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GlaxoSmithKline and Genmab Announce Results from a Study of Arzerra in 
Rituximab Refractory Follicular NHL 

London, UK and Copenhagen, Denmark; August 17, 2009 – GlaxoSmithKline (GSK) and Genmab A/S (OMX: GEN) announced today 
top-line results from an international multi-center study of Arzerra™ (ofatumumab) in rituximab refractory follicular non-Hodgkin’s 
lymphoma (NHL). 

A total of 116 patients were treated in the study, including 30 patients treated with 500 mg ofatumumab and 86 patients treated with 
1000 mg of ofatumumab.  The patients in the study were highly refractory.  Forty-nine percent of patients were refractory to their last 
chemotherapy treatment. Patients in the study had previously received a median of 4 prior treatment regimens. The primary endpoint 
was objective response (International Working Group Criteria) over six months from the start of treatment in the 1000 mg dose 
population.   

The overall response rate (ORR) in the 1000 mg treatment arm was 10%, including one complete response and 8 partial responses. In 
addition, 50% (43) of patients in the 1000 mg treatment arm had stable disease.  The overall response rate in the total population was 
11%. 

The ORR among patients who were refractory to prior rituximab monotherapy (n=27) was 22%.  For patients considered refractory to 
rituximab in combination with chemotherapy the response rate was 7% and among patients considered refractory to rituximab 
maintenance the response rate was 9%.  The median duration of response in the 1000 mg treatment arm was 6 months and the 
progression free survival was 6 months. 

There were no unexpected safety findings reported during treatment and within 30 days after last infusion. The most common adverse 
events (greater than 10%) were rash, urticaria, pruritus, fatigue, nausea, pyrexia and cough. 

“The results of this study demonstrate the activity of ofatumumab in patients who had not responded to prior treatment with a CD20 
antibody. The response rate in patients refractory to rituximab monotherapy is of interest and warrants further study.  We are 
committed to the further development of ofatumumab in NHL,” said Lisa N. Drakeman, Ph.D., Chief Executive Officer of Genmab. 

“Clearly, this is a challenging patient population to treat with a single agent CD20 antibody. We are committed to evaluating 
ofatumumab in combination with other agents in this patient population to develop new treatment options for these difficult to treat 
patients,” said Kathy Rouan, Ph.D., Vice President and Medicines Development Leader at GSK. 

GSK and Genmab continue to review the study results and discuss the development strategy for ofatumumab in NHL. 

About the study 

Patients in this study failed to achieve at least a partial response to rituximab in combination with chemotherapy, had disease 
progression while on rituximab or had disease progression following a response within 6 months of the last dose of rituximab.   Patients 
received one infusion of 300 mg of ofatumumab followed by 7 weekly infusions of 500 mg or 1000 mg of ofatumumab.  Disease status 
was assessed every 3 months until month 12, then every 6 months until month 24.  Patients will be followed every 6 months thereafter 
until month 60. The protocol was amended in 2007 to discontinue enrollment in the 500 mg dosing allowing full recruitment at 1000 mg. 

The objective of the study was to determine the efficacy and safety of ofatumumab in rituximab refractory follicular NHL.  The primary 
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endpoint of the study was objective response as measured over a 6 month period from start of treatment and assessed by an 
Independent endpoints Review Committee according to the standardized criteria for NHL.  Secondary endpoints include duration of 
response and safety. 

About ofatumumab 

Ofatumumab is an investigational, fully human monoclonal antibody that binds specifically to the small and large extracellular loops of 
the CD20 molecule proximal to the cell membrane. The CD20 molecule is a key target in B-cell malignancy therapy because it is 
expressed on most B-cells. 

Ofatumumab is being developed under a co-development and commercialization agreement between Genmab and GlaxoSmithKline. It 
is not yet approved in any country. 

Conference Call 

Genmab will hold a conference call to discuss the ofatumumab results August 18, 2009, at 

7:30 am CEST 

6:30 am BST 

1:30 am EDT 

The conference call will be held in English. 

The dial in numbers are as follows: 

+1 888-551-9020 (in the US) and provide conference ID number 4110106 

+1 719-457-2654 (outside the US) and provide conference ID number 4110106 

To listen to a live webcast of the call please visit www.genmab.com. 
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