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Consortium of cancer centers & technology companies

Project duration: 1.12.2022 – 30.11.2026, 7 M€ total budget
HORIZON-HLTH-2022-TOOL-11-02: New methods for the effective use of real-world data 
and/or synthetic data in regulatory decision-making and/or in health technology assessment



ONCOVALUE will 

A. enable and guide cancer hospitals to collect, harmonize and analyze high quality RWD 
in real-time 

How  to organize and maintain data collection as part of standard clinical routines?
How to harmonize hospital data sources (clinical, quality-of-life and costs data) to enable 
federated analytics?

B. empower and train regulatory and HTA-bodies to adopt RWD-driven methodologies in 
their decision-making on cost-effectiveness of novel cancer therapies. 

Real-life clinical use cases on targeted therapies for breast cancer and non-small-cell lung cancer
Pilot studies on feasibility, data quality, and federated data access tools
Educational content

C. develop and test next generation AI-based tools supporting the effective use of 
unstructured data

Text analytics to extract and structure clinical information (oncologist's evaluation of treatment 
response and adverse events) from free text.
Detection and analysis of response to treatment (disease progression vs. clinical benefit) from CT 
scans of the metastatic target lesions.
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Work packages (WP)
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Use case / HUS 

EMA 4/2022: Pembrolizumab in combination with chemotherapy as 
neoadjuvant treatment, and then continued as monotherapy as adjuvant 
treatment after surgery, is indicated for the treatment of adults with locally 
advanced, or early stage triple negative breast cancer (TNBC) at high risk 
of recurrence.

In Finland at HUS 12/2022



Use case / HUS 

Pembrolizumab in the neoadjuvant and adjuvant treatment of Triple-
Negative Breast Cancer

1. Schmid P. et al New England Journal of Medicine 2020
patient and tumor characteristics
pCR (pathologic complete response)
safety (adverse events)

2. Schmid P. et al New England Journal of Medicine 2022
event free survival

3. Not yet published
overall survival



2020



2020

patient characteristics
age

menopause status

ECOG status



 Patients n=58
age

median age 50.5 (range 20 - 78)
<65 years n=46 (79%)

menopausal  status
premenopausal n= 26 (45%)
postmenopausal n= 29 (50%)
NA n= 3(5%)

ECOG status
0 n=23 (35%)
1 n=1 (3%)
NA n=34 (59%) 

patient characteristics  



2020

tumor characteristics
PDL-1 status

Primary tumor at baseline

Nodal involvement

HER2 status score



T at baseline
T0 n=2 (3%)
T1-T2 n=48 (83%)
T3-T4  n=6 (10%)
NA n=3 (4%)

Nodal involvement
Positive n=28 (48%)
Negative n=28  (48%)
NA n=2 (3%)

HER-2 status score
0-1+  n=44 (76%)
2+   n=7 (12%)
NA n=7 (12%)

tumor characteristics  



ONCOVALUE: No toxic deaths

n=13 pts interrupted the treatment due
to adverse events

IO-adverse events  n=11 (hepatitis, 
hypo/hyperthyreoidism, myocarditis, 
adrenal insufficiency, skin reaction)
Neutropenic sepsis n=1
Renal failure n=1

safety 



QoL at baseline compared to ~6 moths (the timepoint nearest to the 6 monts
between 4 and 8 months). N=12 patients. Average index change -0.03 index points.

quality of life 

1

0.6

0.8



Use case / HUS 

at 3 years 85% vs 77% of the pts event-free

2022



Use case / HUS 

event-free survival 
event-free n=52 out of 58 (90%) after the
median follow-up (13.1 months) of the present
Oncovalue analysis

in the future % event free at 1, 2, 3 years

overall survival 
alive n=54 out of 58 (93%) after the median 
follow-up (13.1 months) of the present
Oncovalue analysis

in the future % alive at 1,2 3 years



Use case / technical solutions for data 

Pembrolizumab in the Neoadjuvant and Adjuvant Treatment of Triple-
Negative Breast Cancer

The data extraction logic was built in the HUS Datalake by HUS data 
analysts

Clinicians and medical students have supported by consulting and 
validating the data

Main data sources

EPIC EMR: Diagnosis, demographics, medications, procedures, QALYs, 
patient texts 

My+ pathology system: Pathological data

Multilab: Labs



Identification of the non-responders vs. 
best responders 

Clinical and tumor biologic characterisation of the non-responders 
vs. best responders

Continuous collection of bio-banking specimens by informing all 
new patients by a study nurse on the possibility to give the 
Helsinki bio-banking sample after consent. 

Capabilities for automated collection of structured real world 
clinical data is being built in the whole breast cancer patient path

The concept will be copied to other tumor types as well



www.oncovalue.org

https://www.linkedin.com/company/oncovalue/

Thank you!

http://www.oncovalue.org/
https://www.linkedin.com/company/oncovalue/
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