 0 0 0 17 11 10
0 20 31 41 41 41
Table 2: Drug costs for Surrey Heartlands ICS:
(OU[d¢=yW Future | Future | Future | Future | Future
practic | practic | practic | practic | practic
Total resource practic e- e- e -year e- e-
impact year1l | year2 3 year4 | year5
£'000 | £000 | £000 | £000 | £'000
Cash items and
financial impact of
capacity items £0 £18 £20 £25 £28 £26
Increase in cost
to current
£18 £20 £25 £28 £26 | practice
Year on year
£18 £2 £4 £3 -£2 | increase in cost
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Commentary:

The Surrey Heartlands Director of Pharmacy and Medicines Optimisation has delegated authority to enable the
Committee to be a decision-making committee providing the impact of any single decision does not exceed
£100,000 within an individual Place per annum. Decisions with a cost impact of over £100,000 within an
individual Place per annum require authorisation from Surrey Heartlands Health & Care Professionals Committee
at their next meeting. Exception to this will be for any decision made in relation to a NICE Technology Appraisal
(which are subject to requiring mandatory funding by commissioners) and other urgent items. The exceptions will
be taken to the next Executive Meeting (which meets weekly) for authorisation.

Traffic light recommendation to APC

NHS Payment Scheme (NHSPS) excluded high-cost drug: see NHS England » 2023-25 NHS
Payment Scheme : No

Recommended traffic light status and rationale:

1. Based on NICE assumptions, clinician feedback and patient preference, the author
recommends that the APC assigns a BLUE (with initiation) traffic light status as per
the APC decision-making criteria.

Criteria. Specialist assessment to enable patient selection and initiation of treatment.
The treatment should be initiated in secondary care, and the first month’s treatment
should be supplied by secondary care also.

Criteria. ACARIZAX is only to be used within product licence (at time of NICE
publication).

Follow up by secondary care at 12 months could be either face to face, phone call or via a
patient questionnaire. A decision to continue treatment should be determined by secondary
care and communicated to primary care via usual communication method (clinic letter).

2. However, some secondary care clinicians seem to indicate that they would prefer
that initiation and continuation are kept within the control of secondary care at this
time. This would mean that APC could assign a RED traffic light status.

PAD definitions, available at: https://surreyccg.res-
systems.net/PAD//Content/Documents/2/FINAL%20Sep-
24%20Colour%20classification%20guidelines.pdf)

Implementation

NICE TA implementation must be within 90 days of publication.

Stopping criteria: Treatment with ACARIZAX should be stopped within the first year of
treatment if no improvement, as per SmPC, is observed by secondary care clinician, as
there is no indication for continued treatment.

e Providers are NHS hospital trusts and primary care providers.
The initiation, administration and 1t month treatment supply is managed by secondary
care, ongoing maintenance supply could be via primary care (depending on APC
decision).

. ICS
o This technology is commissioned by integrated care systems and they are required to
comply with the recommendation in the NICE TA within the time set in the publication.
¢ NICE does not recommend the use of this drug for the treatment of allergic asthma, and
the APC has already assigned a NON-FORMULARY status based on this NICE
recommendation.

. PAD and Joint Formulary
e Acarizax will be used after standard care. There is no treatment pathway for house mite
allergy in use within the ICB.
o New JF profile will be required for both licenced indications.
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o New PAD profile will be required

Proposed tick box forms

Not applicable
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Blueteg® form: not applicable
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