


I m mu nologicol cross-reoctivity of qllergens withi n
the birch homologous group*1-4

Supported by EMA guideliness,6
. One member of q homologous group is selected os

the representotive ollergen to evqluote efficocy ond
sofety of ollergen immunotheropy

. The number of ollergen extrocts in o mixture should
be kept to o minimum regqrdless of homology qnd

cross-reoctivity of the individuol qllergens

EMA, Europeon Medicines Agency

"Birch homologous group: Betulo verrucoso (birch), Alnus glutinoso (older), Corylus ovellono (hozel), Corpinus betulus (hornbeom), Ouercus olbo (ook),
Fog us sylvotico (beech) .?
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ITULAZAX@ - Significontly reduces ollergy symptoms ond the need
for sym ptom-relievi n g med i cqtion 1'2

Significont efficocy demonstroted for oll primory ond secondqry end points qcross
the tree pollen seqson*111,2

Cryo:.
9;tso()
.Ld

b+.:. a

=q)HbilB

Plqcebo (n=292), ITU LAZAX' (n =285)
P<0.0001 for oll scores vs. Plocebo.
Att potients hod qccess to symptom-relieving medicqtions.2
Adopted from Biedermqnn T et ol.2

Plqcebo (n=292), ITULAZAX' (n=285)
P<0.0001 for qllscores vs. Plocebo.
All potients hqd occess to symptom-relieving medicqtions.2
Adopted from Biedermqnn T et ql.2
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*Tree pollen seoson: hozel, older qnd birch.l

f Demonstroled in o rondomised double-blind plocebo-controlled phose lll clinicol triol (EudroCT Number: 2015 - 001{821 - 15).l''?

fTotol combined score = doily symptom score +-.doily medicotion score.

Birch pollen seqson

Tree pollen seoson
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ITULAZAX' - lmproves quolity of lifel
ITULAZAX'significontly improves quolity of life during the birch ond tree pollen seosons*1,2

Birch pollen seoson Tree pollen seoson

Ptqcebo (n=292; ROLQ odjusted meqn 1 .45),
ITULAZAX' (n =283i ROLO odjusted meon 0.99).
P < 0.000 1

All potients hqd qccess to symptom-relieving medicqtions.2
Adopted from Biedermqnn T et ql.2

Ptqcebo (n=292; ROLO odjusted meqn 1 .32),
ITULAZAX' (n=285; RQLQ odjusted meqn 0.95).
P<0.0001
Atl potients hqd qccess to symptom-relieving medicqtions.2
Adopted from Biedermqnn T et ql.2

ROLQ, Rhinoconjunctivitis Quqtity of Life Questionnqire
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Offer your potients ot-home treqtment with ITULAZAX'*
Potients prefer AIT treqtment with fewer qnd shorter physicion visitsl

Effective treotment you con toke qt home*r,2

S-yeor AIT theropy mqnogement Plonts
First yeor of theropy is pivotol to complete the S-yeor treotmenta's

1't SLIT-toblet
in clinic*

Follow-up
potient su pport

Follow-up
potient su pport

Follow-up treotment
outcome

End of
treqtment

*The first dose should be loken under medicol supervision ond the potient should be monitored for otleost 50 minutes to enoble discussion ond possible treotment
ony immediote side effects. Pleqse refer to the ITiJLAZAX" Summory of Product Chorocteristics for more detoiled informolion.'z

f Suggested monogement plon. Long-term efficocy for ITULAZAX" hos not yet been estoblished. Pleose referto the ITULAZAX'Summory of Product Chorocteristics
more detoiled i nformoti on.2

I lf no improvement is observed during the first yeor of treotment with ITULAZAX'there is no indicotion for continuing treotment. Pleose refer to fhe ITULAZAX'SmP(

t lt is recommended thot treotment with ITULAZAX" should be initioted ouiside the pollen seoson ond conlinued during thetree pollen seoson. Clinicol effect during
the tree (birch homologous group) pollen seoson hos been demonstroted when trbqtment is initiqted ot leost 1 6 weeks prior to the expected stort ofthe tree (birch

homologous group) pollen seoson ond continued throughout the seoson.2

AlT, ollergy immunotlieropy; SLIT, sublinguol immunotheropy; SmPC, Summory of Product Chorocteristics
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Locol side effects qre often mitd to
expected immune system reoction

moderqte, tronsient qnd on
to the ottergen 1,2

Most common side effects:1

First dose under medicol supervision in clinic
for of leost 30 minutesl

AE, odverse event

"Typicolly, locol reociions hod onsJt within few minutesoftertreotment ond recurrent events hqd medion doily durotions of 1O-45 min.2

Orol pruritus

Throot irritotion

Tongue pruritus

2 minutes

5 minutes

2 minutes

8 doys

7.5 doys

5 doys
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ITU LAZAX' Vqbbrevioted Summory of Product Chorqcteristics

PRESCRIBING INFORMATION

Refer to the Summqry of Product Chorocieristics (Sm PC) before prescribing

group include: Beiulq verrucoso (birch), Alnus glutinoso (older), Corpinus betulus (hornbeom), Corylus ovellono (hozel), Quercus otbo (ook), Fogus sylvotico (beech).

Posology ond Administrofion: The recommended doity dose for odults is one orol toblei (12 SO-Bet) to be ploced under the tongue. The first toblei should be token under medicol

Treotment should be initioied by physicions with experience in ireotment of ollergic diseoses. Noi for use in potienis < 1 8 yeors of oge.

(ofter odequote phormocologic treotment) ot initiotion oftreoiment. Severe osthmo exocerbotion or uncontrolled osthmo wiihin lost 5 months prior io initiotion.

ln severe or persisiing gosiro-oesophqgeol symptoms, medicol evqluolion must be sought. ITULAZAX moy contoin troce omounts offish protein.

lnleroctions: Concomitonttheropy with symptomoiic onti-otlergic medicotions moy increose the toleronce level ofthe poiient to immunotheropy.

Pregnoncy ond Loclqtion: Treoimenl should not be initiqted during pregnoncy. No clinicol doto ore ovoilqble for ihe use during loctotion.

body. Unknown: onophyloctic reoction, eosinophilic oesophogitis. Consult the SmPC for detoils of odverse reoctions.

Overdose: lf doses higher thon ihe recommended doily dose ore token, the risk of side effects moy increose, including the risk ofsevere systemic or locol ollergic reoctions.

Legol Cote,gory: Prescription-Onty Medicine (POM). Mqrketing Authorisotion Holder: ALK-Abetl6 A/S, Boge Alte 6-8, DK-2970 Horsholm, Denmork.

Morketing Authorisotion Number: PA1255/OO7 /OOl.Updoted: June 2022.2022-289fflR

Adverse events should be reported using the HPRA Phormocovigilonce Website: www.hpro.ie
Adverse events should olso be reported to ALK ot drugsofetyie@olk.net
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