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LYTGOBI

(futibatinib) tablets

LYTGOBI offers once-daily oral dosing'

LYTGOBI is taken:!

® QOrally at a recommended starting dose of 20 mqg (five 4 mg
tablets) once daily

e Swallowed whole with a glass of water at the same time every day,
with or without food

e Without pre-planned treatment breaks until disease progression or
unacceptable toxicity

LYTGOBI is packaged for patient convenience:!
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LYTGOBI

(futibatinib) tablets

LYTGOBI offers the flexibility to adjust
dosing as required’

Dose Dose reduction levels
First Second
20 mqg taken
orally once daily 16 mg taken.orally 12 mg taken.orally
once daily once daily

Dose adjustments may be required due to certain drug interactions:'

® Strong CYP3A inhibitors (e.qg. itraconazole) should be avoided. If this is
not possible, consider reducing the futibatinib dose to the next lowest
level based on careful monitoring of tolerability

® Strong or moderate CYP3A inducers (e.q. rifampicin) should be
avoided. If avoidance is not possible, consider gradually increasing the
futibatinib dose, with close monitoring of tolerability

Dose modifications or interruption of dosing can also be considered for the
management of adverse reactions:

Hyperphosphataemia LYTGOBI dose modifications

* Initiate phosphate-lowering therapy and monitor serum

Serum phosphate phosphate weekly

>5.5 mg/dL to <7 mg/dL .
* LYTGOBI should be continued at current dose

» Initiate/intensify phosphate-lowering therapy and
monitor serum phosphate weekly AND

* Dose-reduce LYTGOBI to next lower dose

- |If the serum phosphate resolves to <7.0 mg/dL within 2 weeks
Serum phosphate after dose reduction, continue at this reduced dose

’7 mg/dL to <10 mg/dL - If serum phosphate is not <7.0 mg/dL within 2 weeks, further
reduce LYTGOBI to the next lower dose

- |If serum phosphate is not <7.0 mg/dL within 2 weeks after the
second dose reduction, withhold LYTGOBI until serum phosphate
is <7.0 mg/dL and resume at the dose prior to suspending

» Initiate/intensify phosphate-lowering therapy and monitor
serum phosphate weekly AND
Serum phosphate » Suspend LYTGOBI until phosphate is <7.0 mg/dL and resume
>10 mg/dL LYTGOBI at the next lower dose
- Permanently discontinue LYTGOBI if serum phosphate is not
<7.0 mg/dL within 2 weeks following 2 dose reductions
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LYTGOBI offers the flexibility to adjust
dosing as required’

Serous retinal
detachment

LYTGOBI dose modifications

» Continue LYTGOBI at current dose. Monitoring should be

Asymptomatic performed as described in section 4.4 of the SmPC

Moderate decrease in visual
acuity (best corrected visual
acuity 20/40 or better or <3 lines
of decreased vision from
baseline); limiting instrumental
activities of daily living

* Withhold LYTGOBI. If improved on subsequent examination,
LYTGOBI should be resumed at the next lower dose level

* |If symptoms recur or persist, or examination does not improve,
permanent discontinuation of LYTGOBI should be considered
based on clinical status

Marked decrease in visual acuity
(best corrected visual acuity
worse than 20/40 or >3 lines
decreased vision from baseline
up to 20/200); limiting activities
of daily living

* Withhold LYTGOBI until resolution. If improved on subsequent
examination, LYTGOBI may be resumed at 2 dose levels lower

* If symptoms recur, persist or examination does not improve,
permanent discontinuation of LYTGOBI should be considered
based on clinical status

Visual acuity worse than 20/200
In affected eye; limiting activities
of daily living

 Permanent discontinuation of LYTGOBI should be considered
based on clinical status

Other adverse LYTGOBI dose modifications

reactions

Grade 3*
* Withhold LYTGOBI until toxicity resolves to
Grade 1 or baseline, then resume LYTGOBI
- or haematological toxicities resolving within
1 week, at the dose prior to suspending
- for other adverse reactions, at next lower dose

Grade 4*
» Permanently discontinue LYTGOBI

*Severity as defined by National Cancer Institute Common Terminology Criteria for Adverse
Events (NCI CTCAE version 4.03).

Other adverse reactions

Treatment should be permanently discontinued if the patient is unable to
tolerate LYTGOBI 12 mg once daily.
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Please refer to the SmPC for full Prescribing Information: e
1 [u]

English

Prescribing Information is also available on the stand upon request. Registration
conditions differ from country to country. Please refer to your local label.

LY TGOBI® (futibatinib) monotherapy is indicated for the treatment of adult patients
with locally advanced or metastatic cholangiocarcinoma with a fibroblast growth
factor receptor 2 (FGFRZ2) fusion or rearrangement who have progressed after at least
one prior line of systemic therapy.

Dieses Arzneimittel unterliegt einer zusatzlichen Uberwachung. Dies ermdglicht
eine schnelle [dentifizierung neuer Erkenntnisse uber die Sicherheit. Angehorige
von Gesundheitsberufen sind aufgefordert, jeden Verdachtsfall einer Nebenwirkung
zu melden. Hinweise zur Meldung von Nebenwirkungen, siehe Abschnitt 4.8 der
Fachinformation. Zur Meldung unerwunschter Ereignisse kontaktieren Sie Taiho
Pharmacovigilanz (Deutschland: 0800 18 14 363; Europa: +41 21 560 O7 64) oder per
E-Mail an medicalinformation@taihoeurope.com.

See section 4.8 of the LYTGOBI Summary of Product Characteristics for how to report
adverse reactions.
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Bezeichnung des Arzneimittels: Lytgobi 4 mg Filmtabletten
Wirkstoff: Futibatinib

Verschreibungsstatus: Arzneimittel auf eingeschrankte arztliche Verschreibung.
Bevor Sie Lytgobi verschreiben, lesen Sie bitte die vollstandige Fachinformation
(Zusammenfassung der Merkmale des Arzneimittels).

Qualitative und quantitative Zusammensetzung: Jede Filmtablette enthalt 4 mg
Futibatinib. Sonstiger Bestandteil mit bekannter Wirkung: Jede Filmtablette enthalt
5,4 mg Lactose (als Monohydrat). Liste der sonstigen Bestandteile: Tablettenkern:
Mannitol (E 421), Maisstarke, Lactose-Monohydrat, Natriumlaurylsulfat, Mikrokristalline
Cellulose, Crospovidon, Hydroxypropylcellulose (E 463), Magnesiumstearat.
Filmuberzug: Hypromellose (E 464), Macrogol, Titandioxid (E 171). Gleit- und
Schmiermittel: Magnesiumstearat.

Anwendungsgebiete: Lytgobi wird als Monotherapie angewendet zur Behandlung

von erwachsenen Patienten mit lokal fortgeschrittenem oder metastasiertem
Cholangiokarzinom mit einer Fibroblasten-Wachstumsfaktor-Rezeptor-2-(FGFRZ2-)
Fusion oder einem FGFRZ2-Rearrangement, deren Erkrankung nach mindestens einer
vorherigen systemischen Therapielinie fortgeschritten ist. Das Vorliegen einer FGFRZ-
Fusion oder eines FGFR2-Rearrangements muss vor Beginn der Therapie durch einen
geeigneten diagnostischen Test bestatigt werden.

Gegenanzeigen: Uberempfindlichkeit gegen den Wirkstoff oder einen der sonstigen
Bestandteile.

Risikogruppen: Schwangerschaft, Stillzeit.

Nebenwirkungen: Sehr haufig (= 1/10): Hyperphosphatamie, Hypophosphatamie,
Hyponatriamie, verminderter Appetit, Geschmacksstorung (Dysgeusie), trockenes
Auge, Stomatitis, Diarrhoe, Ubelkeit, Obstipation, Mundtrockenheit, Erbrechen,
palmar-plantares Erythrodysasthesiesyndrom, Nagelerkrankungen, trockene

Haut, Haarausfall, Myalgie, Arthralgie, Ermudung, ernohte Lebertransaminasen,
Abdominalschmerzen. Haufig (= 1/100, < 1/10): Serdse Netzhautabldsung, Migrane,
Darmobstruktion. Nicht bekannt: Embryofetale Toxizitat.

Pharmakotherapeutische Gruppe: Antineoplastische Mittel, Proteinkinase-
Inhibitoren. ATC-Code: LOIENO4.

Inhaber der Zulassung: Taiho Pharma Netherlands B.V., Barbara Strozzilaan 201, 1083
HN Amsterdam, Niederlande.

Weitere Informationen: Ausfuhrliche Informationen zu Warnhinweise
Vorsichtsmafinahmen fur die Anwendung, Wechselwirkungen mit a
Arzneimitteln und sonstigeﬂechselwirkungen, Schwangerscﬁafti eit,

Nebenwirkungen sowie Dosierung und Art/Dauer der Anwendung en
bitte der veroffentlichten Fachinformation (Zusammenfassung der
Arzneimittels). '
Stand der Informationen: 10/2025.
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