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Disclaimer 

Certain statements contained in this presentation constitute 
forward-looking statements. Forward-looking statements are 
statements that are not historical facts and they can be identified 
by the use of forward-looking terminology, including the words 
"anticipate", "believe", "intend", "estimate", "expect", "will", "may", 
"should" and words of similar meaning. By their nature, forward-
looking statements involve a number of risks, uncertainties and 
assumptions that could cause actual results or events to differ 
materially from those expressed or implied by the forward-looking 
statements. Accordingly, no assurance is given that such forward-
looking statements will prove to have been correct. They speak 
only as at the date of the presentation and no representation or 
warranty, expressed or implied, is made by BerGenBio ASA or its 
affiliates ("BerGenBio"), or by any of their respective members, 
directors, officers or employees that any of these forward-looking 
statements

or forecasts will come to pass or that any forecast result will be 
achieved and you are cautioned not to place any undue influence 
on any forward-looking statement. BerGenBio is making no 
representation or warranty, expressed or implied, as to the 
accuracy, reliability or completeness of this presentation, and 
neither BerGenBio nor any of its directors, officers or employees 
will have any liability to you or any other person resulting from the 
use of this presentation.
Copyright of all published material, including photographs, 
drawings and images in this presentation remain with BerGenBio
and relevant third parties, as appropriate. Consequently, no 
reproduction in any form of the presentation, or parts thereof, is 
permitted without the prior written permission, and only with 
appropriate acknowledgements.
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BGBIO – Corporate Snapshot

AXL is a novel drug target to
overcome immune evasion, therapy

resistance & spread

World leaders in 
understanding AXL biology

AXL inhibitors – potential 
cornerstone of cancer therapy

Pipeline opportunities in multiple 
cancers and fibrosis

AXL upregulates PDL1 on dendritic
cells and blocks T-cell immunity

Bemcentinib,
AXL-antibody BGB149, AXL ADCT601* 

3 selective AXL inhibitors in 
clinical development

Biomarker correlation across programme,
parallel CDx development

Phase II  Proof of Concept
AML (monotherapy), AML (chemo-combo)

NSCLC (KEYTRUDA combo)

Monotherapy and combinations with
immune-, targeted and chemotherapies

Q1’19 Cash USD 35.7m

Resourced to deliver 
significant milestones

38 staff at two locations: 
HQ & R&D in Bergen, Norway;

Clinical Development in Oxford, UK 

Clinical trial collaborations with Merck 
and leading academic centres

*AXL antibody out licensed to  ADC Therapeutics SA

Listed on Oslo Børs: BGBIO
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Bemcentinib Phase II POC data – ASCO 2019

Monotherapy
ACUTE MYELOID LEUKEMIA

2L elderly 

Chemo combination
ACUTE MYELOID LEUKEMIKA

1L & 2L elderly AML

CPI*  combination
LUNG CANCER

2L chemo relapse/IO naïve ad. NSCLC

Bemcentinib + low dose chemo  
combination (LDAC)

ORR
46%

All comer patient population 

Median DoR in CR/CRi
6.2 months (range 0.7 – 9.6) 

(immature)

Early onset of response

Bemcentinib monotherapy

ORR
43%

AXL +ve patients

DoR
ca. 3.1 months 

Early onset of response

Bemcentinib + Keytruda 
Combination

ORR
40% 

AXL +ve patients

92% pts low/zero PD-L1

mPFS
5.9mo. (AXL +ve, stage I only)

mOS
12.2mo (stage I only)

*Check point Inhibitor
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Bemcentinib + KEYTRUDA 
ORR: 40%
CBR: 67%
Keytruda monotherapy* 
ORR: 12%

Bemcentinib + KEYTRUDA 
ORR: 15%
CBR: 54%
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58% 
AXL 

positive

AXL 
negative

Phase II data highlights: ASCO June 2019

IL/2L AML (>75yrs)

mOS  12.2 months

2L NSCLC combo with CPI (46pts)

LDAC + bemcentinib
16 patients enrolled

13 patients evaluable for efficacy *
9 ongoing in treatment

* 2 patients did not complete one cycle (21 days) of 
treatment

1 patient has missing blast count for assessment

Preliminary efficacy Results
ORR: 46% (6/13)
6 responses have been reported

(4 CR/CRi + 2 PR)
1 durable stable disease (≥3 months)

Current relapse-free survival in CR/CRi
patients: 6.2 months

(range: 0.7 – 9.6 months)

* Garon, et al. Pembrolizumab for the Treatment of Non–Small-Cell Lung Cancer. NEJM (2015). 
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Bemcentinib: once-a-day pill

Highly selective, potent, orally bioavailable

Blocks AXL signalling, reverses aggressive tumour traits & counteracts 
immune escape

Once-a-day administration

Clinical PoC in AML and NSCLC as a monotherapy and in combination

Correlation of clinical efficacy with AXL biomarkers observed

Combines successfully with chemo, targeted and CPI drugs

Excellent clinical safety profile: >250 subjects dosed
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Discovery Clinical PoC Late stage development Registration
Selective AXL kinase inhibitors
Bemcentinib: selective oral small molecule AXL inhibitor

NSCLC
2L combo with anti-PD1

1L & 2L combos with  targeted- or chemo

AML
2L AML monotherapy

1L & 2L combos

ILS support additional advanced tumour indications 

BGB149: anti-AXL mAb

Therapeutic 
focus not yet 
disclosed

First-in-patient phase 1 trial

Healthy volunteers – phase 1a dose escalation

BGB601: AXL ADC outlicensed

Metastatic 
cancers First in man phase 1 solid tumour trial

Portfolio of selective AXL inhibitors in clinical development

(1): Clinical trial collaboration with Merck & Co, no preferential rights (2) Investigator initiated trial programme, BerGenBio does not act a regulatory sponsor

SAD

+ erlotinib 1L & 2L: complete
+ docetaxel 2L+: ongoing

Numerous 1L & 2L ongoing

Monotherapy 2L Out-licensed to

Planned for 2H 2019

pembrolizumab 2L, IO naive:, cohort A complete1

pembrolizumab 2L, IO relapsed, cohort B ongoing

+ LDAC 1L & 2L: completed enrolment
+ decitabine 1L & 2L: ongoing

Planned for 2H 2019

monotherapy, relapsed/refractory: complete

Expansion 
2H 2019



8 PFS = Progression Free Survival    ORR= Overall Response rate

Clinical development focus: Leukaemia & Lung Cancer

PFS = Progression Free Survival    ORR= Overall Response rate

AML

Broader ILS 
programme Tx

CT

CT

mono

IO

ASCO 2019: combination with KEYTRUDA in 2L NSCLC:
ORR of 40% and mOS 12.2months.

ASH Dec 2018: bemcentinib monotherapy in R/R AML: 43% ORR

ASCO 2019: bemcentinib + LDAC: 46% ORR 

mono

Additional indications with strong rationale and KOL endorsement are being 
pursued through active support of broad ILS programme

NSCLC

IO

Tx

CT
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Acute Myeloid Leukaemia (AML)

Bemcentinib is being evaluated as a monotherapy and in combination 
with standard of care chemo therapy  to treat AML

Monotherapy 43% ORR in AXL +ve R/R AML 
LDAC chemo combo 46% ORR in all comer AML

Ref. BGBC003 / NCT02488408



10 MDS: Myelodysplastic syndrome, *a small fraction of patients may be eligible for targeted therapy  

AML– difficult to treat malignancies, predominantly elderly frail patient 
population.

Standard of Care
20,000 pts pa (US only)

2L
combo/mono 
opportunity

Goal is complete 
remission and stem cell 

transplant

No remission (refractory), 
Relapse after remission, 
not eligible for transplant

Best supportive 
care*

1L 
bemcentinib combo 

opportunity
Induction chemotherapy 

+/- FLT3 inhibitor

Low dose chemo 
or hypomethylating 

agents 

~70% patients are unfit for 
induction chemotherapy



11 *LDCT: approved low dose chemotherapy regimens

Ref. BGBC003 / NCT02488408

2L Monotherapy 
(completed)

Primary
safety / ORR

Secondary
RFS
OS
biomarkers

EndpointsCombination Therapy
(completed)

2L R/R AML & MDS
N = 36 pts

Decitabine combo 
AML, N = 14 pts

Low-dose cytarabine
(LDAC) combo 

AML, N = 14 pts

Bemcentinib in AML
Monotherapy & in combination with low-dose chemotherapy

43%*
CR/CRi/CRp

Immune activation and clonal
stabilisation observed

* Ca. half of patients found to be 
AXL positive

ASCO 2019

AS
XO

Relapsed/
refractory AML & 

high-risk MDS

up to 90 pts
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Patient Demographics

L
L
L
L
L
l

Challenging Patient population 

• Elderly (>75yrs) patients

• LDAC treated patients were 
less healthy

• LDAC patients had less 
favorable cytogenetics

• LDAC patients 
predominantly pretreated 
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Patient Treatment & Outcome

LDAC + bemcentinib

Preliminary efficacy Results
ORR: 46% (6/13)
6 responses have been reported

(4 CR/CRi + 2 PR)
1 durable stable disease (≥3 months)

Current relapse-free survival in CR/CRi patients: 6.2 
months

(range: 0.7 – 9.6 months)

Preliminary efficacy Results
ORR: 25% (3/12)
3 responses have been reported

(1 CRi + 2 PR)
5 durable stable disease (≥3 months)

Current relapse-free survival in CR/CRi patients: 
5.0 months

Decitabine + bemcentinib

LDAC + bemcentinib

Decitabine + bemcentinib
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Duration of response

• The LDAC+bemcentinib
combination showed promising 
efficacy among elderly AML 
patient population with 80% 
>75 years both as first-line in 
untreated newly diagnosed 
AML patients and as 2nd - 5th  
line in relapsed AML patients

• Bemcentinib appears relatively 
safe and well tolerated in 
combination with both LDAC 
and cytarabine 

• The ORR, particularly in 
combination with LDAC, is 
significantly higher than 
previously observed/historical 
benchmarks in single-agent 
cytarabine

Conclusions
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Safety

• Favourable safety profile cf. other LDAC 

combinations approved for AML

• Treatment-related adverse events were 

generally considered to be less 

problematic than for other TKIs

• Patients did not discontinue treatment for 

adverse events
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Conclusions
• The LDAC+bemcentinib combination showed significant promising efficacy among 

elderly AML patient population with 80% aged >75 years both as first-line in untreated 
newly diagnosed AML patients and as 2nd - 5th  line in relapsed AML patients

• Bemcentinib appears relatively safe and well tolerated in combination with both LDAC 
and cytarabine 

• The ORR, seen particularly in combination with LDAC, is significantly higher than 
previously observed/historical benchmarks in single-agent cytarabine

Context
Venetoclax + LDAC (1L)1

• Efficacy: CR/CRi rates: 54%  mDOR: 8.1 months,  mOS: 10.1 months,

• Safety (TEAEs, grades >3): Febrile neutropenia, 42%, Thrombocytopenia: 38%,

1 Wei, Andrew et al. Journal of Clinical Oncology (2019). Venetoclax Combined With Low-Dose Cytarabine for Previously Untreated Patients With Acute Myeloid Leukemia: Results 
From a Phase Ib/II Study. 
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Clinical Development in AML

1. First to market : 2L in elderly relapse AML : Bemcentinib monotherapy
• No approved SOC for elderly (>75yrs) relapse AML patients, only treatment option is supportive 

palliative care
• Patient population is ca. 50% AXL +ve by BGB sAXL biomarker
• 43% ORR  with DoR 2-15mo.
• Very well tolerated, no immune suppression

Clinical development strategy:  All comer phase IIb > Interim Analysis > Registration cohort
Potential for breakthrough and accelerated approval

2. Bemcentinib + LDAC : 1L elderly AML
• Bemcentinib + LDAC appears well tolerated when compared to other LDAC combinations
• The ORR, observed in mixed line patient population is encouraging relative to other LDAC 

combinations and significantly higher than previously observed/historical benchmarks as single-agent.
• ORR of 46% was reported in an all comer AXL patient population, with mDoR exceeding that of other 

LDAC combinations, whilst still not mature.

Clinical development strategy: Expansion of current phase IIa, to confirm results.
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Non- Small Cell Lung Cancer 
(NSCLC)

NCT03184571 

A phase II study of bemcentinib (BGB324), a first-
in-class highly selective AXL inhibitor, with 
pembrolizumab in patients with advanced NSCLC: 
OS for stage I and preliminary stage II efficacy.

In collaboration with Merck & Co.
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NSCLC causes more cancer related deaths than breast, colon, pancreas and 
prostate combined

(1) Globocan 2018 (2) Garon, E.B. et al. 5-Year Long-Term Overall Survival for Patients With Advanced NSCLC Treated With Pembrolizumab: Results from 
KEYNOTE-001. 2019 ASCO Annual Meeting. 

85% of lung cancer 
are NSCLC

The largest cancer killer, most patients depend on 
drug therapy

85% of lung cancers 
are NSCLC

2.09 million new cases of lung cancer diagnosed/yr
worldwide, making up 11.6% of all cancer cases1

1.76 million lung cancer deaths/yr worldwide1

5-year survival rate is 3.5% in patients with PD-L1 <1%, 

and 12.6% in patients PD-L1 1-49%2
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Rapidly emerging SoC creates opportunities for novel effective, chemo free 
regimens

Pt chemotherapy +/- anti-PD-(L)1 Anti-PD-(L)1 
monotherapy Targeted therapy

Pt chemo Pt chemo

High PD-L1 
expression

driver 
mutations*

NSCLC evolving standard of care (SoC)

* Mutations / rearrangements with available targeted therapies such as EGFR and ALK

Large unmet medical need

1st Line
~375,000 pts

2nd & 3rd

Line
~220,000 pts 

No or low PD-L1 expression High PD-L1 
expression driver mutations*

Opportunity for 
bemcentinib

Effective and well 
tolerated 2 Line 
therapies

Deepening 1 Line 
responses, 
particularly PD-L1 
negative/low patients
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Key objectives
• Evaluate safety of the 

combination and response 
to treatment with the 
combination

• Characterise patients by 
PD-L1 and AXL status

• Evaluate efficacy of 
patients by biomarker 
status, and assess 
predictive qualities of 
biomarkers

• Assess survival measures 
in patients by biomarker 
status

Cohort A
Previously treated, unresectable 
adenocarcinoma of the lung

PD-L1 / AXL all-comers

IO naïve

Stage 1

24 patients

N = 13 pts

Bemcentinib + KEYTRUDA in Refractory NSCLC
Phase 2 Study Design

COMPLETE

RECRUITING

If ≥ 4 
PRs

Cohort B
PD-L1 / AXL all-comers

IO relapse

Stage 2

24 patients

If ≥ 1 
PRs

N = 16 pts

November 2018
Efficacy & mPFS presented: Society 
for Immunotherapy in Cancer (SITC)

ASCO 2019
Data update

Ref. BGBC008 / NCT03184571 – clinical trial collaboration with Merck & Co.

COMPLETE
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Patient Disposition, stages I & II Biomarker evaluation

Data cut off April 23’19

Received at least 1 dose of 
combination

N=46

At least 1 radiological 
assessment

n=35

Progression without 
radiological assessment

n=3

No response assessment
n=8

Screened: n = 74

Ongoing
N=16

Discontinued
N=30

15 PD
7 AE

3 death
3 Investigator decision

2 withdrawal of consent

AXL Status: n = 33
28 with at least 1 radiological 

assessment

PD-L1 Status: n = 38
29 with at least 1 radiological 

assessment
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Median Age (range) 64.5 (39-82)

ECOG at screen
0 (%) 22 (47.8%)
1 (%) 24 (52.2%)

>2 (%) 0

Sex
Female (%) 18 (39.1%)

Male (%) 28 (60.9%)

Ethnicity
Hispanic or Latino (%) 9 (19.6%)
Not Hispanic or Latino 

(%) 37 (80.4%)

Race
White (%) 43 (93.5%)
Asian (%) 2 (4.3%)
Other (%) 1 (2.2%)

Smoking status
Smoker (%) 8 (17.4%)

Ex-smoker (%) 27 (58.7%)
Never smoked (%) 10 (21.7%)

Unknown (%) 1 (2.2%)

Pack years
Median 36.5
Range 0,5-100

Patient Demographics & Disease Characteristics
Typical 2L relapse patient population, ca. 70yrs, ECOG 0&1, smokers (& -ex), non mutant.
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Antitumour activity Change in tumour size from baseline (by AXL IHC)
40% ORR & 67% Clinical benefit in AXL+ve patients, irrespective of PD-L1 status. 
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2nd Line Proof of Concept (PoC) data

z

Bemcentinib + KEYTRUDA 
ORR: 40%
CBR: 67%

Keytruda monotherapy* 
ORR: 12%

Bemcentinib + KEYTRUDA 
ORR: 15%
CBR: 54%
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* PD-L1: 0 - 49%, Garon et al (2015), response rates between 8% (PDL1 negative) and 12-16% 
(PDL1 1-49%)
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Median overall survival in stage I patients (n=24)

Median (CI 95%): 12.2 months (6.2-NR)
12-mo OS: 54.2%

Bemcentinib + Keytruda increases mOS by up to ca.45%
(Keytruda mono therapy in PD-L1 <1-49% OS 8.4mo.)5

5Leighl, Natasha B. et al.  Pembrolizumab in patients with advanced non-small-cell lung caner (KEYNOTE-001): 3-year results from an open-label, phase 1 study. Lancet Respir Med (2019). 
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Safety

• The safety profile is consistent with that 
of each individual drug

• Treatment related adverse events were 

generally mild and reversible

• Treatment related adverse events were 

considered to be less problematic than 

for other TKIs or CPI combinations used 

in NSCLC
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Conclusions
• Promising clinical activity continues to be seen overall, particularly in patients with AXL positive 

tumours, including those with weak or no PD-L1 expression
• The median overall survival has surpassed what has been shown historically in 2nd line treatment 

with PD-1 inhibitor monotherapy
• The studied population was predominantly PD-L1 negative (53%) patients who are less likely to 

benefit from pembrolizumab monotherapy treatment
• The studied population was predominantly AXL positive (58%) patients
• The combination of bemcentinib and pembrolizumab was well-tolerated.

Clinical Development in NSCLC
Step 1. 2L CPI relapse
• Emerging 1L combination of KEYTRUDA + chemotherapy has left a vacuum in 2L
• KEYTRUDA + chemotherapy - ORR 48% with mPFS of 8.8mo.
• 2L standard of care is limited to docetaxel or clinical trial
• Check point inhibitor (CPI) ‘salvage’ represents a substantial unmet medical need

Clinical strategy:  On-going cohort B IO relapse patients. 
Potential for breakthrough and accelerated approval
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Newsflow
H2, 2019

ASCO-SITC: Clinical Immuno-Oncology symposium, San Francisco
ASCO: American Society of Clinical Oncology, Chicago
WCLC: World Conference of Lung Cancer, Toronto
ESMO: European Society of Medical Oncology, Munich

August September October November DecemberJulyJuneMay

AACR: American Association for Cancer Research, Chicago
EHA: European Hematology Association, Stockholm
SITC: Society for Immunotherapy of Cancer, DC
ASH: American Society for Hematology, San Diego

April January February

ASCO
NSCLC 
Bem + 
KEYTRUDA

AML
Ben + LDAC

EHA
AML 
Bem + low
dose chemo

• Efficacy
• Biomarker 

update

WCLC
NSCLC 
Bem + 
KEYTRUDA

• Stage I & II 
efficacy

• Biomarkers

SITC
Other
Indications
Bem + 
KEYTRUDA 

• IIT 
programme

ASH
AML 
Bem + low
dose chemo

• Survival

ESMO
NSCLC
Bem + 
KEYTRUDA 
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QUESTIONS?


