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Primary Care Guidance: Acarizax® and
Iltulazax®

1. What are Acarizax® and ltulazax®?

Acarizax®: a sublingual tablet for the treatment of house dust mite allergic rhinitis + conjunctivitis.

Itulazax®: a sublingual tablet for the treatment of tree (birch homologous group) pollen allergic rhinitis
+ conjunctivitis.

Both are disease-modifying therapies designed to reduce allergic symptoms by gradually desensitising
the immune system to the relevant allergen.

N.B.:

e Acarizax is licensed for the treatment of ‘moderate to severe house dust mite allergic rhinitis
(with/without conjunctivitis [in patients who have failed to respond to anti-allergy drugs] (initiated
by a specialist)’, as well as for the treatment of ‘house dust mite allergic asthma not controlled by
inhaled corticosteroids [in patients with mild to severe house dust mite allergic rhinitis] (initiated by
a specialist). However, the current NICE technology appraisal (TA) — TA1045 - only recommends its
use for allergic rhinitis.

e ltulazax is licensed for the treatment of ‘moderate-to-severe allergic rhinitis and/or conjunctivitis
due to pollen from the birch homologous group (initiated by a specialist)’ The current NICE
technology appraisal (TA) — TA1087 - only recommends its use for the same indication.

2. What is sublingual allergen immunotherapy (SLIT)?

Sublingual Allergen Immunotherapy (SLIT) involves placing a tablet containing the allergen under the
tongue daily.

Over time, it induces tolerance to the allergen, reducing symptom severity and need for symptomatic
medications. SLIT may modify the natural history of allergic disease, with evidence suggesting a potential
reduction in the risk of progression from allergic rhinitis to asthma and possibly in the development of
new allergen sensitisations.

Treatment duration for sustained effect: 3 years.

3. Eligibility criteria

Acarizax and ltulazax are on the GM formulary for the indications below which aligns with the NICE TA
recommendations. Eligible patients are those seen by specialist allergy centre services who meet the
criteria in the relevant NICE TAs (as above).
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Which patients are most likely to benefit from SLIT?

Most likely to benefit:

- Confirmed sensitisation to dust mites (Acarizax®) or birch pollen (Itulazax®).

- Moderate—severe allergic rhinitis uncontrolled on standard treatment (see appendix).
- Motivated and able to commit to daily therapy.

- Stable asthma.

4. GMMMG RAG Rating and GM Treatment Pathway

Acarizax® and Itulazax® are GREEN with Sl (Specialist Initiation):

e Specialist service initiates and provides 1-month prescription.

e GP to continue prescribing for remainder of 3-year treatment course (unless stopped due to side-
effects, lack of effectiveness — ass assessed at 12 months, or other issues).

e First dose given under specialist supervision, then taken at home.

Acarizax and ltulazax Treatment Plan

By specialist with expertise in managing allergic conditions

1-manth prescription 1t tablet under medical supervision in specialist centre

Specialist care

Patient-initiated follow-up (12 months) in specialist centre for patient support Transfer of care to Primary
(including monitoring and advice/manag t of possible side effects) Care at the end of month 1

Continued treatment and follow up in Primary Care to monitor side effects and improve compliance

Primary care

* Review in specialist centre
to assess treatment efficacy and decision on treatment continuation

Years 2 and 3

Provision of advice or reviews if required (side
effects/concerns); liaise with specialist team if needed

Continue treatment in Primary Care

GMMMG Primary Care Guidance Sheet for Acarizax and Itulazax,
GMMMBG Ratification Date: 09/07/2026

Review Date: July 2029

Version Control: FINAL 1.0

Page 2/7



\f

. Wythenshawe Hospital

® A
y A W |
llergy Centre m G MM M G
Manchester University Greater Manchester
" NHS Foundation Trust Medicines Management Group

5. Side Effects

Common:

- Oral itching, tingling or discomfort.
- Throat irritation.

- Mild lip/tongue swelling.

- Ear pruritus.

Less common:

- Nausea, abdominal discomfort.
- Urticaria.
- Mild worsening of rhinitis/asthma.

Notes for GPs:

Most side effects are mild, localized to the mouth, begin within 5-10 minutes of dosing, and settle
within minutes to hours. They typically occur in the first few days and lessen over 1-3 months.
Patients can keep using antihistamines—they won't affect how well the treatment works.
Acarizax® and ltulazax® may contain trace fish proteins, but current data show no increased risk
of allergic reactions in people with fish allergies.
If severe allergic reactions occur, discontinue SLIT and inform the specialist service that
initiated treatment:

e  Allergy Centre, Wythenshawe Hospital — email allergycentre@mft.nhs.uk

e Immunology and Allergy Service at SCO-NCA — email

salfordimmunology.nurses@nca.nhs.uk

6. Cautions and contraindications

The cautions and contraindications for both medicines are the same.

Contraindications

Hypersensitivity to any of the excipients see SPC for full list.
o Acarizax SPC
o ltulazax SPC
Uncontrolled asthma or severe exacerbation of asthma within 3 months prior to initiation

Patients with FEV1 <70% of predicted value (after adequate pharmacological treatment) at
initiation of treatment.

Patients with active systemic autoimmune disorders (unresponsive to treatment) and patients with
immune defects, immunodeficiencies or immunosuppression

Patients with malignant neoplasia with current disease relevance.

Patients with acute severe oral inflammation or oral wounds
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e There is no data on pregnancy and breastfeeding in humans. Treatment should not be initiated
during pregnancy. Should the patient become pregnant whilst using the medicine the specialist
should be consulted in order to make a decision regarding ongoing treatment

Cautions

Oral inflammation

In patients with severe oral inflammation (e.g. oral lichen planus, mouth ulcers or thrush), oral wounds or
following oral surgery, including dental extraction, or following tooth loss, initiation of treatment should
be postponed and ongoing treatment should be temporarily interrupted to allow healing of the oral
cavity.

Local Allergic Reactions

When treated with Acarizax or Itulazax the patient is exposed to the allergen that causes the allergic
symptoms. Therefore, local allergic reactions are to be expected during the treatment period. These
reactions are usually mild or moderate; however, more severe oropharyngeal reactions may occur. If the
patient experiences significant local adverse reactions from the treatment, anti-allergic medication (e.g.
antihistamines) should be considered.

Eosinophilic oesophagitis

Cases of eosinophilic oesophagitis have been reported in association with Acarizax and ltulazax treatment.
In patients with severe or persisting gastro-oesophageal symptoms such as dysphagia or dyspepsia,
treatment should be interrupted and medical evaluation must be sought.

Autoimmune diseases in remission
Limited data is available on treatment with allergy immunotherapy in patients with autoimmune diseases
in remission. Acarizax and Itulazax should therefore be prescribed with caution in these patients.

Fish allergy
Acarizax and ltulazax may contain trace amounts of fish protein. Available data have not indicated an
increased risk of allergic reactions in patients with fish allergy.

Vaccination
The SPC for ltulazax advises consulting a specialist before giving vaccinations

6. Practical Notes for GPs

As per management plan, patients will receive their first dose under medical supervision at the specialist
allergy/immunology service and will be given full details on the treatment, risks and benefits, how to take
it, expected side effects and what actions to take, supported by a PIL with these details. They will also be
given a PIFU for 12 months after treatment initiation to allow accessible specialist review and support if
any issues or concerns arise.
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It would be helpful for GPs to reiterate the key advice below where required.

Advise patients to:

e take tablet daily (preferably in the morning)
e do not swallow the tablet immediately and allow it to dissolve under the tongue
¢ avoid food/drink for 5 minutes afterwards.

Ensure asthma remains well controlled.

7-day rule:

e If SLIT is stopped for 7 days or fewer, the patient may restart on their own.

e |If the break is longer than 7 days, they should contact the initiating service before resuming SLIT.

e Stop SLIT for 7 days after any dental work to allow healing.

e Stop SLIT during infections, fever, asthma attacks, or if unwell enough to miss school/work; if the
break exceeds 7 days, contact the allergy/immunology team.

e Do not take SLIT on vaccination days and wait until any vaccine-related symptoms have fully settled
before restarting.

Treatment Monitoring
There is no requirement for primary care to monitor the effects of these treatments.

Specialist allergy services will monitor the patient at months 1 and 12. At the 12 month review a decision
will be made by the specialist regarding ongoing treatment. No additional monitoring is required during
years 2 and 3 of treatment, however specialist services remain available to provide advice and/or review

the patient if required.

At the end of year 3 the treatment should be stopped. This does not require assessment by the initiating
service and can be undertaken by primary care.
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Appendix: NWACIN Rhinitis referral and management pathway for Primary Care

Horth West Allergy and Clinical Immunology Network
RHINITIS/RHINOCOMNJUNCTIVITIS
Referral and Management Pathway for Primary Care

——— symptoms/signs suggestive of allergic rhinitis/conjunctivitis?

swiatery/mucous rhinorrhoea
ssneezing

sitchvy nosefeyes/throat
sassociated red/watery eyes
snasal blockage/congestion
spost-nasal drip

) i . 1
_|l Ay red flag symptoms,signs? I Any signs/symptoms of non allergic
pathology (infection or nasal polyps)?
enadal erusting
=nasal beading / blood-stained rhinorrhoea sthick, mucopuralent [green) secretions; recurrent
enasal deformity, perforations, ulceration or collapse Infection
sunilateral symptoms and signs (e.g. obstruction, sorbital cellulitis [refer urgently)
rhinarrhoea, parsistent unilateral epistaxis) #facial pain/pressure
sceryical lymphadenopathy =yisible nasal pobyps
apain A0S

Refer to ENT
{urgent if any red flag
symptoms/signs)

Mildfintermittent syrnptoms with ao impact on Qol, Moderate/severe and/or persistent symptoms with im-
pact on Qol, skeep andfor workfschool perfformance

—l Medical management B — —[ Medical management
# allergen avoldance advice only if culprit allergen(s)
= allergen avoldance adwice only if culprit allergen(s) suspected (.g. pets) and practicable
suspected |e_g. pets) and practicable « regular I corticosterold (nasal spray technique Is
# oral non-sedating antihistamine® only, or nasal antihis- erulal]?
tamine spray (if oral antihistamines not tolerated)® o oral non-sedating antihistamine” or/and nasal
* Please consider the possibility of co-existing esthma in antihistamine spray [the latter may be combined with
all patients (~50%) nasal corticosteredd)*

« consider antihistamine eye drops”
« consider nasal douching with saline and other add-on
treatment in special circumstances’
#« Please consider the possibility of co-existing asthma
in all patients [~50%)
|

Not Irmproved?
Refer to Allergy/
Immunology A
IgE to relevant inhalant
l 5
Refer to ENT [ vten compliance snd chniqus)
NWACIN Referral and management pathway for Allergic Rhinitis/Conjunctivitis; VB Oct 2023 (rew Dct 2025) Page 1/2
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NOTES

Note 1 — Oral non-sedating antihistamines (this list is not exhaustive)
® Cetirizine once daily - cost-effective 1 line; available OTC

* Loratadine once daily- cost-effective alternative; available OTC

* Fexofenadine once daily - suitable alternative if above do not lead to symptom relief, slso available OTC
* Loratadine or cetirizine are the preferred choices during pregnancy and lactation

* DD NOT use sedating antihistamines (such as chlorphenamine)

Note 2 — Nasal corticosteroids sprays

*  Fluti furoate, fluti prop or f
*  Examples of combined nasal sprays with corticosteroid and antihistamine are:
- Ruti props and saslasting o7
= 3 and olopatadi
*  Give education regarding nasal spray technique (see BSACI information sheet, available at - hito:/fwww bsaci arg/Guidelines/SOPS
(accessed Apr 2023)
*  Advise the need for regul (clinical impr may not be apparent for a few days and maximal effect may not be
apparent until after 2 weeks). Starting treatment 2 weeks before a known allergen season improves efficacy
*  Please note- some corticosteroids, available as spray or drop formulations (e.g. bud ide, becl h b h ) have
moderate/high systemic bioavailability; the katter two can be ed if chranic and nasal polypasts

Note 3 — Antihistamine eye drops

* Antihistamine eye drops (with additional mast cell stabilising properties), e.g. ketotifen, olopatadine, azelastine, are useful choices
with ¢ jient dosing regi {twice daily)
* lodoxamide, sodium cromoglycate and nedocromil eye drops are mast cedl stabilisers only - would not be as effective as options above.

Note 4 — Add-on treatment in special circumstances

*  Significant wotery rhinorrhaeg —» ipratropium bromide nasal spray

e Concomitant asthmo —» montelukast tablets

e If topicol antihistomine preferred (e.g. drowsiness on oral antihistamines) — azelastine nasal spray, or in combination with nasal ster-
oid —» fluti propi and azel, g and ok dine (see Note 2)

¢ Patients requiring rapid resolution of severe symptoms in exceptional dircumstances —» consider add-on 5- to 7-day course of predni-
solone, 20-40 mg & day

*  Nasal douching with saline is also a useful add-on, particularly for patients with moderate/severe symptoms

¢ Sympathomimetic decong: ts should be avoided as long term use can cause rebound congestion {rhinitis medic )

Note 5 — Specific IgE to common inhalant allergens
®  house dust mites
* relevant animal dander (e.g. cat, dog, other animals)
®  grass pollen
* birch pollen

Please note: these tests are required in order to decide the appropriate specialty to refer to
(if Allergy — specific immunotherapy with relevant allergens will be considered)

Additional Information on Rhinitis

*  Rhinitis is defined as having two or more of a) nasal blockage, b) anterior/posterior rhinorrhoea and c) sneezing/nasal itch, for 2 1h/
day for 22 weeks

*  Allergic rhinitis (with or without conjunctivitis) is common and affects >20% of the UK population
*  Non-allergic rhinitis has a multifactorial setiology; usually responds to treatment with steroids; may be a presenting complaint of sys-

temic disorders (e.g. Churg-Strauss syndrome, Wegener's granul sare )
* Asthma and rhinitis frequently co-exist, with symptoms of rhinitis found in ~75-80% of pats with asthma, and asthma found in
~50% of patients with rhinitis

See also BSAC! primary care guideline on rhinitis: www.bsaci.ong/guidelines/bsaci-guidelines/rhinitis-2017-update/

Based on:
BSACH guideline for the diag: and B of allergic and non<allergk rhinitis (revised edition 2017). Clin Exp Allergy. 2017,47:856-889
2. BSACI Primary Care Guideline—Management of allergic and non allergic rhinitis: www._bsad.org/g fbsacg / 2017-update
3. Allergic Rhinitis and its Impact on Asthma (ARIA} guldelines — 2016 revision. J Allergy Clin immwunol. 2017;140:950-8
4. Clinkal Practice Guldeline: ABergic Rhinitis Executive S v=A d of Otolaryngology = Head And Neck Surgery Otolaryngology —
Head and Neck Surgery 2015;152{2); 197-206
5. BSACI Nasal speay SOP, avalable at hetps://www.bsacLong/wps fupboads/2023/10/Nasab SOPe1.paf. Oct 2023
NWACIN Referral and management pathway for Allergic Rhinitis/Conjunctivitis; V6 Oct 2023 (rev Oct 2025) Page 2/2
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