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PragmaTIL: TIL therapy across academic hospitals

First EU trial where each hospital makes its own TIL product under one shared protocol

5 ACADEMIC TIL PRODUCERS ADVANCED CANCERS - n =40
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VHIO (coordinator) - Barcelona, Spain
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s N Melanoma
Netherlands Cancer Institute - Netherlands
~ / One shared
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Herlev Hospital / CCIT-DK - Denmark prOtOCOI > Non-small cell lung cancer
> < One multicentre trial, protocol
approved by EMA
Karolinska University Hospital - Sweden o y
> ~ Cervical cancer
Sheba Medical Center - Israel
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12 40 May 2025

partners in 6 countries patients: melanoma, NSCLC, cervical first patient treated (VHIO)

Funded by the European Union - Horizon Europe - Grant agreement No. 101104684 - pragmatil.eu -
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Trial design: TIL therapy, two IL-2 strategies

After lymphodepletion, patients are randomised to standard high-dose IL-2 or ANV419

4 N ™\ N
Arm A - Standard
Patients TIL production TIL infusion + high-dose IL-2
Advanced Tumour resected; Randomisation el e
melanoma, NSCLC 7| eachcentre Two IL-2 strategies Preparative regimen
or cervical cancer manufactures its own 9 before TIL infusion Arm B - Experimental
40 patients TIL product o]
TIL infusion + ANV4600 a modified
IL-2 designed for lower toxicity
- J J Y,
-
Compared across arms: toxicity - efficacy - patient-reported outcomes
\_
For patients For health systems For regulators
Less toxicity with preserved efficacy; outcomes Health technology assessment and a return-on- A replicable model for academic multicentre
chosen with patients investment plan ATMP trials

Funded by the European Union - Horizon Europe - Grant agreement No. 101104684 - pragmatil.eu -
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#prime-rose #horizoneu  #missioncancer - grotea Y e eepean nion DRUP-like clinical trials:

Core set of common endpoints,
Aligned inclusion & exclusion
criteria, similar statistical models,
data sharing agreements allowing -
data aggregation to build evidence

PRIME-ROSE

Combining Expertise Across
Borders to Promote Precision
Cancer Medicine in Europe

(Precision Cancer Medicine
Repurposing System Using Pragmatic Clinical Prof. Kjetil Taskén,
Trials) is a Horizon Europe Mission on Cancer Oslo University Hospital
project with 28 partners from altogether 19
European countries. Moreover, PRIME-ROSE is
part of the Cancer Mission cluster of projects Dr. Live Fagereng,
on Diagnosis and Treatment. Oslo University Hospital

DRUP The Netherlands

==k ProTarget Denmark Recruiting
IMPRESS Norway Recruiting
L ISR | s e i FINPROVE Finland Recruiting
-28 artners, 19 Euro n n: k=3 A | e i
countries, €6.0M budget - e DETERMINE Recruiting
T , MEGAMOST | France Recruitin
Cohort monitoring in Prime-Rose: _ 9
MOSTplus France Recruiting
MegaLIT Sweden Ended
FOCUSE Sweden Open
Table: Total numbers by inclusion shared during monthly meetings (as of end August 2026).
25 Cohorts expanded to stage |l (8-23 pts) through sharing of data from all the open ESTOPRET Estonia m
trials; 1 Cohort closed at stage | (8 pts); 5 Cohorts filled at stage Il (>24 pts).
These 6 cohorts now undergoing analysis based on data from all the trials. Two first UZ Brussel Belgium Open

expansion cohorts in PRIME-ROSE started (going -> 91 and 44 pts).
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#MissionCancer




Closing remarks

Marco Marsella




EUROPEAN UNION

Thank youl!

5 years Cancer Mission:
Stronger Through Connection

BRUSSELS
29 SEPTEMBER - 01 OCTOBER




	Panel 4
	Slide 25: Understanding cancer and importance of data exchange part 4: data-driven tools for precision oncology  
	Slide 26
	Slide 27: PragmaTIL: TIL therapy across academic hospitals
	Slide 28: Trial design: TIL therapy, two IL-2 strategies
	Slide 29: Understanding cancer and importance of data exchange part 4: data-driven tools for precision oncology  
	Slide 30
	Slide 31: PRIME-ROSE  Kjetil Taskén Oslo University Hospital
	Slide 32: Understanding cancer and importance of data exchange part 4: data-driven tools for precision oncology  
	Slide 33: Understanding cancer and importance of data exchange part 4: data-driven tools for precision oncology
	Slide 34
	Slide 35: Closing remarks
	Slide 36:   Thank you!


