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Content presentation

Divergence in HTA
• Background
• Process
• Examples

Convergence in HTA
• Regional vs European

One more thing….
• What about regulation & HTA?



27 Member States – 27 Pharma Systems

˗ Single licensing system

˗ Single EU legislation

˗ Well defined and agreed 
assessment criteria 

˗ 27 different HTA and 
Pricing&Reimbursement 
systems

˗ National legislations

˗ Different methodologies 
and assessment criteria
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Regulatory and HTA processes for pharmaceuticals

4

HTA



Different HTA systems across Europe

Allen N. Health Policy 2013 

M: the regulatory, HTA and coverage body functions are
performed by separate agencies.
S: the regulatory and HTA functions are performed by a single
agency and the coverage body functions are independent.
P: the HTA and coverage body functions are performed by a
single agency with the regulatory function performed
independently.
F: the regulatory, HTA and coverage body functions are all
performed within a single agency.
E: no HTA is performed within the national regulatory to
reimbursement system.

C: the therapeutic value is assessed prior to independent
appraisal.
I: the therapeutic value assessment is conducted within the
same agency as Economic evaluation but the appraisal is
performed independently, usually by health professionals rather
than civil servants.
A: the therapeutic value assessment, economic evaluation and
appraisal are performed within the same agency.
X: the appraisal is conducted using information from an external
HTA report or by considering the coverage decisions of reference
countries.
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HTA versus REA

Health technology assessment (HTA) is a multidisciplinary process that 
summarises information about the medical, social, economic and ethical issues 
related to the use of a health technology in a systematic, transparent, unbiased, 
robust manner. Its aim is to inform the formulation of safe, effective, health 
policies that are patient focused and seek to achieve best value.

Relative effectiveness [assessment] (REA) can be defined as the extent to which 
an intervention does more good than harm compared to one or more 
intervention alternatives for achieving the desired results when provided under 
the usual circumstances of health care practice.
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Recommendation per medicine per country
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Convergence of HTA in Europe
geographical perspective & scale

Geographical perspective
• Between a few countries (BeneluxA)

• Benelux, Austria and Ireland

• European (EUnetHTA)

Scale
• Full Monty, working together on ED, HS, joint HTA 

&PLEG and even pricing (BeneluxA)
• Partly, ED, joint REA & PLEG (EUnetHTA)



EUnetHTA (EC funded) 
historical timeline

2006 2016                     2021

EUnetHTA 
Collaboration

EUnetHTA
Project Joint Action 1 Joint Action 2 Joint Action 3

Inception Putting into
practice

Strengthening
practical 

application

Turning pilots
into standard
practice

EUnetHTA21

Final stage to
EU regulation
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EUnetHTA



Pharmacoepidemiology
and Clinical Pharmacology

EUnetHTA Joint REA Pharma

Project ID Title Authoring team

PTJA01
11/2017

Midostaurin for Acute Myeloid Leukaemia (AML) Finland, Norway
Sweden, Netherlands, France, Spain, Germany

PTJA02
10/2017

Regorafenib for hepatocellular carcinoma (HCC) France, Portugal
Croatia, Switzerland, Finland, Austria, Hungary, Spain

PTJA03
01/2018

Alectinib for ALK+ advanced NSCLC Sweden, Austria, Croatia
UK, Italy, Spain, Hungary

PTJA04
06/2019

Sotagliflozin for Type 1 Diabetes Mellitus Sweden, Netherlands, Ireland
Spain, Switzerland, Latvia, Portugal, Poland

PTJA05 Enasidenib for relapsed or refractory AML Norway, Spain 
France, Italy, Switzerland, Scotland, Malta

PTJA06 Polatuzumab vedotin for relapsed/refractory diffuse 
large B-cell lymphoma (DLBCL)

Germany, France
Czech Republic, Finland, Sweden, Portugal

PTJA07
10/2019

Ustekinumab for moderately to severely active 
ulcerative colitis (UC)

Croatia, Poland, Sweden 
Italy, Hungary, Spain, Switzerland

PTJA08 Siponimod for secondary progressive multiple 
sclerosis (SPMS)

Portugal, Ireland
Italy, Netherlands, Spain

PTJA09 Brolucizumab for neovascular (wet) age-related 
macular degeneration (AMD)

Finland, Spain 
France, Poland, Italy, Austria

PTJA10 Crizanlizumab for Sickle Cell Disease (SCD) Netherlands, Spain
France, UK, Slovenia 

PTJA11 Cefiderocol for gram-negative infections Italy, Norway
France, Germany, Spain

PTJA12 Glasdegib for for the treatment of newly diagnosed de 
novo or secondary acute myeloid leukaemia (AML)

Austria, Ireland
Portugal, Switzerland, France

PTJA13 Establishing assessment team
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The European Parliament and 
Council reached on Tuesday (22 
June) a provisional agreement on 
the health technology assessment 
(HTA), in a move to help member 
states take more “timely and 
evidence-based decisions on 
patient access” to their healthcare 
systems.
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One more thing….

What about regulators & HTA?

• Convergence vs alignment & process efficiency

• May be more understanding in content leading to alignment

• Better alignment of processes will lead to more efficiency
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Conclusions

• National HTA processes are different due to the diverse organisation of 
health care systems

• May explain divergence in HTA recommendations 
• HTA collaboration on different levels (regional vs European) may 

achieve convergence
• The EU regulation on HTA will promote the use of joint REA reports that 

will be used on the Member State level
• On regional level even collaboration on access & pricing is possible
• At the same time convergence/alignment between regulators & HTA is 

in progress


