A phase 1 study of romidepsin, azacitidine, dexamethasone, and
lenalidomide (RAdR) for relapsed/refractory T-cell malignancies
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INTRODUCTION RESULTS
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 Romidepsin, azacitidine and lenalidomide are
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all active in T-cell malignancies demonstrating Total Total
single agent objective response rates (ORR) of Median ~ 61(28-80) 60(39-79)  Abdominal pain 20

Patients treated at MTD

.Nodal T-cell lymphoma
Cutaneous T-cell lymphoma

20 to 30% (Coaffier 2012; Morschhauser 2013; 24
Dupuis 2022)

Combinations of these targeted agents improve
the rates of complete response (CR) but have
significant toxicity due to indefinite
administration

AIMS

We hypothesized that combination multi-
targeted therapy, the RAdR regimen, given in
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2. Evaluate the overall safety of the RAdR regimen

» Two DLTs: Gr4 thrombocytopenia (DL1) » Reason for stopping therapy: PD (38%), completed 6 cycles (27%),
and Gr3 abdominal pain (DL2) AE (23%)

» Lenalidomide 20mg was the MTD » ORR 66%, CRR 14% (all patients) and ORR 89%, CR 22% (at MTD)

» Median cycles 4 (range 1-6) » Median fu 19 months: median PFS 4 months, 2-year OS 60%

* A phase 1 trial of escalating doses of lenalidomide (5 to 20mg) with fixed
doses of romidepsin, azacitidine and dexamethasone

 Patients received a 7-day window of lenalidomide for cytokine correlative
research followed by six cycles of romidepsin (12mg/m?; days 1 and 10),
azacitidine (300mg; days 1-10), dexamethasone (40mg; days 1 and 10),
and lenalidomide (5-20mg; days 1-10) in 21-day cycles for up to 6 cycles

Table. Patient characteristics. Table. Adverse events observed in more than two patients.

Hematologic adverse events are shown as highest grade per cycle
per patient, shown as a percentage of total cycles.

Cycles 1-6

Azacitidine by mouth once per d2a8y C O N C L U S I O N S

Lenalidomide by mouth once per day
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intravenously over 4 hours

Toxicity 1s predominantly gastrointestinal and hematologic

* The primary endpoint was the MTD of lenalidomide and the primary
objective was the overall safety of the regimen. A 3+3 design was used
with an additional 9 pts treated at the MTD

Most patients do not achieve durable CR with RAdR alone, but it may be an effective bridging therapy to
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