Ivosidenib (AG-120) in patients with IDH1-mutant STATUS: ENROLLING
relapsed/refractory myelodysplastic syndrome (MDS)

BACKGROUND: Ivosidenib is approved in the US for the treatment of AML with a susceptible IDH1 mutation as detected by an FDA-approved test

in adults with newly diagnosed AML who are = 75 years of age or who have comorbidities that preclude the use of intensive induction
chemotherapy and in adults with relapsed or refractory (R/R) AML.

OBJECTIVE: Asses the safety, tolerability, and clinical activity of ivosidenib 500 mg in patients with IDH1-mutant R/R MDS.

STUDY DESIGN

STUDY POPULATION (selected criteria): STUDY
TREATMENT Treatment with ivosidenib

« >18years of age until disease progression,

+ R/Rdisease after treatment (28-day cycles): development of 28-day Safety
with standard-of-care agents lvosidenib -} unacceptable toxicity, -} follow-up and
for MDS* (AG-120) stem cell transplant, or survival follow-up

+ Documented mIDH1-R132 by 500 mg PO Daily other prespecified

central laboratory testing

end-of-treatment criteria
during screening

*Includes treatment with high-intensity chemotherapy (ie, standard induction chemotherapy as well as intensive combination chemotherapy that may include investigational agent) and
HMA-based therapies treatment.

The safety and efficacy of the agents and uses under investigation have not been established. There is no guarantee that the agents will receive health authority approval or become
commercially available in any country for the uses being investigated.

Ivosidenib is not approved for the treatment of MDS.
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