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ACARIZAX® in Clinical Practice

GINA: highlighting the need to treat the
allergic component

ACARIZAX® is recommended as add-on treatment for patients
with house dust mite allergic asthma (steps 3 and 4) 13

STEP5

Refer for add-on
STEP 4 | mohnen
e .9 Jioftopium,
ea/ng anti-lge,
STEP3 ics/aa R i
STEP 2 e
Low dose
Low dose ICS ICS/LABA

Adapted from
GINA 2018.

If HDM allergic asthma
symptoms are present,
consider adding
ACARIZAX®
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Patients eligible for treatment with ACARIZAX®

Asthma not well Respiratory symptoms

controlled B! triggered by HDM 1!

Indicated by one or more of the » Sleep disturbance
following: » Nasal congestion and sneezing
» Nocturnal awakening due to asthma Symptoms occur:

« Increased daytime asthma symptoms
» Increased usage of asthma reliever

» all year round and can get worse in
winfer months when staying indoors

medication « during house dust mite exposure, e.g.
e Activity limitations due to asthma, e.g. when cleaning
missing work, school, sport, leisure » and fluctuate with change in

environment, e.g. when fravelling

Diagnosis

Perform confirmatory test for house dust mite sensitisation:
Skin prick test and/or Specific IgE
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ACARIZAX®

Initiate tfreatment provided patient meets the following:
FEV>70% of predicted value at initiation of treatment(?
No severe asthma exacerbation within the last three monthsl?
No current acute respiratory fract infection? ‘
Aged 18-65 years ‘
Add on treatment with SABA/ICS



One daily tablet Prescribe ACARIZAX®
for 3 yearsn 1 tab daily

¢ FEV>70% of predicted value
atfinitation of treatment

* No severe asthma exacerbation
First tablet in clinic: within the last three months
» Advice on how to take tablet « No current acute respiratory
« Inform about side effects fract infection
« Medical supervision = 30 « Should be initiated by physicians
minutes with experience in freatrment of
allergic disease

Initiation Reduction of sympfoms and medication use as tolerance builds

Follow-up visits recommended at least once yearly:**

¢ Monitor outcome of freatment
« Evaluate symptoms, asthma control and medication use
e Checkadherence

« Ifnotreatment effect after 1 year itis recommended to
discontinue treatment
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How to take ACARIZAX®

Once-daily tablet for 3 years 1!

« Placed under the tongue, with dry fingers
« No water required

« No special storage conditions required

Dissolves rapidly ['!

= Avoid swallowing for about 1 minute

« Food and drink should not be taken
for the following 5 minutes

First tablet 2
+ Should be taken under medical supervision
» 230 minutes

Managing patient expectations

Improvement in symptoms expected after 8-14 weeks 2

Local side effects are common at start of freatment and they: @

+ caninclude itchy mouth and throat, swollen lips and tfongue

« are anatural reaction by the immune system towards the allergen
in the tablet

« subside with ongoing freatment
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Abbreviated Summary
of Product Characteristics

Product information for ACARIZAX® asevere asthma exacerbation within the last 3 |

" ] S . 4 i i thma and experiencin
ACARIZAXis available as alicensed pharmaceutical NN V2 TS WA el 9

an acute respiratory tract infection, initiation of

product having been granted marketing
ACARIZAX treatment should be postponed until -

authorisation by regulatory authorities. Refer to

4 i tionh esolved; patients with active or
the complete Summary of Product Characteristics s i etionhas 2

before prescribing. Pharmaceutical form poorly controlled autoimmune diseases, immune

. ol fi i iciencies, immunosuppression
and composition: ACARIZAX oral lyophilisates ageN HmpTEoRnCIa it

(tablets) for allergy immunotherapy contains or malignant neoplastic diseases with current

: disease relevance; patients with acute severe oral
standardised allergen extract from the house i

: ! ) inflammation or oral wounds. Special warnings
dust mites Dermatophagoides pteronyssinus and |n R P 9

i : is ariskfact
Dermatophagoides farinae at the strength of 12 e e e

5Q-HDM per fablet. Therapeutic indications: for severe systemic allergic reactions. ACARIZAX
ACARIZAXisindicated in adult patients (18-65

years) diagnosed by clinical history and a positive

is notintended to treat acute asthma exacerbation
and should initially be used as add on therapy.

. s y i i i ller
test of house dust mite sensitisation with at least PRSI TOa GREENTIG SO N
: e ] medication is not recommended. Initiation of
one of the following conditions: persistent moderate s
: R : ACARIZAX in patients who have previously had a
to severe house dust mite allergic rhinitis despite
e T systemic allergic reaction fo subcutaneous house
use of symptom-relieving medication, house dust S i
’ : 5 dustmite i r should be carefu
mite allergic asthma not well controlled by inhaled e i y y
. ; ; ; . i 5 infl ation, eosinophilic
corticosteroids and associated with mild fo severe comsigersd. Oralinflommaiic P
; : — iti toi e diseasesinremission,
house dust mite allergic rhinitis. Posology and eSophagiNe. ot
S ) ) cardiac diseases. Concomitant freatment with
method of administration: Itis recommended -
[ i i icyclicanti inhibi COMT
that the first tablet is taken under medical M A e i i
- ; ; inhibi . - kers. Interaction with
supervision (atleast 30 minutes). The daily dose inhiisitors, Sne/of beta-blockars, infe :

o

is one tablefto be placed under the tongue. Avoid Sifverivadicil protiuct Dt ol s of

) ) i ion: i th ith symptomatic
swallowing for about 1 minute. Food and beverage interaction: Concomitanttherapy with symp

should not be taken for the following 5 minutes. SR e R

Treatment should be initiated by physicians with SalEreincs evainitine panieRr o Mimantnerany.

. 3 o Pregncnéy and lactation: No clinical experience. 1
experience in freatment of allergic diseases.

Animal studies do notindicate increased riskto
the foetus. Treatment with ACARIZAX should not be

initiated during pregnancy. Undesirable effects:

Contraindications: Hypersensitivity to excipients;
patients with FEV1 <70% of predicted value (after
adequate pharmacological freatment) atinitiation

offreatment; patients who have experienced Subjects taking ACARIZAX should primarily expect

mild to moderate local allergic reactions to occur
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within the first few days and subsiding again with

confinued freatment (1-3 months). For the majority
of events, the reaction should be expected to start
within 5 minutes after infake and abate after minutes
to hours. The following adverse reactions are
reported as being very common (21/10), or common
(21/100t0 <1/10), based on data from clinical

trials: nasopharyngitis, bronchitis, pharyngitis,
rhinitis, sinusitis, dysgeusia, eye pruritus, ear
pruritus, throafirritation, asthma, dysphonia,
dyspnoea, oropharyngeal pain, pharyngeal
oedema, lip oedema, oedema mouth, oral pruritus,
abdominal pain, diarrhoea, dysphagia, dyspepsia,
gastrooesophageal reflux disease, glossodynia,
glossitis, , lip pruritus, mouth ulcerations, oral

pain, tongue pruritus, nausea, oral discomfort, oral
mucosal erythema, oral paraesthesia, stomatitis,
fongue oedema, vomifing, pruritus, urticarial, chest
discomfort, fatigue. In case of acute worsening

of asthma symptoms, severe systemicallergic
reactions, angioedema, difficulty in swallowing,
difficulty in breathing, changes in voice, hypotension
or feeling of fullness in the throa'r: aphysician should
be contactedimmediately. Paediatric population:
ACARIZAXis notintended for treatment of children
<18 years ofage. Overdose: In phase | studies adult
patients with house dust mite allergy were exposed
to doses up fo 32 SQ-HDM. If doses higher than the
recommended daily dose are taken, the risk of side
effects may increase, including the risk of systemic
allergic reactions or severe local allergic reactions.
Excipients: Gelatine (fish source), mannitol, sodium
hydroxide. Shelf life: 4 years. Content of container:
Aluminium blister cards with 30 tablets. Marketing

authorisation holder: ALK-Abell6 A/S, Boge Alle
6-8, DK-2970 Hersholm, Denmark. Marketing
authorisation number(s): PA1255/010/001.
Updated: January 2019 1416HDMIR

Adverse events should be reported.
Reporting forms and information can be

found at www.hpra.ie

Adverse events should also be reported
to ALK-Abell6 Ltd
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