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4.1 Therapeutic indications

ACTAIR is indicated in adolescents (12-17 years) and adults for treatment of moderate to
severe house dust mite-induced allergic rhinitis or rhinoconjunctivitis, diagnosed by clinical
history and a positive test of house dust mite sensitisation (skin prick test and/or specific
IgE).

Mk - &

4.2 Posology and method of administration

Posology

Initiation treatment

The dose of ACTAIR should be increased over a three-day period to reach the maintenance
dose, according to the following scheme:

Day 1 1 tablet of 100 IR
Day 2 2 tablets of 100 IR simultaneously
Day 3 1 tablet of 300 IR

The dose-escalation period could be prolonged, when considered necessary by the physician
according to the patient’s condition.

Maintenance treatment
The dose for adults and adolescents is 300 IR daily.

Treatment duration

Onset of the clinical effect is expected about 8-16 weeks after treatment initiation.
International treatment guidelines refer to a treatment period of 3 years for allergen
immunotherapy to achieve disease modification, but only efficacy data over 12 months of
treatment with ACTAIR are available for adolescents (12-17 years) and adults (see section
5.1). Interruption should be considered if no improvement is observed during the first year
of treatment with ACTAIR.

Paediatric population

The posology is the same for adolescents (12-17 years) and adults. The efficacy of ACTAIR
in children below the age of 12 years has not been established. Available data are described
in sections 4.8 and 5.1.

Flderly population

Clinical experience on immunotherapy with ACTAIR in adults >65 years of age has not
been established. ACTAIR is not intended for use in adults >65 years of age (see section
5.1).

Method of administration

ACTAIR is to be prescribed to patients with a documented diagnosis and initiated by
physicians experienced in the treatment of allergic diseases.

Physician should give to the patient appropriate information on the treatment as well as
education on possible side effects.

The first tablet of ACTAIR should be taken under medical supervision and the patient
monitored for at least 30 minutes.

ACTAIR should be administered during the day, in an empty mouth.

ACTAIR should be placed and kept under the tongue until tablet dissolution before
swallowing. Food and beverage should not be taken for the following 5 minutes.

Discontinuation of therapy

If treatment with ACTAIR is interrupted for a period up to 7 days, treatment can be
resumed by the patient. If the treatment is interrupted for more than 7 days, it is
recommended to contact a physician before resuming the treatment.
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4.1 THERAPEUTIC INDICATIONS

Treatment of house dust mite allergic rhinitis with or without conjunctivitis in adults,
adolescents and children 5 years and over diagnosed with house dust mite allergy.

Mk - &

4.2 DOSE AND METHOD OF ADMINISTRATION

Treatment with ACTAIR should only be prescribed and initiated by physicians with adequate
training and experience in the treatment of allergic diseases. In the case of treatment of
adolescent and paediatric patients 5 years and over, the physicians should have the
corresponding training and experience in patients in this age group. It is recommended that
the first tablet of ACTAIR is taken under medical supervision and that the patient is monitored
for 30 minutes.

Method of administration

It is recommended to take the tablets during the day in an empty mouth. Tablets should be
placed under the tongue until complete disintegration (at least 2 minutes) and then swallowed.
Food or beverage should not be taken for the following 5 minutes. On the first day, one 100 IR
tablet should be taken. On the second day of treatment, two 100 IR tablets should be placed
under the tongue simultaneously

Dose regimen in adults, adolescents and children 5 years and over
The therapy is composed of an initiation treatment (including a 3-day dose escalation) and a
continuation treatment.

The initiation treatment pack corresponds to the first month of treatment with ACTAIR 100 IR
& 300 IR sublingual tablets:

Day 1 1x 100 IR tablet
Small blister Day 2 2x 100 IR tablets

Day 3 1x 300 IR tablet

Day 4 1x 300 IR tablet

Day 5 1x 300IR tablet
Large blister

Day 30 1x 300 IR tablet

From the 2nd month onwards, treatment must be continued with the continuation treatment
packs, with one ACTAIR 300 IR sublingual tablet per day until the end of treatment.

The dose-escalation period could be prolonged, when considered necessary by the physician
according to the patient’s condition.

Study 1 (VO57.07) has shown that, after one year of ACTAIR treatment in adults, efficacy is
demonstrated during the subsequent treatment free year.

Duration of treatment

Post treatment efficacy data after 12 months of treatment with ACTAIR are available (see
Section 5.1 PHARMACODYNAMIC PROPERTIES, Clinical trials). Discontinuation should be
considered if no improvement is observed during the first year of treatment with ACTAIR.

LReEER, 7T A KA R 25 5 [ETHRFESUIRTE STV 5 (2022 4 5 A BITE)
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4.6 Fertility, pregnancy and lactation
Pregnancy

There is a limited amount of data on the use of house dust mite allergen extracts in
pregnant women. Performed animal studies do not indicate increased risk to the foetus.
Relevance of these animal studies for the human application is, however, limited, as the
application route in the test species differed from the sublingual administration in
humans.

Treatment with ACTAIR should not be initiated during pregnancy (See Section 4.3).

If pregnancy occurs during treatment, the treatment may continue after evaluation of

HL[E D SPC the general condition of the patient and reactions to previous administration of ACTAIR.
(2021 4 6 1) Breastfeeding

No clinical data are available for the use of ACTAIR during lactation. No effects on the
breastfed new born/infant are anticipated since the systemic exposure of the breast-
feeding woman to ACTAIR is assumed negligible.

Fertility

No human data on the effect of ACTAIR on fertility are available.

No animal fertility studies were conducted with ACTAIR active substances.

However, in a repeat-dose toxicity study with mite allergen extracts, no effects were
observed in the reproductive organs of both genders.

MHRA < https://products.mhra.gov.uk/> (2022/5/26 7 7 & X)

Hish ELTAts
Use in pregnancy (Category B2)

There are no adequate and well-controlled studies of ACTAIR in pregnant women.

There was no evidence of maternal and embryofetal development toxicity following oral
administration of ACTAIR active substances to pregnant rats and rabbits, commencing on
gestation day 6, at doses at least 76 times the 300 IR ACTAIR dose, based on body surface
area. No peri-postnatal toxicity study has been conducted.

A RS YT Treatment with ACTAIR should not be initiated during pregnancy (see Section 4.3
. 7$ CONTRAINDICATIONS). If pregnancy occurs during treatment, the treatment may
DA LE continue after evaluation of the general condition of the patient and reactions to previous

(2022 % 2 H) administration of ACTAIR.

Use in lactation.

No clinical data are available for the use of ACTAIR during lactation. Studies in animals to
investigate excretion of ACTAIR into milk were not conducted.

No effects on the breastfed infants are anticipated. It is not recommended to initiate
immunotherapy during breast-feeding. However, if a patient is under treatment at delivery,
she can breast-feed with close supervision.

TGA < https://www.tga.gov.au/product-information-0> (2022/5/19 7 7 & )
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