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Disclaimer: legal terms rephrased for this presentation



Figure 1.2. Dimensions of access relative to the lifecycle of a medicine
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Note: HTA he; sLhnology assessment. Dimensions of access cannot be considered mutually exclusive.
Source: A
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HTA = Health Technology Assessment



European Public Assessment Report
Regulatory procedure

Benefit/Risk

Absolute therapeutic value

+ quality of the medicine

Health Technology Report (HTA)
Reimbursement procedure

Therapeutic value as compared to alternatives

Relative therapeutic value

+ added therapeutic value or not

+ place in medical practice

+ budget impact & cost-effectiveness




Until yesterday ...
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History Joint HTA work

eunethta
2010 - 2021

HTA = Health Technology Assessment



European agencies discuss
relative effectiveness

The European Medicines Agency (EMA) is
collaborating with the European network for
Health Technology Assessment (EUnetHTA)

to determine how it can contribute to
assessments of relative effectiveness.
MATURE REVIEWS

% 2000 Macmillan Publishers Limited. All rights reserved

2010 - 2021

HEADLINE NEWS

New EU HTA guideline tackles thorny issue of comparators

8 | July 13th 2012 twitker¥® Linked[ff]. scripintelligence.com @ Informa UK Ltd 2012




International Journal of Technology Assessment in Health Care, 30:5 (2014), 521-529.
" @© Combridge University Press 2015
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PILOTING INTERNATIONAL PRODUCTION
OF RAPID RELATIVE EFFECTIVENESS

ASSESSMENTS OF PHARMACEUTICALS
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< 2021 legal start European HTA
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22.12.2021 Official Journal of the European Union L 458/1

(Legislative acts)

REGULATIONS

REGULATION (EU) 2021[2282 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 15 December 2021

on health technology assessment and amending Directive 2011/24/EU

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,
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From 2024 on

MEMBER STATE COORDINATION GROUP ON HTA

Joint clinical Joint scientific Identification

assessments consultations of emerging
(JCA) health
technologies

Methodology

+
>

Input for annual work
programme

Guidance
documents

MP = Medicinal Products | MD = Medical Devices
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EU HTA Coordination Group
& subgroups pharmaceuticals

Society of Technology
o 0 ccessment in Health Ci

Francis Arickx Lisa Vervueren Marc Van de Casteele Joél Daems Katrien De Rue Britt Bekkers

CG CG SG JCA SG JCA SG JSC SG EHT
Consortium Consortium SG JSC SG EHT
Comitology

CG: Coordination Group; Consortium = Brussels Centre for Collaboration in Health; SG EHT: Subgroup Emerging Health

Technologies; SG JCA: Subgroup Joint Clinical Assessment; SG JSC: Subgroup Joint Scientific Consultation 12
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 HTA

2025

C G ‘ MEMBER STATE COORDINATION GROUP

ON HEALTH TECHNOLOGY ASSESSMENT

Medicinal products are subject to JCA according to the following timeline:

from 12 January 2025 onwards: medicinal products for which the applicant
declares that the application contains a new active substance for which the
therapeutic indication is the treatment of cancer and medicinal products which
are regulated as advanced therapy medicinal products (ATMP),

from 13 January 2028 onwards: medicinal products which are designated
orphan medicinal products,

from 13 January 2030 onwards: the remaining medicinal products not
previously included.




IN PARALLEL
WITH EMA

Health European European JCA Subgroup External Experts HTA Coordination Timeline
Technology Medicines Agency Commission (Medicinal Products Group
Developer configuration)

6-7 mo before

v

Identfy Assessor and

dertify patert. cincal
and other experts, ¢
check thasr avadabity

specity

efise for

experts

------------------------- Start of JCA process e I IO I

¥ WAEo! Day 1 valid
sand iz vakd, no MAA

> Stant JCA-WP

AL pre-defined and Co-assessor 4

Wf Stegs in the Assess COl of
reguiatory patfway identfied experts

bt expents

Y —

- _ v —F
PICC

Pro
rformation for draft
PICO, if necegsary Assess COl of the

u?;& Subgroup

nde input on draft

—» Comment draft FICO

- it

Valdate consolidated Day 120 LeQ

v
orsolidate oreht FICO

Request the submis=ion ‘
___of HTD dossier within a <
deadine
45 days before
CHMP opinion

—p Conduct complete

......................... Draft JCA report I__..-____-____-__-_-__-_-_______-_-__-

and appeopriateness check
|

>ﬁ Draft JCA report
- I — ot dra
mment draft JCA report IGA repon
v
'" Prepare revised JCA
report
v
ce the Validate revised JCA Day of EC Imp
2= * repont Decision
+HUP opirion B
MAlvariation
---------------------- [ Endorsement in the HTACG }‘
r > A report 30 days after EC
Impl. Dec
_______________________________ Procedural review by the EC
Compliant report
—

publish on the public HTA
IT platform website
Non-compliant report
request areview bythe o
HTACG

10 working days
after JCA report




<

INAMI-RIZIV M

Q JCA process in parallel with EMA

406 days Standard procedure
277 days Accelerated procedure
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Scoping before submission dossier (JCA)

P Patient population

| Intervention
C Comparator
(@) Outcome
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Once the European report (JCA) is finished ....
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2025 EUROPEAN HTA
MEDICINES

Whatwill be inthe EU HTA-report ?

“description of the relative effects observed

for the health outcomes analysed,

Including numerical results and confidence intervals,

And an analysis of scientific uncertainty and

strengths and limitations of the evidence, e.g. internal and external validity.”
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Once the European report (JCA) is finished ....
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2025 EUROPEAN HTA
MEDICINES

What’s NOT inthe EU report ?

“any value judgement,

ranking of health outcomes,
conclusions on overall benefit or
clinical added value,

any position on the target population
in which the medicine should be used,
or any positionon

the place the medicine should have in
the therapeutic, diagnostic or
preventive strategy”.
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European Public Assessment Report
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“It remains to be seen to
what extent the
individual HTA bodies
take the JCA into
account. In particular, it
will be difficult to agree
on what is the
(appropriate)
comparative therapy”

© 2024 Fellowship of Postgraduate Medicine. Published by Elsevier Ltd.
Health Policy and Technology 2024;13

Brinkhuis et al

European Access Academy’s multistakeholder survey

22
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“It remains to be seen to
what extent the
individual HTA bodies
take the JCA into
account. In particular, it
will be difficult to agree
on what is the
(appropriate)
comparative therapy”

Reactions 2024

“Still it is unelear, how
member states will
leverage/respect the
JCA report. Additional
local requirements may

result in delays and
bureaucracy [...]"

© 2024 Fellowship of Postgraduate Medicine. Published by Elsevier Ltd.

Health Policy and
Brinkhuis et al

Technology 2024;13

European Access Academy’s multistakeholder survey
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“It remains to be seen to
what extent the
individual HTA bodies
take the JCA into
account. In particular, it
will be difficult to agree
on what is the
(appropriate)
comparative therapy”

Reactions 2024

“Still it is unelear, how
member states will
leverage/respect the
JCA report. Additional
local requirements may

result in delays and
bureaucracy [...]"

© 2024 Fellowship of Postgraduate Medicine. Published by Elsevier Ltd.

Health Policy and
Brinkhuis et al

Technology 2024;13

European Access Academy’s multistakeholder survey

Timeli.r;es are also

quite tight and require
a well-organized team
that know exactly
what to do in each
step”.

24
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Will the establishment of EU HTA facilitate /
accelerate national appraisal decision making?

100.0%
90.0%
80.0%
70.0%
60.0%
N yes
50.0% ¥ rather yes

rather no
®no

30.0%

20.0%
10.0%
w N

facilitate accelerate

Journal of Market Access and Health Policy
Julian et al
European Access Academy’s multistakeholder survey

25
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m British Journal of Clinical _—-V

Pharmacology

' The impact of parallel regulatory-health
l‘ technology assessment scientific advice on

cllnlcal development. Assessing the uptake of
: regulatory and health technology assessment
recommendations
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Joint Scientific Consultations, from 2025 on

Before phase Il study
3 periods/year
Joint HTA advice £+ EMA CHMP scientific advice

JSC process 70 days + amended briefing pack 30 days

JOINT SCIENTIFIC CONSULTATION KEY PARTNERS

HTA Coordination
Group (HTACG)

Approves the JSC
outcome document

Health Technology '
Developer (HTD)

Submits requests
for JSC

JSC Subgroup
(JSC SG)

Conducts the JSC

JSC key
European European

Medicine Agency P artn ers Commission

Involved in JSC if
conducted in parallel
with scientific
advice

Manages
information
flow

Stakeholder

Individual Experts

Organisations
(patients, clinical (Patient and
experts, etc.) - healthcare professional

Provide input into the organisations, etc)

JSC process

Provide input into
the JSC process

© European Union, 2024

HTA Secretariat

28



Conclusion

Joint HTA has started
Long history track
Shift from national assessment -> crossborder assessment

Competent Pricing and Reimbursement authorities remain national




