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Ontilyv (opicapone) s&a

Harsa generali lejn Ontilyv u ghalfejn huwa awtorizzat fl-

X’inhu Ontilyv u ghal xiex jintuza? 0\

inson, disturb progressiv fil-mohh

Ontilyv huwa medic¢ina li tintuza biex tikkura adulti bil-marda ta’
i tikun aktar bil-mod.

li jikkawza roghda u ebusija tal-muskoli, u li jwassal biex il-m

Ontilyv jintuza bhala zieda f'pazjenti li jkollhom quttwaz% fil-kapacita li jiccagalqu waqt li jkunu

ged jigu kkurati b’‘medicini ta’ kombinazzjoni ghall—mar@ Parkinson li fihom levodopa u inibitur ta

’

DOPA decarboxylase (DDCI).

II-fluttwazzjonijiet isehhu meta I-effetti tal-medikazgjoni ta’ kombinazzjoni ma jibgghux jinhassu u s-
sintomi jfeggu mill-gdid qabel id-doza li jmiss. Da uma marbuta ma’thaqqis fl-effett ta’ levodopa.
Matul dawn il-fluttwazzjonijiet motorji I-pa 'é jesperjenza bidliet ghal gharrieda bejn li jkun ‘on’ u li
jkun kapacijic¢aglaq, u li jkun ‘off" u li jl§ollu fikulta biex jiccaqglag. Ontilyv jintuza meta dawn il-
fluttwazzjonijiet ma jkunux jistghu jigm@ti bil-kombinazzjonijiet standard li fihom levodopa biss.

Din il-medicina hija I-istess bhal Ong@, li diga hija awtorizzata fl-UE. Il-kumpanija li tipproduci
Ongentys gablet li d-data xjenti’fi&Qg ha tista’ tintuza ghal Ontilyv (‘kunsens infurmat’).

Ontilyv fih is-sustanza attiva 3@0%.
.

Kif jintuza Ontilyv?b\

i @ss bricetta ta’ tabib. Ontilyv jigi bhala kapsuli li ghandhom jittiehdu mill-
anhdata hija 50 mg, li tittiehed darba kuljum fil-hin tal-irgad, ghall-inqgas siegha
iCini ta’ kombinazzjonita’ levodopa.

II-medicina tista’ tink
halqg. Id-doza rrak
gabel jew wara m

Ghal iktar i%@(zjoni dwar l-uzu ta’ Ontilyv, ara I-fuljett ta’ taghrif jew ikkuntattja lit-tabib jew lill-

ispizjar tie@
Kifj%em Ontilyv?

Fﬂ ti bil-marda ta’ Parkinson, i¢-celloli fil-mohh li jipproduc¢u n-newrotrazmettitur dopamine jibdew
Q u b’hekk jongos I-ammont ta’ dopamine fil-mohh. Ghalhekk il-pazjenti jitilfu I-hila li jikkontrollaw
movimenti taghhom b’'mod affidabbli. Is-sustanza attiva f'Ontilyv, |-opicapone, tahdem biex iggib
lura I-livelli ta’ dopamine fil-partijiet tal-mohh li jikkontrollaw il-moviment u I-koordinazzjoni. Hija
ssahhah |-effetti ta’ levodopa, kopja tan-newrotrazmettitur dopamine li tista’ tinghata mill-halqg. L-
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opicapone timblokka enzima li hija involuta fit-tkissir ta’ levodopa fil-gisem imsejha catechol-O-methyl
transferase (COMT). Minhabba dan levodopa tibga’ attiva tul aktar zmien. Dan jghin sabiex jittejbu s-
sintomi tal-marda ta’ Parkinson’s, bhalma huma I|-ebusija fil-muskoli u I-moviment aktar bil-mod.

X’'inhuma I-benefic¢¢ji ta’ Ontilyv li hargu mill-istudji? 6“

II-beneficéji ta’ Ontilyv fil-marda ta’ Parkinson gew investigati f’zewg studji principali. Fl-ewwelstudju,
600 pazjent bi flutwazzjonijiet inghataw Ontilyv, entacapone (medi¢ina ohra ghall-mar a rkinson)
jew placebo (kura finta), flimkien mal-kombinazzjoni attwali taghhom ta’ levodopa / %an I-
istudju hares lejn kemm il-kuri rnexxielhom inagqsu I-hin meta I-pazjenti jkollhom i@ iffikulta biex
jiccagalqu, li jissejhu "perjodi off". Wara 14-15-il gimgha, il-perjodi off tqassru b -iFminuta (kwazi
saghtejn) f'pazjenti li kienu geghdin jiehdu Ontilyv 50 mg, meta mgabbla ma&inuta (madwar
siegha u nofs) f'pazjenti li kienu ged jiehdu I-medic¢ina komparatur entacapon 5

6 minuta (inqas
minn 1 siegha) f'pazjenti li kienu ged jiehdu placebo. @

Fit-tieni studju, li hares ukoll lejn it-tnaqqis fil-perjodi off, Ontilyv tqabtif”na’ placebo f'427 pazjent li
kienu ged jiehdu kombinazzjonita’ levodopa / DDCI. Wara 14-15-il a, il-perjodi off tgassru
b’119-il minuta (kwazi saghtejn) f'pazjenti li kienu geghdin jieh ilyv 50 mg, meta mgabbla ma’
64 minuta f'‘pazjenti li kienu ged jiehdu placebo. (b

1z-zewg studji gew estizi ghal sena addizzjonali u kkonfer menefid:ji ta’ Ontilyv meta uzat fit-tul.

\

Fiz-zewg studji, il-pazjenti kellhom perjodi off medji ta’% ar 6 sa 7 sighat fil-bidu tal-istudju.
X’inhuma r-riskji assocjati ma’ Ontily

L-effetti sekondarji l-aktar komuni b’OntinvDuma isturbi fis-sistema nervuza (mohh u korda spinali).
Fost dawn, dyskinesia (diffikulta fil-kontrol Moviment) tista’ taffettwa madwar 2 persuni minn kull
10). Ghal-lista shiha tal-effetti sekondarji kollfa rrappurtati b’Ontilyv, ara I-fuljett ta’ taghrif.

Ontilyv ma ghandux jintuza fuq: \

e pazjenti b'tumuri tal-glandoli a i (glandoli zghar li jinsabu fuq il-kliewi) bhal
heochromocytoma u para ioma;
p y p ’ga{

e pazjenti bi storjata’ si (Qa'newrolettika malinna (disturb fis-sistema nervuza li normalment
ikun ikkawzat minn m@ i antipsikotic¢i) jew rhabdomyolysis (tkissir tal-fibri muskolari);

e pazjenti li jiehdu m i maghrufin bhala inibituri ta’ monoamine oxidase mhux selettivi (MAO),
apparti meta jin iex jikkuraw il-marda ta’ Parkinson.

Ghal-lista shiha ta“sestrizzjonijiet, ara I-fuljett ta’ taghrif.

Ghaliex %&v gie awtorizzat fl-UE?

II-Kum QII—Prodotti Medicinali ghall-Uzu mill-Bniedem (CHMP) tal-Agenzija ddecieda li I-beneficcji
ta’ Ontmuma akbar mir-riskji tieghu u li jista’ jigi awtorizzat ghall-uzu fl-UE. Ontilyv intwera |i huwa
ak ettiv minn placebo u ghall-ingas effettiv dags il-komparatur entacapone fit-tnaqqgis tal-perjodi
‘pazjenti bil-marda ta’ Parkinson li jiehdu medicini ta’ kombinazzjoni ta’ levodopa. Fir-rigward tas-
qurté tieghu, Ontilyv tgies li huwa komparabbli ghal medicini ohrajn tal-istess klassi.
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X'mizuri qeghdin jittiehdu biex jigi zgurat I-uzu sigur u effettiv ta’ Ontilyv?

Fis-sommarju tal-karatteristici tal-prodott u fil-fuljett ta’ taghrif gew inkluzi r-rakkomandazzjonijiet u I-
prekawzjonijiet li ghandhom ikunu segwiti mill-professjonisti fil-qasam tal-kura tas-sahha u mill-&
pazjenti ghall-uzu sigur u effettiv ta’ Ontilyv.

Bhal fil-kaz tal-medicini kollha, id-data dwar I-uzu ta’ Ontilyv hija ssorveljata kontinwament/Leffetti
sekondarji ssuspettati rrappurtati b’Ontilyv huma evalwati bir-reqqa u kull azzjoni meh;ie' hi,mehuda

biex tipprotegi lill-pazjenti. {\

Informazzjoni ohradwar Ontilyv

ema.europa.eu/medicines/human/EPAR/ontilyv

Aktar informazzjoni dwar Ontilyv tinstab fis-sit web tal-Agenzija: é
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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? O

Xy

Ontilyv is a medicine used to treat adults with Parkinson’s disease, a progressi rain 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%ty to move while being
treated with combination medicines for Parkinson’s disease that contain\ievodopa and a DOPA

decarboxylase inhibitor (DDCI). Q

Fluctuations happen when the effects of the combination medic ear off and symptoms re-emerge
before the next dose is due. They are linked to a reduction in ect of levodopa. During these
motor fluctuations the patient experiences sudden switches en being ‘on’ and able to move, and
being ‘off’ and having difficulty moving about. Ontilyv is d When these fluctuations cannot be

treated with the standard levodopa-containing comb'@alone.

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

. . . I
Ontilyv contains the active substance oplcam\ﬁ

*

How is Ontilyv used? \\

The medicine can only be obtained w@prescription. Ontilyv is available as capsules to be taken by
mouth. The recommended dosgi 0"mg, taken once a day at bedtime, at least one hour before or
after levodopa combination me Ne .

.
For more information abo &Q Ontilyv, see the package leaflet or contact your doctor or
pharmacist.

How does Onti ork?

In patients with Parkinson’s disease, the cells in the brain that produce the neurotransmitter dopamine
begin to die afd the amount of dopamine in the brain decreases. The patients then lose their ability to
control thei ements reliably. The active substance in Ontilyv, opicapone, works to restore the
levels qf ine in the parts of the brain that control movement and coordination. It enhances the
effectsﬁvodopa, a copy of the neurotransmitter dopamine that can be taken by mouth. Opicapone
blo nzyme that is involved in the breakdown of levodopa in the body called catechol-O-methyl
tnﬁr’gase (COMT). As aresult, levodopa remains active for longer. This helps to improve the

toms 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

Ontilyv (opicapone)
EMA/784718/2021 Pagna 4/6



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 (Iesfbn

1 hour) in patients taking placebo. W

In the second study, which also looked at the reduction in off periods, Ontilyv was compafed with
placebo in 427 patients who were taking a levodopa / DDCI combination. After 14-15 ﬁ&,
off periods were shortened by 119 minutes (almost 2 hours) in patients taking Ontil mg,
compared with 64 minutes in patients taking placebo.

Both studies were extended for one additional year and confirmed the benefits&ntilyv when used

long-term.
In both studies, patients had average off periods of about 6 to 7 hours tt&art of the study.
What are the risks associated with Ontilyv? t

The most common side effects with Ontilyv are disorders of the @ ous system (brain and spinal
cord). Among these, dyskinesia (difficulty controlling movem@-ﬂay affect around 2 in 10 people. For
the full list of all side effects reported with Ontilyv, see t ge leaflet.

Ontilyv must not be used in: \

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

e patients with a history of neuroleptic Ti%nt syndrome (a nervous system disorder usually
caused by antipsychotic medicines) grkwlomyolysis (breakdown of muscle fibres);

e patients taking medicines known a\}selective monoamine oxidase (MAO) inhibitors, except
when used to treat Parkinson’s di

For the full list of restrictions, see@ackage leaflet.

*
Why is Ontilyv aut d‘-\gd in the EU?

The Agency’s Committe edicinal Products for Human Use (CHMP) decided that Ontilyv’s benefits
are greater than its ri d it can be authorised for use in the EU. Ontilyv was shown to be more
effective than plac d at least as effective as the comparator entacapone in reducing off periods in

patients with Parkihgson’s disease taking levodopa combination medicines. Regarding its safety, Ontilyv
was consider&o}be comparable to other medicines of the same class.

What res are being taken to ensure the safe and effective use of
Ontilyw?

Rec@wendations and precautions to be followed by healthcare professionals and patients for the safe
effective use of Ontilyv have been included in the summary of product characteristics and the
Qackage 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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