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. in combination with lenalidomide and dexamethasone or with bortezomib, melphalan and
prednisone for the treatment of adult patients with newly diagnosed multiple myeloma who are
ineligible for autologous stem cell transplant.

. in combination with bortezomib, thalidomide and dexamethasone for the treatment of adult
patients with newly diagnosed multiple myeloma who are eligible for autologous stem cell
transplant.

. in combination with lenalidomide and dexamethasone, or bortezomib and dexamethasone, for
the treatment of adult patients with multiple myeloma who have received at least one prior
therapy.

. as monotherapy for the treatment of adult patients with relapsed and refractory multiple
myeloma, whose prior therapy included a proteasome inhibitor and an immunomodulatory
agent and who have demonstrated disease progression on the last therapy.
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5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

With a median follow-up of 56 months, DRd has shown an OS advantage over the Rd arm
(HR=0.68; 95% CI: 0.53, 0.86; p=0.0013). Results of an updated OS analysis after a median of
6489 months continued to show an improvement in OS for patients in the DRd arm compared
to the Rd arm. Median OS was netreached90.3 months in the DRd arm and was

65-564.1 months in the Rd arm (HR=0.6667; 95% CI: 0.5355, 0.8282).
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Figure 2: Kaplan-Meier curve of OS in study MMY3008
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