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Joint Clinical Assessments — Facts and numbers

>

What is a JCA & what is it not!
= Jointly produced by 2 MS, clinical part only
= Parallel timeline to MAA, yet separate procedure
= Relative effectiveness & relative safety &
uncertainties
"= No conclusions on added value

27 initiated JCA* since the start of the HTAR
= 5 published; 4 discontinued
= 1 withdrawn from EMA and 3 incompliant
dossiers
= 18 ongoing JCA
=  Also Orphan Designations (about half)

16 different MS took assessor and co-assessor roles
= 19 different HTA bodies!

79 experts selected in total for JCA
= 46 % clinical expert, 43% patients, 11% carers

* date: 15-10-2026

Should lead to quicker
patiént access, if industry
also submits timely
nationally

Timely
publication
JCA

Transparency

Public dossier & public JCA

Pooling of expertise,
harmonizing methods on
EU level




Introduction | Methods | Results | Discussion

EU HTA Regulation: what has changed?

EU National <2025

Clinical appIiI:abIe ((gﬂi‘:;I Pricing &
{ imb t
assessment CEA Iegal, etc.) reimbursemen

Regulatory EU Regulato;y Review
(EMA)

HTA

EU National

>2025

EU Regulatory Review >2025: oncology + ATMPs
Regulatory >2026: high risk MDs + IVDs

>2028: orphans

. . . >2030: all EMA
HTA 1x EU Joint Clinical Clinical I‘If b Oﬂ"erl Pricing and 030:a approved MPs
Assessment appraisal applicable (B, reimbursement
CEA legal, etc.)

“due consideration”
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Introduction

JCA scoping

« PICO questions define JCA scope and evidence needs
« Initial PICOs drafted by assessor/co-assessor
« Member States provide feedback; PICOs consolidated into final scope

Start PICO scoping Submission Drafting JCA Final JCA
JCA phase dossier
Sli=,
i - P I C o
100 1= mp [
[ e i Outcome
nl l- population Intervention Comparator measures
‘:—.-g > Sub- (endpoints)
L1 AN
population(s)
27 Member States #PICOs
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From policy question to PICO

MS with the possibility of :
limited reimbursement for :
specific patient populations |

MS with reimbursement
for full claimed indication

MS with
limited |
MS with wide availability of :
1 availability of new new

i drugs

27 Member
states (MS)
with various
health care
systems

MS with decisions based on
clinical added value

MS with decisions based on :
cost-effectiveness analyses |

HTA CG

Subgroup Joint Clinical Assessment

Population

Comparator

PICO(s)

Outcomes




Methods

Methods

I m Data collection Data analysis

+ Builds on Hogervorst et al. Extract endpoints
(2025)4 — Extract HTA p & cOmparators —
» Oncology medicines (EMA PO (=16 from HTA reports
approval 2011-2022)
* 6 HTA agencies: L
. , Descriptive
> NL(ZIN) _— Standardized —_ POOl e”dpo'F‘ts analyses
> UK (NICE) extraction guide Into categories (Excel/RStudio)
» DE (G-BA)
» FR (HAS) ,
> IE (NCPE Extract EPARs Extract primary
( ) =P and publications P trial endpoints &
» DK(DMQ) of pivotal trials comparators
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Introduction | Methods | Results | Discussion

Results - study cohort

« n=20 medicines; n=28 indications (MA 2011-2022)
« 150 HTA assessments

ZIN 28
NICE 28
G-BA 28

HAS 28
1.1 1} v 2

2011 2015 2016 2017 2018 2019 2020 2021 2022 Diis 22

O = NN W M U1 OO0 NN 0 O
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Introduction | Methods | Results | Discussion

Results Endpoints - Effectiveness endpoints (grouped)

Effectiveness endpoints (grouped) in HTA assessments

« Median 7 endpoints per HTA assessment Endpoint ZIN NICE G-BA HAS NCPE DMC

* NICE includes most (median 14), ZIN fewest 0S m
mecian 4 s OE - B

 Majority of endpoints (56%) included by only time-to-event (other) 1 7 M 9 8

one agency response-related 6 1
« Effectiveness: OS dominates HRQoL 8 8 7
0 1 4 1

« Use of other endpoints varies more other

Total no. assessments 28 28 23 28 21 22
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Introduction | Methods | Results | Discussion

Prima ry endpoint|s) ZIM G-BA  HAS NICE MNCPE DMC
Results Endpoints - trial vs. HTA e
o5
Primary endpoint(s) trial assessed by HTA? EE
05

. 05; PFS
Yes (81%) Partially (5%) No (14%) o5
ORR

EFS
RF%
0s; PFS
) . . . ORR: DOR
« Primary endpoint(s) were included in 81% of ORR: DOR

HTA assessments; partially or fully omitted in os
PFS

the rest PFS
PF&

« Correspondence highest for OS; lower for EF;PFS
other endpoints (e.g. PFS, ORR) P
* G-BA most divergent (driven by PFS rejection) E:Zi
P

Primary endpoint{s) included in HTA assessment?
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HRQoL & safety endpoints excluded for this analysis
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