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REACH 2 – CINC424C2301 

A phase III randomized open-label multi-center study of ruxolitinib versus best 

available therapy in patients with corticosteroid-refractory acute graft vs host 

disease after allogenic stem cell transplantation  

Study phase: III

PI: Prof Domenico Russo

Primary objective:

To compare the efficacy of 

ruxolitinib vs Investigator’s 

choice Best Available 

Therapy in patients with 

grade II-IV steroid refractory 

acute graft vs host disease 



REACH 2 – CINC424C2301 

PI: Prof Domenico Russo



REACH 3 – CINC424D2301 

A phase III randomized open-label multi-center study of ruxolitinib versus best 

available therapy in patients with corticosteroid-refractory chronic graft vs host 

disease after allogenic stem cell transplantation  

Study phase: III

PI: Prof Domenico Russo

Primary objective:

To compare the efficacy of 

ruxolitinib vs Investigator’s 

choice Best Available 

Therapy in patients with 

moderate or severe SR-

cGVHD



REACH 3 – CINC424D2301 

PI: Prof Domenico Russo



REACH ROLLOVER – CINC424A2X01B 

An open-label, multi-center, Phase IV rollover protocol for patients who have 

completed a prior global Novartis or Incyte sponsored ruxolitinib (INC424) study or 

ruxolitinib and Panobinostat (LBH589) combination study, and are judged by the 

investigator to benefit from continued treatment

Study phase: IV

PI: Prof Domenico Russo

Primary objective:

To evaluate long term safety 

data i.e. SARs and AEs



LETERMOVIR – MK-8228

A phase III randomized, double-blind, placebo-controlled clinical trial to evaluate 

the safety and efficacy of letermovir (LET) prophylaxis when extended from 100 

days to 200 days post-transplant in cytomegalovirus (CMV) seropositive recipients 

(R+) of an allogenic hematopoietic stem cell transplant (HSCT)

Study phase: III

PI: Prof Domenico Russo

Primary objective:

To evaluate the efficacy of letermovir (LET) 

versus placebo when LET prophylaxis is 

extended from 100 to 200 days post-transplant, 

as measured by the proportion of participants 

with clinically significant CMV infection from 

Week 14 (100 days) post-transplant throught

Week 28 (200 days) post transplant



GRAVITAS-309 – INCB39110-309

A phase II/III study of itacinib and corticosteroids as initials treatment for chronic 

graft-versus-vost disease

Study phase: II/III

PI: Prof Domenico Russo

Primary objective:

To evaluate the PK of 

Itacinib when administered 

in combination with 

corticosteroids in the study 

population

Part 1 expantion



M19-063 (VEN-AZA)

A randomized, open label phase 3 study evaluating safety and efficacy of 

venetoclax in combination with azacitidine after allogenic stem cell transplantation 

in subjects with acute myeloid leukemia (AML) (VIALE-T)

Study phase: III

PI: Prof Domenico Russo

Primary objective:

To determinate the 

recommended Phase 3 dose 

of venetoclax in 

combination with 

azacytidine in AML patients 

when given as maintenance 

therapy following allogenic 

stem cell transplantation 

Dose Level 1

VEN-AZA

Safety 

expansion

12 pz

Dose

Level 1

Dose

Level 2

Dose

Level 3

VEN-AZA

Best

supportive

care

400

pts



M19-753 (NAVITOCLAX)

A phase I open-label evaluating the safety and tolerability, and pharmacokinetics of 

navitoclax monotherapy and in combinations with ruxolitinib in myeloproliferative 

neoplasm subjects

Study phase: I

PI: Prof Domenico Russo

Primary objective:

Evaluate the effect of 

navitoclax on corrected QTc 

interval by Fridericia's 

correction formula (QTcF) in 

subjects with MPN or CMM



GALINPEPIMUT-S (GPS) – SLSG18-301

A randomized, open-label Study of efficacy and safety of galinpepimut-S (GPS) 

maintenance monotherapy compared to investigator’s choice of best available 

therapy in subjects

Study phase: III

PI: Prof Domenico Russo

Primary objective:

Compare the efficacy of GPS 

to Investigator’s choice of 

best available therapy (1:1) 

on OS in subjects with AML 

who care in CR2/CRp2


