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Clinical Trial Participation - Site Principle Investigator 
 
Myelodysplasia 

• A Randomized, Double-blind, Placebo-controlled Phase III Multi-center Study of Azacitidine  
with or without MBG453 for the Treatment of Patients with Intermediate, High or Very High 
Risk Myelodysplastic Syndrome (MDS) as per IPSS-R, or Chronic Myelomonocytic Leukemia-2 
(CMML-2) 

• Phase 1b Dose Escalation Study Evaluating The Safety and Pharmacokinetics of Venetoclax 
in Combination with Azacitidine in Subjects with Untreated Higher-risk Myelodysplastic 
Syndromes. 

• A Phase 2, Randomized, Double-Blind, Placebo-Controlled Study of Azacitidine with or 
without Birinapant with a Single Arm Open-Label Run-In Phase in Subjects with Higher Risk 
Myelodysplastic Syndrome or Chronic Myelomonocytic Leukemia. 

• A Phase 3, Multicenter, Randomized, Double-Blind Study To Compare The Efficacy And 
Safety Of Oral Azacitidine Plus Best Supportive Care Versus Placebo Plus Best Supportive 
Care In Subjects With Red Blood Cell Transfusion Dependent Anemia And 
Thrombocytopenia Due To IPSS Lower-Risk Myelodysplastic Syndromes. 

• A Randomised Phase II study comparing the efficacy of 5azacitidine alone versus 
combination therapy with Lenalidomide and 5azacitidine in patients with higher risk 
Myelodysplastic syndromes (MDS) and low marrow blast count acute myeloid leukaemia 
(AML). 

• A Phase 3 Multicenter, Randomized, Double-blind, Placebo-controlled, Parallel-group, Study 
to Compare the Efficacy and Safety of Lenalidomide (RevlimidÒ) Versus Placebo in Subjects 
with Transfusion-dependent Anemia Due to IPSS Low or Intermediate-1 Risk 
Myelodysplastic Syndromes Without Deletion 5q[31] and Unresponsive or Refractory to 
Erythropoiesis-Stimulating Agents 

• A Randomized, Double Blind, Placebo Controlled Study Evaluating the Efficacy and Safety of 
Romiplostim Treatment of Thrombocytopenia in Subjects with Low or Intermediate-1 Risk 
Myelodysplastic Syndrome (MDS). 

• A Multicenter, Randomised, Open-Label, Parallel-group, Phase III Trial of Subcutaneous 
Azacitidine plus Best Supportive Care versus Conventional Care Regimes plus Best 
Supportive Care for the Treatment of Myelodysplastic Syndromes. Published as: Feneaux P, 
Mufti GJ, International Vidaza High-Risk MDS Survival Study Group et al.  Efficacy of 
azacitidine compared with that of conventional care regimens in the treatment of higher-
risk myelodysplastic syndromes: a randomised, open-label, phase III study.  Lancet Oncol. 
2009 Mar;10(3):223-32. 

• A Phase I/II Trial of Combination Therapy with 5-Azacytidine (Vidaza) and Thalidomide in 
Patients with Myelodysplastic Syndromes (MDS)  - ALLG MDS3. 

 
Chronic lymphocytic leukaemia 

• A Randomized, Multicenter, Open-Label, Phase 3 Study to Compare the Efficacy and Safety 
of Acalabrutinib (ACP-196) in Combination with Venetoclax with and without Obinutuzumab 
Compared to Investigator’s Choice of Chemoimmunotherapy in Subjects with Previously 
Untreated Chronic Lymphocytic Leukemia Without del(17p) or TP53 Mutation 

 
  

http://www.ncbi.nlm.nih.gov/pubmed/19230772?ordinalpos=22&itool=EntrezSystem2.PEntrez.Pubmed.Pubmed_ResultsPanel.Pubmed_DefaultReportPanel.Pubmed_RVDocSum
http://www.ncbi.nlm.nih.gov/pubmed/19230772?ordinalpos=22&itool=EntrezSystem2.PEntrez.Pubmed.Pubmed_ResultsPanel.Pubmed_DefaultReportPanel.Pubmed_RVDocSum
http://www.ncbi.nlm.nih.gov/pubmed/19230772?ordinalpos=22&itool=EntrezSystem2.PEntrez.Pubmed.Pubmed_ResultsPanel.Pubmed_DefaultReportPanel.Pubmed_RVDocSum
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Clinical Trial Participation - Site Principle Investigator (cont) 
 
 
Chronic Myeloid Leukaemia 

• A Study of Oral Asciminib Versus Other TKIs in Adult Patients With Newly Diagnosed Ph+ 
CML-CP 

• A single arm phase II study to individualize dasatinib dosing based on trough levels and 
molecular response to maintain efficacy whilst minimising toxicity in elderly patients with 
chronic myelogenous leukaemia – ALLG CML12. 

• Phase II study of nilotinib plus pegylated interferon alfa-2b as first-line therapy in chronic 
phase CML aiming to maximize CMR and MMR – ALLG CML11 

• Phase II of a novel telehealth-mediated nurse-led intervention to increase oral cancer 
therapy adherence amongst people with Chronic Myeloid Leukaemia (CML) – REMIND; ALLG 
SC04 

• Extending Molecular Responses With Nilotinib in Newly Diagnosed Chronic Myeloid 
Leukemia (CML) Patients in Chronic Phase - ENESTxtnd 

• Response Post Tyrosine Kinase Inhibitor: Assessment of Sensitivity and Therapeutic 
Response to Next-Line Therapy in CML: The Australasian RESIST Study – ALLG CML10  

• A Pivotal Phase 2 Trial of Ponatinib (AP24534) in Patients with Refractory Chronic Myeloid 
Leukemia and Ph+ Acute Lymphoblastic Leukemia 

• An Open Label, Randomized Study of Nilotinib vs. Standard Imatinib (400/600 mg QD) 
Comparing the Kinetics of Complete Molecular Response for CML-CP Patients with Evidence 
of Persistent Leukemia by RQ-PCR - ENESTcmr 

• A Phase II Study of Withdrawal of Imatinib Therapy in Adult Patients with Chronic Phase 
Chronic Myeloid Leukaemia in Stable Complete Molecular Remission - ALLG CML8. 

• A Phase II study in adult patients with newly diagnosed chronic-phase chronic myeloid 
leukaemia of initial intensified imatinib therapy and sequential dose escalation followed by 
treatment with nilotinib in suboptimal responders to determine the rate and duration of 
major molecular response – ALLG CML9. 

• A Randomized Open-Label Study of 400mg versus 800mg of Gleevec/Glivec (Imatinib 
Mesylate) in Patients with Newly Diagnosed, Previously Untreated Chronic Myeloid 
Leukemia in Chronic Phase (CML-CP) Using Molecular Endpoints - TOPS. 

• Phase II trial of Pegasys in Glivec-responsive chronic myeloid leukaemia – ALLG CML7. 

• A phase II study in adult patients with newly-diagnosed chronic myeloid leukaemia of initial 
intensified Glivec therapy and sequential therapy for non-responders – ALLG CML6. 

 
Myeloma 

• An open-label, 3-arm, multicenter, randomized phase 3 study to evaluate the efficacy and 
safety of elranatamab (pf-06863135) monotherapy and elranatamab + daratumumab versus 
daratumumab + pomalidomide + dexamethasone in participants with relapsed/refractory 
multiple myeloma who have received at least 1 prior line of therapy including lenalidomide 
and a proteasome inhibitor. 

• A Phase 3, Randomized, Controlled, Open-label Study of VELCADE (Bortezomib) Melphalan-
Prednisone (VMP) Compared to Daratumumab in Combination with VMP (D-VMP), in 
Subjects with Previously Untreated Multiple Myeloma who are Ineligible for High-dose 
Therapy. 
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Lymphoma 

• A phase 3, Multicenter, Randomized, Double-blind, Placebo-controlled Trial Comparing the 
Efficacy and Safety of Tafasitamab plus Lenalidomide in Addition to R-CHOP versus R-CHOP 
in Previously Untreated, High-intermediate and High-risk Patients with Newly-diagnosed 
Diffuse Large B-cell Lymphoma (DLBCL) 

• Lymphoma Working Party Randomised Study of Rituximab (MabThera) in Patients with 
Relapsed or Resistant Follicular Lymphoma Prior to High Dose Therapy as In Vivo Purging 
and to Maintain Remission Following High Dose Therapy  

• A phase II study of idarubicin-based combined modality therapy in primary central nervous 
system lymphoma – ALLG LY03. 

• A prospective, non-randomised study of chemotherapy and radiotherapy for 
osteolymphoma – ALLG LY02. 

• A Randomised Multicentre Trial Of Involved Field Radiotherapy Versus Involved Field 
Radiotherapy Plus Chemotherapy In Combination With Rituximab (Mabthera) For Stage I - II 
Low Grade Follicular Lymphoma – ALLG NHLLOW5 

• A multicenter phase III randomized double-blind placebo-controlled study to evaluate the 
efficacy of two dose levels of DAB389IL-2 (9 and 18 mg/kg/day) in cutaneous T-cell lymphoma 
(CTCL) patients with Stage Ia-III disease who, following £3 previous therapies, have recurrent 
or persistent disease that has been biopsy-documented to expresses CD25 

• A phase 2 clinical trial testing AMG 412 in combination with rituximab  in subjects with 
refractory or recurrent low-grade, CD20+ B-cell non-Hodgkin’s lymphoma 

 
Paroxysmal Nocturnal Haemoglobinuria 

• ALXN1210 Versus Eculizumab in Adult Patients With Paroxysmal Nocturnal Hemoglobinuria 
(PNH) Currently Treated With Eculizumab 

• Dose-Escalation Study of ALXN1210 IV in Patients With PNH 

• A Multi-Center, Randomized, Double-Blind, Placebo-Controlled Study of the Safety and 
Efficacy of Eculizumab in Subjects with Hemolytic Paroxysmal Nocturnal Hemoglobinurea 

• PNH Registry 
 
Immune thrombocytopenia 

• A Retrospective, Observational Study of Patients with Chronic Immune (Idiopathic) 
Thrombocytopenic Purpura (ITP) to determine Standard of Care (SOC) in Australia. 

 
Aplastic Anaemia 

• Aplastic anaemia registry 

• Avatrombopag plus upfront immunosuppressive therapy in treatment-naive severe aplastic 
anaemia - The DIAAMOND Ava-FIRST Trial; Avatrombopag in relapsed or refractory severe 
aplastic anaemia as extra Therapy – The DIAAMOND Ava-NEXT Tria 


