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Overall Europe USA 
South 

America 
Asia 

PTCL-NOS 37 38 37 43 26 

AITL 17 20 22 7 15 

ALCL, ALK- 15 15 13 26 6 

ALCL, ALK+ 7 8 9 7 3 

NKTCL 11 7 8 10 31 

TCR-γδ T-cell lymphoma 8 9 7 4 7 

Other histologies 5 3 4 3 12 

Distribution by geographic area (%) 
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1.Addition of novel compound 

2.Addition of microenvironment targeting agent 

3.High dose chemotherapy followed by stem-cell 

transplantation 
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Bx of neck LN  

 
<< Results of immunohistochemistry 

(S15-31917) >> 

. CXCL 13: Positive in a few cells 

. PD-1   : Positive in tumor cells 

. CD3    : Positive in tumor cells 

. CD21  : Positive in tumor cells  



Romidapsin 



TET2 mutation   76% 

DNMT3A            33% 

IDH2                  20% 







CD30  positive in 63% ( 61/97)  , strong positive  in 5% (5/97) 



LUMIERE Study design 

 

 

*Stratified by: 

• Nodal vs extranodal disease 

• IPI score (0/1/2 vs 3/4/5) 

• Region (North America + EU vs Rest of World) 
†Crossover to alisertib after comparator arm was not permitted. 

Arm A: Alisertib 

• 50 mg BID ECT 

• Days 1–7; 21-day cycles 

Pralatrexate 
• 30 mg/m2 via IV push (3–5 minutes) 

• Once weekly for 6 wks; 7-wk cycles 

• Vitamin B12 + folic acid supplements 

Gemcitabine (currently not approved f

or use in hematologic malignancy) 

• 1000 mg/m2 via IV over 30 minutes 

• Days 1, 8, and 15; 28-day cycles 

Romidepsin 
• 14 mg/m2 via IV infusion over 4 hrs  

• Days 1, 8, and 15; 28-day cycles 
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* 
Arm B: Single-agent comparator 

(investigator choice) † 

 

BID, twice daily; CR, complete response; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; ECT, enteric-coated tablet; IPI, 

International Prognostic Index; IRC, independent review committee; IV, intravenous; IWG, International Working Group; OS, overall survival; PFS, progression-free survival; 

PR, partial response; SD, stable disease; WHO, World Health Organisation 

Primary: 

• ORR (CR+PR) 

• PFS (IRC) 

 

Secondary: 

• OS (key) 

• CR rate 

• DOR 

• Safety 

 

Treatment 

until disease 

progression  

or unacceptable 

toxicity 

 

 

(Patients 

achieving ≥SD  

could continue  

treatment for 

up to 2 years) 

 

 

Eligibility 

• Age ≥18 years 

• R/R PTCL (WHO criteria)  

 after ≥1 prior conventional  

 systemic cytotoxic therapy 

• Measurable disease  

 (2007 IWG criteria) 

• Tumor biopsy for central  

 review 

• ECOG PS 0–2 

• No prior treatment with  

 study drugs 

 

Owen O et al ASH 2015 



Best Overall response rate* 

*Response-evaluable population, excluding tMF  

CI, confidence interval; OR, odds ratio; PD, progressive disease; tMF, transformed mycosis fungoides  

35% 

46% 

19% 

28% 

17% 18% 

30% 

20% 

Response, n (%) 

Comparator 

Alisertib (n=96) All (n=85) Pralatrexate (n=45) Gemcitabine (n=22) Romidepsin (n=18) 

ORR (CR + PR) 34 (35) 39 (46) 20 (44) 8 (36) 11 (61) 

CR 18 (19) 24 (28) 13 (29) 5 (23) 6 (33) 

PR 16 (17) 15 (18) 7 (16) 3 (14) 5 (28) 

SD 29 (30) 17 (20) 11 (24) 3 (14) 3 (17) 

PD 33 (34) 29 (34) 14 (31) 11 (50) 4 (22) 

ORR (Alisertib vs Comparator): 35% vs 46% 

Odds Ratio 0.65 (95% CI: 0.36, 1.18) p=0.077 

ORR CR PR SD ORR CR PR SD 

Alisertib Comparator 



Progression-free survival by irc (ITT) 

Alisertib vs comparator: 

Median PFS 115 vs 104 days 

HR 0.87 (95% CI: 0.64, 1.16) 

p=0.177 
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Censored 

PFS is defined as the time from the date of randomization to the date of first documentation of PD or death due to any cause, which

ever occurs first. 












