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PRESS RELEASE 

AbbVie announces phase III data showing VENCLYXTO®▼(venetoclax) in 
combination with rituximab improves progression-free survival in previously 
treated chronic lymphocytic leukaemia  

- Phase III MURANO results presented for the first time as one of six late breaking abstracts 

during the 59th American Society of Hematology (ASH) Annual Meeting in Atlanta  

- Prolonged progression-free survival (PFS) of 84.9 percent estimated at 24 months with 

venetoclax and rituximab, compared to 36.3 percent with bendamustine and rituximab1  

- Regulatory submissions to health authorities based on MURANO results are now underway 

for this chemotherapy-free combination 

Maidenhead, UK, Thursday 14 December 2017 – AbbVie has announced the first efficacy and safety 
results from MURANO, a pivotal phase III study of venetoclax in combination with rituximab 
compared with bendamustine in combination with rituximab, in patients with relapsed or refractory 
(R/R) CLL. The MURANO results were presented as one of only six late breaking abstracts during the 
59th American Society of Hematology (ASH) Annual Meeting in Atlanta. Venetoclax is being 
developed by AbbVie and Roche. It is commercialised by AbbVie outside of the U.S. and jointly 
commercialized by AbbVie and Genentech, a member of the Roche Group, in the U.S.     

The data confirmed that the study had met its primary endpoint and that patients with R/R CLL 
achieved significantly prolonged median progression-free survival (PFS) with a fixed duration of 
treatment with venetoclax in combination with rituximab [median PFS, not reached], compared with 
bendamustine in combination with rituximab [median PFS, 17.0 months; hazard ratio, 0.17; 95% CI, 
0.11–0.25; P<0.0001].1 Twenty-four month PFS estimates were 84.9 percent and 36.3 percent, 
respectively.1  

Additionally, consistent improvement in PFS was observed across the patient subgroups assessed in 
the trial, including patients with a specific gene mutation known as 17p deletion [hazard ratio 0.14; 
95% CI, 0.06–0.33].1 At the time of the interim analysis, safety data were consistent with the known 
safety profiles of the medicines.1  

Secondary endpoints included Independent Review Committee (IRC) assessed PFS, as well as PFS in 
patients with 17p deletion, best overall response (defined as complete response [CR], complete 
response with incomplete marrow recovery [CRi], nodular partial response [nPR], or partial response 
[PR]), overall survival (OS), event-free survival, duration of response, time to next anti-CLL 
treatment, and percentage of patients achieving minimal residual disease (MRD)-negativity.2 As of 
May 8 2017, median follow-up was 23.8 months (range, 0-37.4 months).1  

Dr Peter Hillmen, Professor of Experimental Haematology and Honorary Consultant Haematologist 
at Leeds Teaching Hospitals NHS Trust, commented: “The MURANO study clearly demonstrates that 
the combination of venetoclax with rituximab shows greater efficacy than our best chemotherapy-
based treatment in relapsed CLL. These data are a critical step forward in our development of new 
combinations, such as venetoclax with rituximab, which have the potential to extend the survival of 
patients with CLL compared to conventional treatment. Notably, patients in the venetoclax and 
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rituximab group showed significantly higher rates of MRD negativity, meaning that the leukaemic 
cells are undetectable with very sensitive tests in the blood or bone marrow following treatment. In 
relapsed patients MRD negativity is currently rarely achieved with chemotherapy-containing 
regimens, which have considerable toxicity, and is not seen in patients treated with B-cell receptor 
inhibitors. More research is needed but we are encouraged by the early findings as our goal is to 
drive disease to such low levels that patients’ have the potential to remain symptom and cancer-free 
as long as possible, and ultimately indefinitely.” 
 
 Dr Adrian Bloor, Consultant Haematologist, The Christie NHS Foundation Trust, Manchester, said: 
“While advances in CLL treatments over the past few years have improved outcomes for patients, 
those who experience progression or a relapse can still be very challenging to treat. Venetoclax has 
already been shown to be an effective single line therapy option, but these early data from the 
MURANO study suggest that in combination with rituximab it offers significant improvements in 
survival time in relapsed or refractory patients compared to the current combination regime. A 
number of patients also achieved MRD negativity in the peripheral blood and bone marrow. This is 
an important prognostic marker associated with superior, ongoing progression-free survival and 
overall survival in CLL patients.” 
 
David Innes, Chairman of CLL Support Association UK commented on the research: “The MURANO 
data is welcome news for patients with progressive or relapsing forms of CLL, who have limited 
treatment options available. The new combination was shown to offer patients an improved chance 
of survival compared to current combination therapy as well as reducing the debilitating effects of the 
disease, such as fatigue and infection, which can severely affect patients’ quality of life. We look 
forward to further findings from this promising research.” 
 
Alice Butler, Medical Director at AbbVie, added: “We are delighted to share the first interim results 
from the MURANO study which was one of only six late breaking abstracts to be featured at this 
year’s ASH meeting. In patients with relapsed and refractory CLL we found a significant improvement 
in patients living with the disease but without their disease worsening in the venetoclax plus 
rituximab group versus the bendamustine plus rituximab group. These early results are encouraging 
and we remain committed to gathering more clinical data.”    
 
CLL is a cancer of the blood and bone marrow and is the most common form of adult leukaemia with 
almost 3,500 people affected in the UK each year.3,4 For those patients living with CLL requiring 
treatment, the majority will eventually have their disease recur.5 One in two patients failing current 
treatments can face survival as short as three months.6,7 For people with CLL who develop or 
harbour gene mutations, such as 17p deletion and/or TP53 mutation, treatment is particularly 
challenging and these are associated with poorer quality of life and a median life expectancy of less 
than two to three years with current standard-of-care regimens.8,9 
 

  – Ends – 

▼Adverse events should be reported. This medicinal product is subject to additional monitoring 

and it is therefore important to report any suspected adverse events related to this medicinal 
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product. Reporting forms and information can be found at www.mhra.gov.uk/yellowcard. Adverse 

events should also be reported to AbbVie UK Ltd. Please contact ukadverseevents@abbvie.com. 

For further information: 

Joanna Jones     Katy Mortimer 

AbbVie      Virgo Health  

+44 (0)7795 590 344    +44 (0)20 8939 2465 / 07341731809 
joanna.jones@abbvie.com   katy.mortimer@virgohealth.com 

 

Editors’ Notes 

Additional information about the MURANO study 

A total of 389 patients with R/R CLL who had received one to three prior therapies were enrolled in 
this international, multicentre, open-label, randomised Phase III MURANO study.1 The study was 
designed to evaluate the efficacy and safety of venetoclax in combination with rituximab (194 
patients; median age, 64.5 years) compared with bendamustine in combination with rituximab (195 
patients; median age, 66.0 years).1  

For patients receiving venetoclax in combination with rituximab, a 4-week or 5-week dose ramp-up 
of venetoclax from 20 to 400 mg daily was used. Beginning at week 6, intravenous (IV) rituximab was 
given monthly for six 28-day cycles (375 mg/m2 first dose, then 500 mg/m2).1  

Patients continued with venetoclax 400 mg for a maximum of two years or until disease 
progression.1 For patients receiving bendamustine in combination with rituximab, patients were 
given bendamustine (70 mg/m2 IV) on days 1 and 2 of each of six 28-day cycles in combination with 
rituximab using the same dosing schedule.1  

Study results1 

Endpoint* Investigator-Assessed Independent Review Committee  

Progression-Free 

Survival (24-month 

estimate) 

Median PFS 
 
 
 
 
HR (95% CI) 
P-value 

VR: 84.9%                                                                     

BR: 36.3% 

 
VR: Not reached  

BR: 17.0 months  

 
 
HR=0.17 (0.11–0.25) 
P <0.0001 

VR: 82.8%10 
BR: 37.4%10 

 

VR: Not reached10 

BR: 18.1 months10 

 
HR=0.19 (0.13–0.28) 
P <0.0001 
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Overall Response  

(CR, CRi, PR, nPR) 

Difference (95% CI) 

VR: 93.3% (181/194) 

BR: 67.7% (132/195)       

25.6% (17.9-33.3)                                                                                                                                                                                                           

VR: 92.3% (179/194)  
BR: 72.3% (141/195) 
 
20.0% (12.4-27.6) 

Complete Response 

(CR/CRi) 

 
Difference (95% CI) 

P-value 

VR: 26.8% (52/194)                                                                              

BR: 8.2% (16/195) 

                                                                             
18.6% 

VR: 8.2% (16/194)  
BR: 3.6% (7/195) 
                                                                           
 
4.7% (-0.3, 9.6) 
P=NS 

Partial Response  
(PR/nPR) 

VR: 66.5% (129/194) 
BR: 59.5% (116/195) 

VR: 84.0% (163/194) 
BR: 68.7% (134/195) 

Overall Survival 
(OS) 
 
Events  
 
 
HR (95% CI) 
 

 
 
 

VR 7.7% (15/194)10 
BR 13.8% (27/195)10 

 
HR =0.48 (0.25-0.90)10 

 

Peripheral blood 
Minimal Residual 
Disease Negativity 
(MRD-)** 
 
Difference (95% CI) 

VR: 83.5% (162/194) 
BR: 23.1% (45/195) 

 
 
 

60.4% (52.3–68.6) 

*Abbreviations: VR (venetoclax + rituxumab); BR (bendamustine + rituximab); NS (not significant) 
** Best response at any timepoint; MRD negativity was defined as less than 1 CLL cell in 10,000 
leukocytes 
 
In the study, the adverse events (AEs) were consistent with the known safety profile of venetoclax 
and rituximab. Grade 3-4 neutropenia was higher in the venetoclax and rituximab arm of the trial.1 
For patients taking venetoclax in combination with rituximab and bendamustine in combination with 
rituxumab, there were 6 (3.1 percent) and 2 (1.1 percent) grade ≥3 Tumour Lysis Syndrome adverse 
events reported in each arm, respectively.1 For venetoclax and rituximab versus bendamustine in 
combination with rituxumab, respectively, Richter transformation was confirmed in 6 and 5 patients, 
and adverse events leading to death were seen in 10 (5.2 percent) versus 11 (5.9 percent) patients.1  

 

About VENCLYXTO® (venetoclax)  
Venetoclax is an oral B-cell lymphoma-2 (BCL-2) inhibitor that targets a specific protein in the body 
called BCL-2.11 When you have CLL, BCL-2 may build up and prevent cancer cells from self-
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destructing naturally.11 Venetoclax, which is given once daily, targets BCL-2 in order to help restore 
the process of apoptosis (or programmed cell death).8 Through apoptosis, your body allows cancer 
cells and normal cells to self-destruct.12  
 
Venetoclax is being developed by AbbVie and Roche. It is jointly commercialised by AbbVie and 
Genentech, a member of the Roche Group, in the U.S. and by AbbVie outside of the U.S. Together, 
the companies are committed to BCL-2 research with venetoclax, which is currently being evaluated 
in clinical trials in several haematologic cancers.1,2,13,14,15,16    
 
Venetoclax is currently approved in 49 countries, including the US, and across the EU.  
 
Venetoclax is indicated in the UK as a monotherapy for the treatment of CLL in the presence of 17p 
deletion or TP53 mutation in adult patients who are unsuitable for or have failed a B-cell receptor 
pathway inhibitor; and for the treatment of CLL in the absence of 17p deletion or TP53 mutation in 
adult patients who have failed both chemoimmunotherapy and a B-cell receptor pathway inhibitor.8  
 

For venetoclax’s Summary of Product Characteristics, please visit. 
https://www.medicines.org.uk/emc/medicine/32650.  

About AbbVie in Oncology  
At AbbVie, we strive to discover and develop medicines that deliver transformational improvements 
in cancer treatment by uniquely combining our deep knowledge in core areas of biology with 
cutting-edge technologies, and by working together with our partners – scientists, clinical experts, 
industry peers, advocates, and patients. We remain focused on delivering these transformative 
advances in treatment across some of the most debilitating and widespread cancers. We are also 
committed to exploring solutions to help patients obtain access to our cancer medicines. With the 
acquisitions of Pharmacyclics in 2015 and Stemcentrx in 2016, our research and development 
efforts, and through collaborations, AbbVie's oncology portfolio now consists of marketed medicines 
and a pipeline containing multiple new molecules being evaluated worldwide in more than 200 
clinical trials and more than 20 different tumour types. 
 

About AbbVie 
AbbVie is a global, research-driven biopharmaceutical company committed to developing innovative 
advanced therapies for some of the world’s most complex and critical conditions. The company’s 
mission is to use its expertise, dedicated people and unique approach to innovation to markedly 
improve treatments across four primary therapeutic areas: immunology, oncology, virology and 
neuroscience. In more than 75 countries, AbbVie employees are working every day to advance 
health solutions for people around the world. For more information about AbbVie, please visit us at 
www.abbvie.co.uk. 
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