
Dear Shareholders

BerGenBio’s focus throughout 2021 has been the continued 
development of our lead candidate, bemcentinib, a potentially 
first-in-class selective AXL inhibitor currently undergoing Phase 
II clinical trials in NSCLC, AML and COVID-19. Since taking up 
my role as CEO of the Company in September, I have been 
working with the board and senior management team to refine 
our strategic priorities to optimize the development pathway 
for this promising candidate.

By the end of 2021 we have treated more than 600 patients 
and accumulated a valuable understanding of the indications 
and patient subgroups which appear most likely to benefit from 
bemcentinib treatment. Accordingly, we will prioritize the 
clinical development of bemcentinib within NSCLC and severe 
respiratory infections.

Firstly, in NSCLC, the largest oncology indication, mutations  
in STK11 (up to 20% of NSCLC) has been shown to confer to 
poor prognosis and limited response to treatment with anti-
PD1/PD-L1 therapies. Currently there are no effective therapies 
specifically directed toward this large, identifiable sub-group  
of NSCLC patients. 

Encouragingly, preclinical data suggest that bemcentinib restores 
sensitivity to anti-PD1/L1 immune checkpoint therapies in the 
presence of STK11 mutations and STK11 mutated patients in  
our BGBC008 trial showed encouraging clinical benefit from  
the combination of bemcentinib/anti-PD1 treatment. 
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The importance of this sub-population is being increasingly 
acknowledged, and in November we were pleased to receive 
FDA Fast Track designation for bemcentinib in combination 
with an anti-PD-(L)1 agent as a treatment for patients with 
STK11 altered advanced/metastatic NSCLC without 
actionable mutations. 

In the pursuit of this significant opportunity, we look to 
aggressively advance our research and clinical activities while 
also evaluating partnering opportunities to further expand our 
work in this promising area.

Secondly, we are investigating bemcentinib as a potential 
therapy for the treatment of severe respiratory infections, 
initially within COVID-19. To this end, at the beginning of 
2022 we were pleased to announce our participation in the 
EUSolidAct trial, part of the pan-European COVID-19 research 
project EU-RESPONSE. As part of this Phase II adaptive, 
multicenter trial, bemcentinib will be studied in up to 500 
hospitalized COVID-19 patients. This provides a unique 
opportunity to validate the findings of previous studies,  
at a substantially reduced cost to the company. 

As with regards to AML, despite recent approvals of additional 
1st line AML treatments, we continue to see a clear unmet 
medical need for 2 line AML patients who are unable to 
tolerate intensive chemotherapy. Bemcentinib has shown 
promising early clinical data in relapsed AML patients in our 
Phase II (BGBC003) AML trial and data from this trial continues 
to mature. When a mature dataset and regulatory feedback are 
available, we will determine next steps in this indication.

I would like to give my thanks to the Shareholders, our Board, 
our partners and academic collaborators, for their ongoing 
support. We have strengthened our Board, and with the 
appointment of Anders Tullgren we have a Chairman with 
extensive experience in overseeing the development of 
innovate drug pipelines, which will no doubt prove hugely 
valuable to us as we progress. I would like to thank Sveinung 
Hole for his strategic advice and expertise – particularly during 
my first few months at the Company, and who will remain a  
vital member of the Board. 

The Board and management team share the vision of 
translating the expertise and understanding gained by 
BerGenBio around AXL inhibition into clear next steps for our 
company. With a solid cash position, we will continue to work 
hard to deliver on this vision in the coming year and beyond. 

While our strategy and plans are anchored in a strong scientific 
rationale supported by preclinical and clinical data the 
successful execution of it is only possible with the right talent 
and experience – represented by all our employees. I would 
like to use this opportunity to thank all employees for their 
valuable contribution and commitment to make a difference for 
patients in need of better treatment options. 

Martin Olin
Chief Executive Officer
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