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INREBIC® is indicated for the treatment of adult patients with intermediate-2 or high-risk primary or secondary (post-
polycythemia vera or post-essential thrombocythemia) myelofibrosis (MF).
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5. WARNINGS AND PRECAUTIONS

[...]
5.6. Uveitis

Uveitis has been observed in post-approval clinical studies with an overall incidence of 4% (11/251). Among patients
with INREBIC-associated uveitis, more than half cases observed were in Japanese patients (55%; 6/11). INREBIC-
associated uveitis is a late-onset adverse reaction, with the first episode occurring at a median of 14 months after
starting treatment, with a range of 8 to 22 months. Recurrent uveitis was reported in some patients who continued
INREBIC. The uveitis episodes varied in severity, with grade 1/2 in 60% of episodes, and grade 3/4 in 40% of episodes.
Topical steroids were sufficient for treatment in 75% of episodes, and systemic steroids were required in 25% of
episodes. Among the patients developing uveitis, INREBIC was discontinued due to uveitis in 27% of patients.

Advise patients on the risks of developing uveitis before starting INREBIC therapy. Common uveitis symptoms include
eye pain, redness, photophobia, floaters, and decreased vision. In case of symptoms, prompt ophthalmologic evaluation
is recommended.

[...]

6. ADVERSE REACTIONS

The following clinically significant adverse reactions are described elsewhere in the labeling:

e Encephalopathy, including Wernicke’s [see Warnings and Precautions (5.1)]
¢ Anemia and Thrombocytopenia [see Warnings and Precautions (5.2)]

e Gastrointestinal Toxicity [see Warnings and Precautions (5.3)]

* Hepatic Toxicity [see Warnings and Precautions (5.4)]

* Amylase and Lipase Elevation [see Warnings and Precautions (5.5)]

*  Uveitis [see Warnings and Precautions (5.6)]

* Major Adverse Cardiac Events [see Warnings and Precautions (5.67)]

*  Thrombosis [see Warnings and Precautions (5.78)]

* Secondary Malignancies [see Warnings and Precautions (5.89)]

[...]

6.2 Postmarketing Experience

The following adverse reactions have been identified during post approval use of INREBIC. Because
these reactions are reported voluntarily from a population of uncertain size, it is not always possible to
reliably estimate their frequency or establish a causal relationship to drug exposure.

Eye Disorders: Uveitis

[...]
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