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METHODS 

Study design 
 
This open-label Phase II study was conducted to 

assess the preliminary efficacy and safety of 
copanlisib in patients with histologically 
confirmed indolent or aggressive non-Hodgkin’s 
lymphoma relapsed/refractory to >2 prior lines of 
treatment 

We will show the results of 4 patients with T-cell 
lymphoma receiving therapy with copanlisib 

progressing after standard therapy 







Patient 1 

!  A 69-year-old female with stage IVA peripheral T-cell lymphoma NOS; 
diagnosed in June 2012 

Previous therapy 

1.  CHOP × 4: July - September 2012 PR 

2.  GEMOX × 2: October - November 2012 PD 

!  Her most recent relapse occurred in December 2012 (refractory to last 
chemotherapy treatment) 

Study therapy 

!  14 cycles received 
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CHOP, cyclophosphamide; doxorubicin, vincristine, prednisone; GEMOX, gemcitabine plus oxaliplatin; 
NOS, not otherwise specified; PD, progressive disease; PR, partial response 



Patient 1: response to treatment 

!  The nodal lesion and liver had returned to normal size, with persistent 
splenomegaly 
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Patient 1: tumor assessment 
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Target lesion at endpoint Target lesion (para-aortic lymph node) at baseline 

Non-target lesion (group of lymph nodes) at baseline Non-target lesion at endpoint 



Patient 1: tolerability 

Toxicity 

!  SAEs: none 

!  CTC grade 3 TEAEs: arthritis; hypertension; decreased neutrophil count 
(all drug-related) 

!  Arthritis and hypertension were already present in the patient’s medical history 

!  CTC grade 4 TEAEs: none 

Dose modification 

!  1 drug interruption was required due to CTC grade 3 decreased neutrophil 
count 

!  2 drug interruptions for CTC grade 3 arthritis 

!  1 dose reduction to 0.6 mg/kg on cycle 14, day 8 for CTC grade 3 arthritis 
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CTC, Common Terminology Criteria; SAE, serious adverse event; TEAE, treatment-emergent adverse event 



Patient 2 

!  A 63-year-old male with stage IVB angioimmunoblastic T-cell lymphoma; 
diagnosed in August 2012 

Previous therapy 

1.  CHOP + romidepsin × 4: August - November 2012 PD 

2.  DHAOX × 1: November - December 2012 PD 

3.  Gemcitabine + masitinib × 2: December 2012 - February 2013 PD 

!  His most recent relapse occurred in February 2013 (refractory to last 
chemotherapy treatment) 

Study therapy 

!  10 cycles received 
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DHAOX, dexamethasone, high-dose cytarabine, oxaliplatin 



Patient 2: response to treatment 
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!  The nodal lesions had returned to normal size; bone marrow was 
undetermined 

CRu, unconfirmed complete response 



Patient 2: tolerability 

Toxicity 

!  SAEs: none 

!  CTC grade 3 TEAEs: hyperglycemia; decreased white blood cell; decreased 
neutrophil count; febrile neutropenia; diarrhea (all drug-related)  

!  CTC grade 4 TEAEs: decreased neutrophil count; hypokalemia (both drug-
related) 

Dose modification 

!  1 drug interruption was required due to CTC grade 4 decreased neutrophil 
count 
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Patient 3 

!  A 61-year-old female with stage IVB peripheral T-cell lymphoma NOS; diagnosed in 
September 2007 

Previous therapy 

1.  CHOP × 6: October 2007 - February 2008 CR 

2.  IVAM × 6: May - October 2011 CR 

3.  Dexa-BEAM: February 2012 PR 

4.  Gemcitabine: May - July 2012 PR 

!  Her most recent relapse occurred in January 2013 (refractory to last chemotherapy 
treatment) 

Study therapy 

!  2 cycles received 

!  After the second cycle, the patient discontinued from study treatment due to 
radiologic PD 
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CR, complete response; Dexa-BEAM, dexamethasone, carmustine, etoposide, cytarabine, melphalan; 
IVAM, ifosfamide, etoposide, cytarabine, methotrexate 



Patient 3: tolerability 

Toxicity 

!  SAEs: none 

!  CTC grade 3-4 TEAEs: none 

Dose modification 

!  None 
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Patient 4 

!  A 65-year-old male with stage IVB peripheral T-cell lymphoma NOS; 
diagnosed in November 2010  

Previous therapy 

1.  CHOP × 6 + ASCT (BEAM): December 2010 - May 2011 CR 

2.  DHAP × 4: March - June 2012 CR 

!  His most recent relapse occurred in January 2013 

Study therapy 

!  Only 1 infusion received (on cycle 1, day 1); no tumor assessment was made 

!  Patient discontinued from study treatment due to CTC grade 4 
thrombocytopenia caused by progressive bone marrow infiltration (clinical 
progression) 
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ASCT (BEAM), autologous stem cell transplantation (carmustine, etoposide, cytarabine, melphalan); 
DHAP, dexamethasone, cytarabine, cisplatin 



Patient 4: tolerability 

Toxicity 

!  SAEs: influenza 

!  CTC grade 3 TEAEs: hypertension; anemia; hypokalemia; hypophosphatemia 
(all drug-related)  

!  CTC grade 4 TEAEs: hyperuricemia; decreased neutrophil count; decreased 
platelet count 

!  CTC grade 5 TEAEs: multiple organ failure 

Dose modification 

!  Not applicable 
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STUDY SUMMARY 
We showed the effects of the use of copanlisib in 

4 patients with T-cell lymphoma 
 
 
•  PR in 1 patient with stage IVA peripheral T-cell 

lymphoma NOS 
•  CR in 1 patient with stage IVB angioimmunoblastic T-cell 

lymphoma 
•  Radiologic PD in 1 patient with peripheral T-cell 

lymphoma NOS 
•  Clinical PD (progressive bone marrow infiltration) in 1 

patient with stage IVB peripheral T-cell lymphoma NOS 




