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Ontilyv (opikapon)

Prehlad o lieku Ontilyv a preco bol povoleny v EU

Co je liek Ontilyv a na ¢o sa pouziva?

Liek Ontilyv sa pouziva na lie¢bu dospelych s Parkinsonovou chorobou, ¢o je progresivha mozgova
porucha, ktord spdsobuje trasenie, pomaly pohyb a svalovu strnulost.

Liek Ontilyv sa pouziva ako pridavna lieCba u pacientov s fluktuaciou schopnosti pohybu pocas liecby
kombinovanymi liekmi na Parkinsonovu chorobu, ktoré obsahuju levodopu a inhibitor dekarboxylazy
DOPA (DDCI).

Fluktuacie vznikaju, ked ucinky kombinovaného lieku odzneju a pred podanim dalSej davky sa znova

objavia priznaky. Tie slvisia so znizenim Ucinku levodopy. Pocas tychto motorickych fluktuacii pacient
zaziva ndhle zmeny medzi stavom ,on", kedy je schopny pohybu, a stavom ,off", kedy ma taZzkosti s

pohybom. Liek Ontilyv sa pouZiva v pripade, ked'tieto fluktudcie nie je mozné liedit len $tandardnymi
kombinaciami obsahujucimi levodopu.

Tento liek je rovnaky ako liek Ongentys, ktory je uz v EU povoleny. Spolo¢nost, ktord vyraba liek
Ongentys, suhlasila s tym, aby boli jej vedecké Udaje pouzité pre liek Ontilyv (tzv. informovany
suhlas).

Liek Ontilyv obsahuje ucinnu latku opikapdn.
Ako sa liek Ontilyv uziva?

Vydaj lieku je viazany na lekarsky predpis. Liek Ontilyv je dostupny vo forme kapsul, ktoré sa uzivaju
ustami. Odporucana davka je 50 mg jedenkrat denne pred spanim, aspon jednu hodinu pred uzitim
alebo po uziti kombinovanych liekov obsahujucich levodopu.

Viac informacii o uzivani lieku Ontilyv si precitajte v pisomnej informacii pre pouzivatela alebo
kontaktujte svojho lekara alebo lekarnika.

Akym sposobom liek Ontilyv Gc¢inkuje?

Pacientom s Parkinsonovou chorobou zaéinaji odumierat bunky v mozgu, ktoré produkuji
neurotransmiter dopamin, a mnozstvo dopaminu v mozgu klesa. Pacienti v désledku toho stracaju
schopnost spolahlivo ovladat svoje pohyby. Liedivo lieku Ontilyv, opikapon, Géinkuje tak, Zze obnovuje
hladiny dopaminu v ¢astiach mozgu, ktoré ovladaju pohyb a koordinaciu. Liek zvysSuje Ucinok levodopy
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- képie neurotransmitera dopaminu, ktord sa méze uzivat Gstami. Opikapdn blokuje enzym, ktory sa
v tele podiela na rozpade levodopy a nazyva sa katechol-O-metyltransferdaza (COMT). Vysledkom je
dIhsi i&inok levodopy. Tym sa zmierfiuju symptémy Parkinsonovej choroby, napriklad strnulost

a spomalenie pohybu.

Aké prinosy lieku Ontilyv boli preukazané v stadiach?

Prinosy lieku Ontilyv pri Parkinsonovej chorobe sa skumali v dvoch hlavnych studiach. V prvej studii
bol 600 pacientom s fluktuaciami podavany liek Ontilyv, entakapén (iny liek na Parkinsonovu chorobu)
alebo placebo (zdanlivy liek) ako doplnok k uzivanej kombinacii levodopa/DDCI. V tejto Studii sa
skimalo, o kolko sa terapiami skratili obdobia, pocas ktorych majua pacienti vacsie problémy s
pohybom a ktoré sa nazyvaju ,off-stavy™. Po 14 - 15 tyzdnoch sa ,off-stavy" skratilio 117 minut
(takmer 2 hodiny) u pacientov uzivajucich liek Ontilyv v davke 50 mg v porovnanis 96 minUtami (asi
jeden a pol hodiny) u pacientov uzivajucich porovnavaci liek entakapén a 56 minitami (menej ako
jedna hodina) u pacientov uzivajucich placebo.

V druhej studii, v ktorej sa tiez skimalo skratenie , off-stavov", sa liek Ontilyv porovnaval s placebom u
427 pacientov, ktori uzivali kombinaciu levodopa/DDCI. Po 14 - 15 tyzdnoch sa ,off-stavy" skratili o
119 minut (takmer 2 hodiny) u pacientov uzivajucich liek Ontilyv v dadvke 50 mg v porovnani so 64
mindtami u pacientov uzivajucich placebo.

Obidve $ttdie boli predizené o jeden rok a potvrdili prinosy lieku Ontilyv pri dlhodobom uZivani.

V obidvoch studiach mali pacienti na zaciatku studie ,off-stavy" trvajlce priemerne 6 az 7 hodin.

Aké rizika sa spajaju s pouzivanim lieku Ontilyv?

Najcastejsie vedlajsie ucinky lieku Ontilyv su poruchy nervového systému (mozgu a miechy). Jedna z
tychto portch, dyskinézia (problémy s kontrolou pohybu), mdZe postihnit asi dvoch ludi z desiatich.
Zoznam vsetkych vedlajsich Gcinkov pozorovanych pri pouzivani lieku Ontilyv sa nachadza v pisomnej
informacii pre pouzivatela.

Liek Ontilyv sa nesmie pouzivat:

e U pacientov s nadorom nadobli¢iek (malych zliaz nachadzajucich sa nad oblickami), ako je
feochrémcytom a paragangliom,

e U pacientov s neuroleptickym malignym syndrémom (poruchou nervového systému, ktora je
zvycajne zapri¢inena antipsychotickymi liekmi) alebo rabdomyolyzou (rozkladom svalovych
vlakien) v anamnéze,

e U pacientov uzivajucich lieky zname ako neselektivne inhibitory monoaminooxidazy (MAO) okrem
pripadov, ked' sa pouzivaju na lieCbu Parkinsonovej choroby.

Zoznam vsetkych obmedzeni sa nachadza v pisomnej informacii pre pouzivatela.
Preco bol liek Ontilyv povoleny v EU?

Eurdpska agentira pre lieky rozhodla, Ze prinosy lieku Ontilyv st vacsie ako rizika spojené s jeho
uzivanim a ze liek mdze byt povoleny na pouzivanie v EU. Preukazalo sa, Ze liek Ontilyv je pri skrateni
,Off-stavov" u pacientov s Parkinsonovou chorobou uzivajucich kombinované lieky obsahujlce
levodopu ucinnejsi ako placebo a aspon tak ucinny ako porovnavaci liek entakapon. Pokial'ide o
bezpecnost, liek Ontilyv sa povazoval za porovnatelny s inymi liekmi z rovnakej triedy.
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Aké opatrenia sa prijimaji na bezpecné a Gucinné uzivanie lieku Ontilyv?

Na bezpecné a ucinné uzivanie lieku Ontilyv boli do suhrnu charakteristickych vlastnosti lieku
a pisomnej informacie pre pouzivatela zahrnuté odporucania a opatrenia, ktoré maju zdravotnicki
pracovnici a pacienti dodrzZiavat.

Tak ako pri vSetkych liekoch, aj idaje o uzivani lieku Ontilyv sa neustale kontroluju. Vedlajsie ucinky
hlasené pri lieku Ontilyv sa dékladne hodnotia a zabezpecuju sa akékolvek nevyhnutné kroky na
ochranu pacientov.

Dalsie informacie o lieku Ontilyv

Dalsie informéacie o lieku Ontilyv sa nachadzaji na webovej stranke agentiry:
ema.europa.eu/medicines/human/EPAR/ontilyv
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Ontilyv (opicapone)

An overview of Ontilyv and why it is authorised in the EU

What is Ontilyv and what is it used for?

Ontilyv is a medicine used to treat adults with Parkinson’s disease, a progressive brain disorder that
causes shaking and muscle stiffness, and slows movement.

Ontilyv is used as an add-on in patients who are having fluctuations in the ability to move while being
treated with combination medicines for Parkinson’s disease that contain levodopa and a DOPA
decarboxylase inhibitor (DDCI).

Fluctuations happen when the effects of the combination medication wear off and symptoms re-emerge
before the next dose is due. They are linked to a reduction in the effect of levodopa. During these
motor fluctuations the patient experiences sudden switches between being ‘on’ and able to move, and
being ‘off’ and having difficulty moving about. Ontilyv is used when these fluctuations cannot be
treated with the standard levodopa-containing combinations alone.

This medicine is the same as Ongentys, which is already authorised in the EU. The company that
makes Ongentys has agreed that its scientific data can be used for Ontilyv (‘informed consent’).

Ontilyv contains the active substance opicapone.
How is Ontilyv used?

The medicine can only be obtained with a prescription. Ontilyv is available as capsules to be taken by
mouth. The recommended dose is 50 mg, taken once a day at bedtime, at least one hour before or
after levodopa combination medicines.

For more information about using Ontilyv, see the package leaflet or contact your doctor or
pharmacist.

How does Ontilyv work?

In patients with Parkinson’s disease, the cells in the brain that produce the neurotransmitter dopamine
begin to die and the amount of dopamine in the brain decreases. The patients then lose their ability to
control their movements reliably. The active substance in Ontilyv, opicapone, works to restore the
levels of dopamine in the parts of the brain that control movement and coordination. It enhances the
effects of levodopa, a copy of the neurotransmitter dopamine that can be taken by mouth. Opicapone
blocks an enzyme that is involved in the breakdown of levodopa in the body called catechol-O-methyl
transferase (COMT). As a result, levodopa remains active for longer. This helps to improve the
symptoms of Parkinson’s disease, such as stiffness and slowness of movement.

What benefits of Ontilyv have been shown in studies?

The benefits of Ontilyv in Parkinson’s disease were investigated in two main studies. In the first study,
600 patients with fluctuations were given Ontilyv, entacapone (another medicine for Parkinson’s
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disease) or placebo (a dummy treatment), in addition to their currentlevodopa / DDCI combination.
This study looked at how well the treatments reduced the time when patients have more difficulty
moving about, called ‘off periods’. After 14-15 weeks, off periods were shortened by 117 minutes
(almost 2 hours) in patients taking Ontilyv 50 mg, compared with 96 minutes (about

1 and a half hour) in patients taking the comparator medicine entacapone and 56 minutes (less than
1 hour) in patients taking placebo.

In the second study, which also looked at the reduction in off periods, Ontilyv was compared with
placebo in 427 patients who were taking a levodopa / DDCI combination. After 14-15 weeks,

off periods were shortened by 119 minutes (almost 2 hours) in patients taking Ontilyv 50 mg,
compared with 64 minutes in patients taking placebo.

Both studies were extended for one additional year and confirmed the benefits of Ontilyv when used
long-term.

In both studies, patients had average off periods of about 6 to 7 hours at the start of the study.

What are the risks associated with Ontilyv?

The most common side effects with Ontilyv are disorders of the nervous system (brain and spinal
cord). Among these, dyskinesia (difficulty controlling movement) may affect around 2 in 10 people. For
the full list of all side effects reported with Ontilyv, see the package leaflet.

Ontilyv must not be used in:

e patients with tumours of the adrenal glands (small glands located on top of the kidneys) such as
pheochromocytoma and paraganglioma;

e patients with a history of neuroleptic malignant syndrome (a nervous system disorder usually
caused by antipsychotic medicines) or rhabdomyolysis (breakdown of muscle fibres);

e patients taking medicines known as non-selective monoamine oxidase (MAO) inhibitors, except
when used to treat Parkinson’s disease.

For the full list of restrictions, see the package leaflet.

Why is Ontilyv authorised in the EU?

The Agency’s Committee for Medicinal Products for Human Use (CHMP) decided that Ontilyv’s benefits
are greater than its risks and it can be authorised for use in the EU. Ontilyv was shown to be more
effective than placebo and at least as effective as the comparator entacapone in reducing off periods in
patients with Parkinson’s disease taking levodopa combination medicines. Regarding its safety, Ontilyv
was considered to be comparable to other medicines of the same class.

What measures are being taken to ensure the safe and effective use of
Ontilyv?

Recommendations and precautions to be followed by healthcare professionals and patients for the safe
and effective use of Ontilyv have been included in the summary of product characteristics and the
package leaflet.

As for all medicines, data on the use of Ontilyv are continuously monitored. Suspected side effects
reported with Ontilyv are carefully evaluated and any necessary action taken to protect patients.
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Other information about Ontilyv

Further information on Ontilyv can be found on the Agency’s website:
ema.europa.eu/medicines/human/EPAR/ontilyv
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