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PRESS RELEASE 

 
AbbVie announces The Lancet Oncology publication of Phase 2 data showing high overall response rates 

for Venetoclax in patients with relapsed/refractory chronic lymphocytic leukaemia with 17p deletion1 

 
Maidenhead, UK, 16 May 2016, – AbbVie, a global biopharmaceutical company, today announced The Lancet Oncology 
published results from the Phase 2, single arm, open label trial studying venetoclax in patients with relapsed/refractory 
(R/R) chronic lymphocytic leukaemia (CLL) with 17p deletion. The data demonstrated venetoclax is active and achieved high 
overall response rates in addition to rates of complete remission and minimal residual disease negativity (MRD-).1 
 
"While the chronic lymphocytic leukaemia treatment landscape has continued to evolve, CLL with 17p deletion remains 
particularly challenging to treat,” said Stephan Stilgenbauer, M.D., Ulm University, Germany, lead author of The Lancet 
Oncology paper. “These data reinforce the important role venetoclax could play as a new treatment option for patients 
battling this chronic blood cancer.”  
 

The data demonstrate venetoclax achieved high response rates, with a 79.4 percent (n=85/107) overall response rate 
(ORR). Additionally, 10 percent (n=11/107) achieved complete remission (CR) or complete remission with incomplete 
recovery of blood counts (CRi) and nodular partial remission (nPR). Eight percent (n=8/107) achieved CR or Cri and 3 percent 
(3/107) achieved nPR. Further, in patients who had either regional or high-quality local results available, MRD- (exploratory 
objective) was achieved in 18 patients.1 
 
“We are pleased to see these data showing venetoclax can achieve high rates of overall response in CLL patient population 
who generally have a poor prognosis,” said Alice Butler, Medical Director, AbbVie UK. “In CLL patients, specifically those 
with 17p deletion, new therapy options are needed that can provide complete remission and high overall response rates.” 
 
The Phase 2 data were previously presented at the 57th Annual American Society of Hematology (ASH) Annual Meeting and 
Exposition in Orlando, Florida in December 2015.   
 
In January 2016, AbbVie announced that the European Medicines Agency (EMA) had validated its MAA for venetoclax for 
the treatment of patients with CLL with 17p deletion or TP53 mutation.2 In February 2016, the EMA granted orphan 
designation to venetoclax for the treatment of AML. Venetoclax is currently under review by the EMA and other health 
regulatory authorities and is being evaluated in Phase 3 clinical trials for the treatment of R/R CLL, along with earlier phase 
studies in several other cancers. In the UK, venetoclax has been granted a Promising Innovative Medicine (PIM) designation 
by the MHRA. 
 
About the Phase 2 Study 
The Phase 2, single arm, multicentre, international, open label clinical trial was designed to evaluate the efficacy and safety 
of venetoclax monotherapy in 107 CLL patients with 17p deletion who relapsed or were refractory to existing therapies. 
 
Patients with R/R CLL with 17p deletion received venetoclax once daily with a weekly dose ramp-up schedule (20, 50, 100, 
200, 400 mg) over a period of 4-5 weeks with tumour lysis syndrome (TLS) prophylaxis. Patients were then given daily 400 
mg continuous dosing until disease progression or discontinuation for another reason. Median time on treatment (ie. 
duration of follow-up) was 12.1 months (IQR 10.1-14.2).  
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The data show venetoclax monotherapy achieved its primary endpoint with a 79.4 percent (n=85/107) overall response rate 
(ORR). Ten percent (n=11/107) of all patients assessed by the independent review committee (IRC), achieved CR, CRi or 
nodular PR: 8 percent (n=8/107) complete response (CR) or CR with incomplete recovery of blood counts (CRi) and 3 
percent (n=3/107) nodular partial remission (nPR). Partial remission (PR) was reported in 69 percent (n=74/107) of patients. 
In an exploratory endpoint assessing peripheral blood minimal residual disease (MRD) via flow cytometry in 45 patients, 18 
patients had no detectable minimal residual disease.1   
 
Treatment-emergent adverse events (AEs) (all grades) in ≥20 percent of patients were neutropenia (43%), diarrhoea (29%), 
nausea (29%), anaemia (27%) and fatigue (22%). Grade 3/4 AEs in ≥10 percent of patients were neutropenia (40%), 
infection (20%), anaemia (18%) and thrombocytopenia (15%).    
 
Laboratory TLS was reported in five patients.  
 
There were 37 discontinuations: 22 due to progression of disease as assessed by investigators (11 Richter's transformation), 
9 due to AEs not related to progression, 2 withdrew consent, 1 with non-compliance, and 3 patients proceeded to 
allogeneic stem cell transplantation. A total of 18 deaths occurred. Eleven deaths occurred within 30 days of last-dose of 
venetoclax; 7 due to disease progression, 4 due to AE (stroke, liver derangement, septic shock, and cardio-respiratory 
insufficiency, with none assessed as treatment related). Seven additional deaths due to progressive disease occurred 
beyond 30 days from discontinuation of venetoclax (range 39-328 days). 
 
 
About Chronic Lymphocytic Leukaemia (CLL) and 17p Deletion 
CLL is a typically slow-progressing cancer of the bone marrow and blood in which the bone marrow  
makes too many lymphocytes, a type of white blood cell.3 Approximately 3-10 percent of CLL patients have 17p deletion at 
diagnosis.4 The 17p deletion mutation is a genomic alteration in which a part of  
chromosome 17 is absent.5 Patients with the mutation have faster moving disease and poor outcomes.6 This mutation 
occurs in approximately 30-50 percent of patients with relapsed/refractory CLL. The median life expectancy of CLL patients 
with 17p deletion is less than 2-3 years with standard regimens.7 
 
About Venetoclax 
Venetoclax is an investigational oral B-cell lymphoma-2 (BCL-2) inhibitor being evaluated for the treatment of patients with 
various blood cancer types.8, 9, 10, 11 The BCL-2 protein prevents apoptosis (programmed cell death) of some cells, including 
lymphocytes, and can be over expressed in some cancer types. Venetoclax is designed to selectively inhibit the function of 
the BCL-2 protein.12 Venetoclax is being developed in collaboration with Genentech and Roche. Together, the companies 
are committed to BCL-2 research with venetoclax, which is currently being evaluated in Phase 3 clinical trials for the 
treatment of relapsed/refractory chronic lymphocytic leukemia (CLL), along with studies in several other cancers. AbbVie 
and Genentech will co-promote venetoclax in the U.S.; however, AbbVie has exclusive rights to venetoclax outside of the 
U.S. 
 
About AbbVie in Oncology 
AbbVie is striving to outsmart cancer by working with scientists, physicians, industry peers, patient advocacy groups and 
most importantly patients, to discover, develop and provide new therapies that will have a remarkable impact on the lives 
of people around the world affected by cancer. Our goal is to provide medicines that make a transformational improvement 
in cancer treatment and outcomes for cancer patients. By exploring and investing in new pathways, technologies and 
approaches, AbbVie is breaking ground in some of the most widespread and difficult-to-treat cancers.  We are also 
exploring solutions to help patients obtain access to our cancer medicines. With the acquisition of Pharmacyclics in 2015, 
and through several collaborations, AbbVie’s oncology portfolio consists of marketed medicines and a pipeline containing 
multiple new molecules being evaluated worldwide in nearly two hundred clinical trials in 20 different tumor types. For 
more information about AbbVie in Oncology, please visit www.abbbvie.com/oncology.   

http://www.abbbvie.com/oncology
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About AbbVie  
AbbVie is a global, research-based biopharmaceutical company formed in 2013 following separation from Abbott 
Laboratories. The company’s mission is to use its expertise, dedicated people and unique approach to innovation to develop 
and market advanced therapies that address some of the world’s most complex and serious diseases. Together with its 
wholly-owned subsidiary, Pharmacyclics, AbbVie employs more than 28,000 people worldwide and markets medicines in 
more than 170 countries. For further information on the company and its people, portfolio and commitments, please visit 
www.abbvie.co.uk. 
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