NHS

Kent and Medway

Oral Immunotherapy (SLIT) (Itulazax®) Betula verrucosa for treating

moderate to severe allergic rhinitis or conjunctivitis caused by tree pollen

in ADULTS following NICE TA 1087

Indications for Oral Immunotherapy:

Oralimmunotherapy products are licensed for treating moderate-to-severe allergen-specific rhinitis
and conjunctivitis caused by specific allergens. The products themselves are manufactured extracts
of actual allergens and are therefore not going to interact with other medications.

ltulazax: for the treatment of moderate-to-severe allergic rhinitis and/or conjunctivitis
induced by tree pollen (birch homologous group) in adults.

For this evaluation, Betula verrucosa was considered only for use in ADULTS. This does not

include everyone for whom itis licensed.

Treatment Regimen:

Dose: Administer one oral lyophilisate tablet daily, continuously for up to 3 years.
Administration: The oral lyophilisate should be taken with dry fingers from the blister unit
immediately after opening the blister and placed under the tongue, where it will disperse.
Swallowing should be avoided for approximately 1 minute. Food and beverage should not be
taken for the following 5 minutes.

Assessment of effect: Validated Quality of life questionnaires should be used to assess
effect at 12 months for the seasonal allergens (ltulazax). There are no blood or skin tests to
measure response and Quality of Life (QoL) methods should be used alongside clinical
judgement at the specialist centre.

Duration of treatment: The treatment should be stopped after 3 years. The exact start date
should be noted in the clinic letter, and treatment should not exceed this time.

Pharmaceutical Considerations:

Ensure that the specific product is prescribed by brand and inform the patient of the correct
procedure for taking the medication.

When to commence therapy: the perennial allergy can be commenced anytime in the year,
the seasonal allergens should not be started in the pollen season; ideally ltulazax between
July and January in the UK. Local pollen calendars can be consulted.

Baseline Investigations and Monitoring:

1.

Initial Dose: The first dose must be administered under supervision in the hospital. Patient
receives education and instructions on how to continue as self-administered treatment with

hospital support.

GP Responsibility: Nil required by GP.

In the event of adverse effect symptoms of local allergic reactions, severe/persistent gastro-

oesophageal symptoms or severe oral inflammation, oral wounds, following oral surgery (e.g.
dental extraction) or loss tooth loss; patients should be advised to contact the hospital team

for advise; more detailed information can be found in the product SPC

Routine disease monitoring should continue and will be the responsibility of the hospital

team (see specialist responsibilities below). Patients will be required to complete disease
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specific questionnaires -the hospital team will advise the patient on the frequency and
method of completion for these within their clinic review.
Hospital Follow-up: Disease and treatment monitoring continues under the responsibility of
the hospital team. Patients will complete disease-specific questionnaires as advised during
their clinic review.
e The patient may have more frequent follow-ups during the first year of treatment; this
will be decided by the specialist on an individual patient basis.
e If patients do not attend for follow-up, the Primary Care team will be informed by the
specialist, including advice on whether the repeat prescription should be stopped
until further review.

Specialist Responsibilities:

Diagnosis Confirmation: Ensure that the patient's condition is correctly diagnosed with clear
evidence of sensitisation and that they understand the treatment options, risks, and benefits.
Evidence of good asthma control is required along with clear assessment of other
contraindications for treatment.

First Dose Supervision: The initial dose must be administered in a hospital setting to monitor
for any immediate reactions. These can be managed with antihistamines but full resuscitation
facilities should be made available and patients consented prior to treatment.

Treatment Initiation: Initiate the treatment in agreement with the patient and/or carer.
Ongoing Monitoring: Monitor the patient's response to treatment and provide guidance on
the duration (3 years). Follow-up care should be scheduled at least annually after the first
year and once response is established, 6 months is recommended. The specialist will
decide if more frequent follow-ups are necessary.

If no improvement is observed during the first year of treatment with ltulazax, there is no
indication to continue treatment.

Transfer of Care: When appropriate, transfer of the prescribing responsibilities to the primary
care clinician after the patient is stable, once treatment is optimised can be considered.
Disease and treatment monitoring remains the responsibility of the specialist.

Adverse Event Reporting: Monitor for side effects and report any significant adverse
reactions to the GP and the MHRA (via the Yellow Card Scheme).

Primary Care Prescriber Responsibilities:

Medication Review: Efficacy and consideration for discontinuation will be the responsibility
of the specialist. When primary care takes over prescribing, the patient will still be under the
specialist - The patient should not be discharged to primary care. The specialist should be
referred to for advice on ltulazax.

Prescription and Monitoring: To prescribe medication as recommended by the specialist
following initiation and stabilisation by the specialist. Specialist initiation and prescribing will
be for (6 months) with the continuation in primary care for 3 years.

Routine disease or condition monitoring will be continued by the hospital team. The
treatment monitoring will be by the specialist who should inform if there are any changes or if
treatment is discontinued.

Adverse Event Monitoring: This is the responsibility of the specialist. The primary care
clinician may be contacted for adverse drug reactions (ADRs) which can be managed with
antihistamines. The specialist team can report to the specialist or MHRA as appropriate.
Treatment Review/Communication with Specialist: Maintain communication with the

specialist for any major changes in the patient’s health or treatment (i.e. the conditions under
which the treatment should be stopped and what actions the patient should take.)
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Patient/Carer Responsibilities:
o Adherence to Treatment: The patient must take the medication as prescribed and ensure
proper administration.
e Missed Doses: If the patient misses more than 7 days of treatment, they should contact the
hospital team for advice.
o Report Side Effects: The patient should be aware of common side effects and inform the
specialist, or primary care provider if any occur, especially if they interfere with medication

use.

¢ Monitor Treatment Duration: The patient must understand the prescribed treatment
duration (3 years) and not continue beyond this time.

¢ Disease Monitoring: Attend follow-up appointments for monitoring and report any changes in
health that may affect treatment.

e Medication Interactions: Patients should confirm with their pharmacist, dentist, or other
specialists that there are no interactions with other medications they are taking.

Current commissioning

Specialist Contact Information for advice: Any clinical queries can be directed to the Kent and
Medway’s Immunology and Allergy Service hosted by East Kent Hospitals via email:
ekhuft.immunology-allergy@nhs.net

Advice and guidance can be sought from the specialist allergy service hosted by East Kent Hospitals
by emailing: ekhuft.immunology-allergy@nhs.net

Sublingual Immunotherapy for >16 years old patients can be provided by the Kent and Medway’s
Immunology and Allergy Service at East Kent Hospitals, based in Canterbury. The patients with an
East Kent GP will have access to this service automatically via the eRS referral routes and after
assessment at the general allergy clinics running in Canterbury.

Sublingual Immunotherapy (SLIT) for children/patients<16 years of age, can be provided by the
Paediatric allergy services at each of the acute Trusts, hosted by the Departments of Paediatrics at:

Dartford - DVH

East Kent - EKHUFT
Medway/Swale - MFT
West Kent - MTW

Oral Immunotherapy (SLIT) (Itulazax®) Betula verrucosa for treating moderate to severe allergic rhinitis or conjunctivitis caused by tree pollen in Adults following NICE TA 1087

Approved by: KM IMOC Ratified Date: October 2025 Review Date: October 2027 Version: 1.3


mailto:Any%20clinical%20queries%20can%20be%20directed%20to%20the%20Kent%20and%20Medway’s%20Immunology%20and%20Allergy%20Service%20hosted%20by%20East%20Kent%20Hospitals%20via%20email:%20%20ekhuft.immunology-allergy@nhs.net
mailto:Any%20clinical%20queries%20can%20be%20directed%20to%20the%20Kent%20and%20Medway’s%20Immunology%20and%20Allergy%20Service%20hosted%20by%20East%20Kent%20Hospitals%20via%20email:%20%20ekhuft.immunology-allergy@nhs.net
mailto:ekhuft.immunology-allergy@nhs.net
mailto:ekhuft.immunology-allergy@nhs.net

