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BACKGROUND L RESULTS

/The inttial EU JCA experience (January 2025) reveals\

Context: The European Union Joint Clinical Assessment (EU JCA), implemented greater evidence Scrutiny for oncology products: 60% JCAs by Cancer Type (n=10 JCAs reviewed. 9 ongoing, 1 withdrawn) 60_0/0
under Regulation (EU) 2021/2282 on Health Technology Assessment (HTA), . . 0 Orphan(rE)_ez)ignation
started in January 2025 for oncology and advanced therapy medicinal products carry orphan desugnatlon, 80% rely on RCTS’ yet 1 :
(ATMPs) (Figure 1).1-2 variability in PICO definitions and comparator selection, 80%
Why oncology: use of surrogate endpoints, single-arm trials, orphag 6designation especially in 2L orphan settings, underscores the urgent , | | | RCT(E;iz)ence
and accelerated pathways .make onco.logy prone to greater scrutiny. | need for early HTA alignment and robust evidence
What changes: centralized multi-country assessment of population, . ® s — 50%
iIntervention, comparator, and outcomes, to reduce duplication and improve planr"ng by manufacturers. N - ‘”zi’,’
consistency, increases evidence scrutiny (Figure 2).” \\ J T ) Ot G e S b s retne
o . po . . . . Figure 8. JCAs by Cancer Type Figure 9. Key findings
Significance: The new framework increases the need for early evidence planning. JCA process v 10 EU JCAs were identified by mid-December 2025 (1 withdrawn. 9 ongoing)
EMA MAA Assessor Scoping (PICO) doser. 11D dossier (Figure 8)
Submission + validation ™ appointed _ "> PICOs circulated to HTD > Sme'tte(.j to _ : : . - : :
OBJECT'VES JCA formally begins secretariat v 6(?% (n = 6) had orphan designation and 50% (n = 5) were in first-line setting
’ ArrJeRS:pti-sdeay (Figure 9).
0 Review early JCAs conducted since January 2025 for oncology products JCA report TG Accessment v Evidence was mainly from randomized controlled trials (80%) (n = 8): 20%
e Assess how oncology products are evaluated under the new JCA framework Natior?aLljlk—)l'Il'EEoedcijes » -« Witii:gggesrg&rétm -« : Itaj;ﬁ:ﬁri?;ﬁzﬁgx <« DraftrJng;edport (n = 2) used single-arm trials. (Figure 5, 9)
e Identify key themes and methodological considerations emerging ' PR v’ Comparator selection for second-line orphan products showed greater
EMA review runs in parallel. Marketing authorization decision triggers final HTACG deadline heterogeneity across assessments.

Figure 2. EU JCA process
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Figure 1. EU JCA timeline
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Figure 3. Data sources and methodology oure B Study Desian & Primary Endnainte Dictibution v' Early EU JCA experience shows that oncology evidence packages often do
igu . Study | | Y ] istributi . . . . . . . .
Publicly Available EC HTA Coordination Assessor Agency . not align easily with expectations for direct comparative evidence. (Figure 5)
. = S = e BoFS. I Map of Assessor and Co-assessor agencies . . _
Sources |dentified Group Publications Communications Se e U | v Indirect treatment comparisons and external controls are being used, but
igure /. iViap o € associated countries o € agencies . . e . . .
| =T p— their suitability across multi-country Population, Intervention, Comparator,
ORR N ° . .
Data Extracted - Regulatory & os — ; Assessor Agency Outcome (PICO) requirements remains unresolved.
& Synthesized Guidance Documents e : e
Y _ ZFS_ ) Co-Assessor Agency v' Orphan-designated and accelerated products face difficulty because
ingle-Arm GG ©
. . . : - evidence uncertainty is high at Marketing Authorization Application (MAA),
v Public registry of ongoing EU JCAs searched to December 2025 (Figure 3) T —— 8 . certainty 15 g . J . : PP ( )
o 1 2z 3 4 5 & 1 8 9 1 while JCA timelines run in parallel with EMA review. (Figure 2)
v Included oncology EU JCAs initiated from January 2025
- o | Figure 6. Product Characteristics Summary » . v Differences in assessor participation may affect future consistency across
v Extracted domains: identification, process, evidence, regulatory anchors; cross- r Denmarky @ \ assessments. (Figure 7)
checked with European Medicines Agency (EMA) and US Food and Drug : Ireland ¢ Poland .. . . .
Admini . ‘DA E; 4 . ) Cermany Implications for manufacturers: These findings reinforce the need for earlier
ministration ( ) sources (Figure 4) g Netherlands s | M . .
| | 5 elgfum comparator planning and closer regulatory-HTA alignment for future oncology
Figure 4. Extraction framework 2 Erance ' At ..
£ . ustia g F and non-oncology submissions.
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. : Clinical trial identifier(s), study design, ; ; Y 4
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