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FALCON Symposium
Making real-world evidence count in oncology
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Agenda and speakers

Speakers

Asieh Golozar
OHDSI & Nemesis Health, USA

Christian Reich
OHDSI & Nemesis Health, USA

Kimmo Porkka
University of Helsinki & HUS, Finland

Annelies Verbiest
UZA & OHDSI Belgium, Belgium

Miriam Koopman
UMC Utrecht & ESMO, Netherlands

Peter De Jaeger
AZ Delta & FHIN, Belgium

Nick Marly
Cabinet of Frank Vandenbroucke, 
Belgium

Henar Hevia
Johnson & Johnson Innovative 
Medicine, Spain

Leana Bellanca
AstraZeneca, United Kingdom

Elad Sharon
Dana-Farber Cancer Institute, USA

Christof Vulsteke
AZ Maria Middelares & University of 
Antwerp, Belgium

Liesbet M. Peeters
Hasselt University & OHSDI Belgium

Time Session Speakers

12:15 Registration & welcome coffee

13:00 Oncology today Annelies Verbiest

13:20 ESMO roadmap 2030 Miriam Koopman

13:35
How are we using cancer data today — and where 
do they fall short?

Panel: P. De Jaeger, N. Marly, E. Sharon, 
H. Hevia, L. Bellanca, M. Koopman

Moderators: L. M. Peeters, C. Reich

15:15 Coffee break

15:45
Why real-world evidence does not work in cancer and 
what must change

Christian Reich

16:00
FALCON: a global high-quality cancer evidence 
network

Asieh Golozar

16:15
FALCON-Lung: lessons from the largest mNSCLC real-
world study to date

Kimmo Porkka

16:30 Bladder cancer: revolution, hope and blind spots Christof Vulsteke

16:45
FALCON-Bladder: pioneering a new way to generate 
guideline-relevant RWE

Asieh Golozar

17:05 Meet the FALCON data partners

17:15 Closing remarks & network drink
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Who was in the room?

Fields of expertise

Informatics 34%

Medicine/Oncology 30%

Epidemiology/Biostatistics 20%

Others 17%

Affiliations
Healthcare 30%

Medtech 25%

Academy 17%

Pharma 16%

Policy 7%

Cancer registry 5%

Charity 1%

5

77 attendees



Panel Discussion Themes

• Speed of RWE generation: does it matter and why

• Minimal datasets: aren’t we using full data

• Data Partners: what’s in it for them and can they be incentivized to make data available

• AI: does it need quality data in OMOP, or can embedding do the semantics

• AI: will make it us obsolete if we are successful
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FALCON Bladder
Studyathon

Three hands-on days on the FALCON Bladder 
protocol

29 September – 1 October 2026
Dunden, Antwerp, Belgium
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59 participants, in person and online



A patient has advanced bladder cancer.

How are treatment decisions made?
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RCT

RCT
RCT

RCT

RCT

RCT

RCT

Abstraction

A Guideline is Constructed from RCTs

Why not from RW?
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Providers know the Guideline and Treat Accordingly.

Are we sure?
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What Value can RWE bring?

RCT
RCT

RCT

RCT

RCT

Abstraction

RWE should be 
used for 
feedback

RCT

RCT

11

RWE 
should be 

used as 
input



12



Guidelinathon
Metastatic Bladder Cancer
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Each decision point is 
a phenotype

Enfortumab vedotin - 
pembrolizumab

Pembrolizumab
Atezolizumab

Cisplatin eligible?

Gemcitabine – cisplatin*
Nivolumab - gemcitabine - cisplatin
MVAC
DDMVAC with growth factor support 
With/without Avelumab maintenance

NoYes

NoYes

NoYes

Gemcitabine - carboplatin, 
avelumab maintenance
Gemcitabine - paclitaxel

Yes

Carboplatin eligible?

NoYes

Best supportive care

Stage IVb bladder cancer

Previously treated?

No Yes

PD-L1 eligible?

>12 moths from pre-operative 
treatment

Yes

?

No

Combination therapy eligible?

Enfortumab eligible?

No

Metastatic Bladder Cancer  1st LoT Recap
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Cohort 1:  All patients

• Enfortumab vedotin - 

pembrolizumab
• Pembrolizumab

• Atezolizumab

Cisplatin eligible?

• Gemcitabine – cisplatin*

• Nivolumab - gemcitabine - cisplatin
• MVAC
• DDMVAC with growth factor support* 

• With/without Avelumab maintenance

NoYes

NoYes

NoYes

• Gemcitabine - carboplatin, 

avelumab maintenance
• Gemcitabine - paclitaxel

Yes

Carboplatin eligible?

NoYes

• Best supportive care

Stage IVb bladder cancer

Previously treated?

No Yes

PD-L1 eligible?

>12 moths from pre-operative 

treatmentYes

• ?

No

Combination therapy eligible?

Enfortumab eligible?

No
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Cohorts 2a-e:  Patients eligible for 
treatment

Cisplatin eligible?

Carboplatin eligible?

Stage IVb bladder cancer

Previously treated?

PD-L1 eligible?

>12 moths from pre-operative 
treatmentCombination therapy eligible?

Enfortumab eligible?

• Diabetes controlled
• Peripheral neuropathy (grade ≦2)
• No pre-existing significant skin disorders

• Performance status <2 
• eGFR >30mL/min
• Adequate organ function 

(comorbidity grade<2)

• Performance status <2
• eGFR >50 mL/min
• Peripheral neuropathy (grade <2)
• Hearing loss (grade <2)
• NYHA class <III

• Performance status 2
• GFR 30–60 mL/min
• Not fulfilling other cisplatin eligibility criteria 

• Primary malignancy with urothelial 
histology in the bladder

• Metastasis to remote organ

• CPS of ≥ 10 using Dako 22C33 OR 
positivity of ≥ 5% tumour-
infiltrating immune cells using 
Ventana SP142.
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Previously treated?

Enfortumab vedotin - 
pembrolizumab

Pembrolizumab

Atezolizumab

Cisplatin eligible?

Gemcitabine – cisplatin*

Nivolumab - gemcitabine - cisplatin
MVAC
DDMVAC with growth factor support* 

With/without Avelumab maintenance

NoYes

NoYes

NoYes

Gemcitabine - carboplatin, 

avelumab maintenance
Gemcitabine - paclitaxel

Yes

Carboplatin eligible?

NoYes

Best supportive care

No Yes

PD-L1 eligible?

>12 moths from pre-operative 

treatmentYes

?

No

Combination therapy eligible?

Enfortumab eligible?

No

Stage IVb bladder cancer
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Cohort 3a:  Patients enfortumab eligible 
and treated



Enfortumab vedotin - 
pembrolizumab
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Cohorts 3b-e:  Patients eligible and treated 

Pembrolizumab
Atezolizumab

Cisplatin eligible?

NoYes

No

NoYes

Yes

Carboplatin eligible?

NoYes

Best supportive care

Stage IVb bladder cancer

Previously treated?

No Yes

PD-L1 eligible?

>12 moths from pre-operative 
treatment

Yes

?

No

Combination therapy eligible?

Enfortumab eligible?

No

Gemcitabine – cisplatin*
Nivolumab - gemcitabine - cisplatin
MVAC
DDMVAC with growth factor support 
With/without Avelumab maintenance

Gemcitabine - carboplatin, 
avelumab maintenance
Gemcitabine - paclitaxel



Cisplatin eligible?

NoYes

NoYes

NoYes

Yes

Carboplatin eligible?

NoYes

Stage IVb bladder cancer

Previously treated?

No Yes

PD-L1 eligible?

>12 moths from pre-operative 

treatmentYes

No

Combination therapy eligible?

Enfortumab eligible?

No
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Cohorts 4a-e:  Patients treated w/o 
eligibility

Enfortumab vedotin - 
pembrolizumab

Pembrolizumab
Atezolizumab

Best supportive care ?
Gemcitabine – cisplatin*
Nivolumab - gemcitabine - cisplatin
MVAC
DDMVAC with growth factor support 
With/without Avelumab maintenance

Gemcitabine - carboplatin, 
avelumab maintenance
Gemcitabine - paclitaxel



Cohorts 5: Patients with indicated HemOnc treatments

Any treatment not in 
Guideline but in HemOnc

Stage IVb Bladder Cancer
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Cohorts 6:  Patients with any HemOnc treatments
Stage IVb Bladder Cancer

Any HemOnc treatment
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A. Relevance B. Adherence C. Generalizability

What proportion of the mBC population

is eligible at each decision point?

Among eligible patients, did they receive

the recommended treatment?
How do real-world eligible/treated patients

compare with trial populations?

Cohort 1

All mBC

Cohort 2
Treatment eligible

(2a–e)

% eligible
among all mBC

Cohort 3
Eligible and 

treated
as recommended

(3a–e)

Cohort 4
Treated with 

guideline-
recommende

d regimens
(4a–e)

Adherent
received 

recommended
treatment

Eligible but not treated
as recommended

Treated but not 
recommended

Among eligible patients (Cohort 2), treatment 

received:

Cohort 4

EAU Recommended
treatment

(4a–e)

Cohort 5
HemOnc 

recommended 
regimens

(6a–e)

Cohort 6

Any regimens
(6a–e)

Treatment distribution among eligible patients

Trial population
Real-world 
population

Eligible patients
and patients treated

as recommended

Compare baseline characteristics and outcomes
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• The first large-scale 
federated oncology RWE 
network

• +50 data partners 

• 19 countries

• 194,904,822 lives 

2318P FALCON: A novel high-quality cancer network for RWE, Golozar, A. et al. Annals of Oncology, Volume 36, S1273 23



A Build the network

Move from fragmented single-center studies to 
federated, multi-site evidence generation at 
scale

B Build Research Questions from Guidelines

Identify and standardize oncology related 
details required for reliable evidence

C Connect the silos

Aggregate patient data from the silos inside an 
organization and take care of most of the 
fragmentation

D Fix the quality

Systematically assess, clean, and validate data 
through structured diagnostics

Dealing with Cancer Complexity Fixing the Data

Preconditions to Oncology Network Research
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FALCON-Bladder Data Partner Status
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Progress from Last Year
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100 200 300 400 5000

patients420

Site 1, Tertiary EHR 20
578

Falcon Bladder Network

Previously treated?

Enfortumab vedotin - 
pembrolizumab

Yes

Yes

No

Combination therapy eligible?

Enfortumab eligible?

Stage IVb bladder cancer



Results
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The clinical narratives and the real-world

28



Real-World Data may not be what You Expect

Detection of metastasis

Diagnosis

Diagnosis

Treatment

Treatment

Expected narrative

Real World
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OncoDiagnostics checks for these

First to second diagnosis

Closest antineoplastic drug to first 
metastasis

Procedure drug onlyMetastasis before first diagnosis

First to second metastasis

OncoDiagnostics

30

https://bladder.falcon-network.org/diagnostics/


31

Caution with excluding other primaries



Theme 1. How does the difference between the clinical narrative and real-world practice 
impact phenotyping?
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Enfortumab vedotin - 
pembrolizumab

Yes

Yes

Stage IVb bladder cancer

Previously treated?

No

Combination therapy eligible?

Enfortumab eligible?

Treatment Guideline Recommends to 
Consider First
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Eligibility for Treatment Decision Stage IVb bladder cancer

Previously treated?

Combination therapy eligible?

Enfortumab eligible?

• (HbA1c<6% OR (HbA1c7-8% AND (NO 
Polyuria OR NO Polydipsia))  AND 
Peripheral neuropathy grade<2 AND NO 
Pre-existing significant skin disorders

• ECOG 0-2 AND GFR>=30 ml/min AND ANC≥1500/µL AND 
PLT≥100,000/µL AND (Hb ≥9.0 g/dL OR Hb≥5.6 mmol/L) AND 
(Cr ≤1.5× ULN OR measured/cal Cr ≥30 mL/min for participant 
with creatinine levels >1.5× institutional ULN) AND (TBil≤1.5× 
ULN OR DBil≤ULN for subjects with TBil >1.5 OR TBil≤3× ULN for 
subjects with Gilbert’s disease) AND (AST≤2.5 × ULN OR AST≤5 × 
ULN for subjects with liver metastases) AND (ALT≤2.5 OR ALT≤5 
× ULN for subjects with liver metastases) AND (INR≤1.5 × ULN 
unless subject is receiving anticoagulant therapy as long as PT or 
aPTT is within therapeutic range of intended use of 
anticoagulation OR PT≤1.5 × ULN unless subject is receiving 
anticoagulant therapy as long as PT or aPTT is within therapeutic 
range of intended use of anticoagulation) AND aPTT≤1.5 × ULN 
unless subject is receiving anticoagulant therapy as long as PT or 
aPTT is within therapeutic range of intended use of 
anticoagulation

• Metastatic urothelial cancer: Bladder 
Cancer AND metastasis • NO Previous 

antineoplastic/immunotherapy within 
a year prior 

Enfortumab vedotin - 
pembrolizumab • Enfortumab vedotin – pembrolizumab 

administration
34



All Patients Cohort Stage IVb bladder cancer

• Metastatic urothelial cancer: Bladder 
Cancer AND metastasis 

14904

6244

2724

758

544

452

304

291

258

204

197

177

164

146

143

108

90
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Eligibility for any Chemo Stage IVb bladder cancer

Previously treated?

Combination therapy eligible?

• ECOG 0-2 AND GFR≥30 ml/min AND ANC≥1500/µL AND 
PLT≥100,000/µL AND (Hb ≥9.0 g/dL OR Hb≥5.6 mmol/L) AND 
(Cr≤1.5× ULN OR measured/cal Cr ≥30 mL/min for participant 
with creatinine levels >1.5× institutional ULN) AND (TBil≤1.5× 
ULN OR DBil≤ULN for subjects with TBil >1.5 OR TBil≤3× ULN for 
subjects with Gilbert’s disease) AND (AST≤2.5 × ULN OR AST≤5 × 
ULN for subjects with liver metastases) AND (ALT≤2.5 OR ALT≤5 
× ULN for subjects with liver metastases) AND (INR≤1.5 × ULN 
unless subject is receiving anticoagulant therapy as long as PT or 
aPTT is within therapeutic range of intended use of 
anticoagulation OR PT≤1.5 × ULN unless subject is receiving 
anticoagulant therapy as long as PT or aPTT is within therapeutic 
range of intended use of anticoagulation) AND aPTT≤1.5 × ULN 
unless subject is receiving anticoagulant therapy as long as PT or 
aPTT is within therapeutic range of intended use of 
anticoagulation

• Metastatic urothelial cancer: Bladder 
Cancer AND metastasis • NO Previous 

antineoplastic/immunotherapy within 
a year prior 

ECOG: Only available in five sites, ECOG 0-2 ranges between 7.6% to 70.3%.

Most sites fail the first criterion.   
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Eligibility Lab Tests

• ECOG 0-2 AND GFR≥30 ml/min AND ANC≥1500/µL AND 
PLT≥100,000/µL AND (Hb ≥9.0 g/dL OR Hb≥5.6 mmol/L) AND 
(Cr≤1.5× ULN OR measured/cal Cr ≥30 mL/min for participant 
with creatinine levels >1.5× institutional ULN) AND (TBil≤1.5× 
ULN OR DBil≤ULN for subjects with TBil >1.5 OR TBil≤3× ULN for 
subjects with Gilbert’s disease) AND (AST≤2.5 × ULN OR AST≤5 × 
ULN for subjects with liver metastases) AND (ALT≤2.5 OR ALT≤5 
× ULN for subjects with liver metastases) AND (INR≤1.5 × ULN 
unless subject is receiving anticoagulant therapy as long as PT or 
aPTT is within therapeutic range of intended use of 
anticoagulation OR PT≤1.5 × ULN unless subject is receiving 
anticoagulant therapy as long as PT or aPTT is within therapeutic 
range of intended use of anticoagulation) AND aPTT≤1.5 × ULN 
unless subject is receiving anticoagulant therapy as long as PT or 
aPTT is within therapeutic range of intended use of 
anticoagulation

• Metastatic urothelial cancer: Bladder 
Cancer AND metastasis • NO Previous 

antineoplastic/immunotherapy within 
a year prior 

37

Stage IVb bladder cancer

Previously treated?

Combination therapy eligible?



• Metastatic urothelial cancer: Bladder 
Cancer AND metastasis • NO Previous 

antineoplastic/immunotherapy within 
a year prior 

Eligibility Lab Tests – example site

0.2% of mBC patients or ~0.15 
patient eligible for combination 

therapy

• Not all laboratory tests are available at every site
• When available, fewer than 1% of patients are 

expected to meet all laboratory criteria for 
combination therapy eligibility.

38

Stage IVb bladder cancer

Previously treated?

Combination therapy eligible?



• Theme 2. Some criteria derived from clinical trials do not translate into routine practice 
or RWD. Can comorbidity information substitute for some of the eligibility criteria that 
cannot be measured?
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Cohorts 4, 5 and 6:  Treated Patients

This is what the Guideline 
recommends to consider 
first

40

Enfortumab vedotin - 
pembrolizumab

Pembrolizumab
Atezolizumab

Gemcitabine – cisplatin*
Nivolumab - gemcitabine - cisplatin
MVAC
DDMVAC with growth factor support 
With/without Avelumab maintenance

Gemcitabine - carboplatin, 
avelumab maintenance
Gemcitabine - paclitaxel

Best supportive care ?
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Cohorts 4a:  Patients treated with Enfortumab 
vedotin + pembrolizumab

Enfortumab vedotin - 
pembrolizumab
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EV + P: approval and reimbursement timelines across FALCON-
Bladder countries
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Theme 3. Patients are not getting the treatment in contrast to what the guideline says. 
Why? 

Theme 4. What if no eligibility testing is in the data? Do we assume eligibility, particularly if 
they received treatment?
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Lessons Learned to be a Coordinating Center

Data Partner issues

• It is possible to completely work out issues with 

Package Execution

• Code documentation highly useful for Data 

Partners

• C more robust and executable than Python for 

complex packages like ARTEMIS

• Execution of CohortDiagnostics NOT popular

44

Central issues

• Quality issues MUST be addressed, and 

data readiness needs to be achieved 

• 1:1 meeting with Data Partners

• Protocol development as a hackathon

• Visualization of Data Partner outputs to 

facilitate result aggregation 

• Maximal transparency and review cadence 

with issues



Results Sneak Peek
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What is Next? 

Prostate

Male 
Breast

Multiple 
Myeloma

Falcon 
Lung

Falcon 
Bladder

Melanoma
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