
27.01.19 

1 

Verantwortung der Politik: 
wenn Kosten-

Nutzenbewertungen als 
Steuerungsinstrument nicht 

mehr greifen 

12. Jahrestagung der Politischen 
Kindermedizin, 9.Nov. 2018, Salzburg 

PD Dr. Claudia Wild 
HTTPS://EC.EUROPA.EU/HEALTH/EXPERT_PANEL/ABOUT_EN 

Working group: Chair: W. Ricciardi, Rapporteur: P. Pita Barros, A. Bourek, L. Lehtonen  
M. McKee, W. Brouwer, C. Wild 

 

Three objectives to be achieved 
by payment model

•  innovation “that matters”  - incentives for 
innovation, with a growing concern with areas in 
need of new products 

•  that patients have access to innovation as soon as 
possible in a safe way 

•  health systems are financially sustainable. 

Background: problems perceived

1.  Many drugs approved with marginal  effects  
2.  Many drugs approved with high prices 

(orphanisation and misuse) 
3.  Unmet need: many drugs in cancer, etc, - but 

not in areas where is is most needed 
(Antibiotics, dementia, ..) 

4.  Intransparent „unfair“ pricing 

IQWIG – added benefit
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Source: EMA-annual report 2017 
http://www.ema.europa.eu/docs/en_GB/document_library/Annual_report/2018/04/
WC500248201.pdf 
 



27.01.19 

2 

Quelle: Houlton S (2018) Orphan medicines: the high cost of hope 

Überblick der Ideen The proposed “actions” (principles)
1.  Greater price and cost transparency, including the 

acknowledgement that high prices (high costs to 
payers) may or may not have underlying high costs of 
R&D. 

2.  Use several mechanisms to promote and reward high-
value innovations (patent law and market exclusivity 
are one but not the only way of doing it) 

3.  Develop methodologies to measure the social value of 
pharmaceutical products and systematically use such 
methods (in the context of HTA) 

4.  Have an assessment of exercise of market power in 
each price negotiation  

Unbundeling: Transparency �
in Pricing

Using prizes for discoveries in announced areas followed by 
immediate-generics decision or procuring innovation are 
possibilities to be considered in areas of well-identified gaps 
 

Alternative Models of Drug 
Development

KCE (Belgium Health Care Knowledge Center): Future scenarios about drug 
development and drug pricing.  2016. 
 

Maxmen A. Busting the billion-dollar myth: how to slash the 
cost of drug development. Nature 2016; 536: 388-390 
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The proposed principles
1.  Greater price and cost transparency, including the 

acknowledgement that high prices (high costs to 
payers) may or may not have underlying high costs of 
R&D. 

2.  Use several mechanisms to promote and reward high-
value innovations (patent law and market exclusivity 
are one but not the only way of doing it) 

3.  Develop methodologies to measure the social value of 
pharmaceutical products and systematically use such 
methods (in the context of HTA) 

4.  Have an assessment of exercise of market power in 
each price negotiation  

EC – Report 
2018: Patent 
Law, Market 
Exclusivity 
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The proposed “actions” (principles)
1.  Greater price and cost transparency, including the 

acknowledgement that high prices (high costs to 
payers) may or may not have underlying high costs of 
R&D. 

2.  Use several mechanisms to promote and reward high-
value innovations (patent law and market exclusivity 
are one but not the only way of doing it) 

3.  Develop methodologies to measure the social value of 
pharmaceutical products and systematically use such 
methods (in the context of HTA) 

4.  Have an assessment of exercise of market power in 
each price negotiation  

Cost-Effectiveness vs. 
Affordability 

The proposed “actions” (principles)

1.  Greater price and cost transparency, including the 
acknowledgement that high prices (high costs to 
payers) may or may not have underlying high costs of 
R&D. 

2.  Use several mechanisms to promote and reward high-
value innovations (patent law and market exclusivity 
are one but not the only way of doing it) 

3.  Develop methodologies to measure the social value of 
pharmaceutical products and systematically use such 
methods (in the context of HTA) 

4.  Have an assessment of exercise of market power in 
each price negotiation  

Create larger markets
•  La Valletta: Malty, Cyprus, Italy, 

Spain,Slovenia, Croatia, 
Portugal 

•  FiNoSe: Finland, Norway, 
Sweden 

•  BeNeLuxA(I): Belgium, 
Netherlands, Luxembourg, 
Austria, (Ireland) 

•  Visegrad…… 
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BeNeLuxA	
Kooperation für Arzneimittelpolitik	

A 
Österreich 

5.  Set better rewards for higher therapeutic value added, 
so that innovation efforts are directed to the more 
relevant areas. 

6.  Payment systems should evolve in the direction of 
paying for acquisition of a service (treatment) and not 
of a product (pill). 

7.  Explore non-linear payment systems, including 
bundling, price-volume arrangements, differentiation 
across geographies and across indications  

8.  Create dialogue platforms involving all relevant 
stakeholders  

The proposed “actions” (principles)

Change of EMA requirements
5.  Set better rewards for higher therapeutic value added, 

so that innovation efforts are directed to the more 
relevant areas. 

6.  Payment systems should evolve in the direction of 
paying for acquisition of a service (treatment) and not 
of a product (pill). 

7.  Explore non-linear payment systems, including 
bundling, price-volume arrangements, differentiation 
across geographies and across indications  

8.  Create dialogue platforms involving all relevant 
stakeholders  

The proposed “actions” (principles)

Performance & Outcomes

Source: Taxonomy of Risk Sharing Agreements, Carlson, Sullivan et al. 2010; 
Espín, Rovira et al. 2011 
 

5.  Set better rewards for higher therapeutic value added, 
so that innovation efforts are directed to the more 
relevant areas. 

6.  Payment systems should evolve in the direction of 
paying for acquisition of a service (treatment) and not 
of a product (pill). 

7.  Explore non-linear payment systems, including 
bundling, price-volume arrangements, differentiation 
across geographies and across indications. 

8.  Create dialogue platforms involving all relevant 
stakeholders  

The proposed “actions” (principles)
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Non-linear prices

•  Price differentials across geographies and/or 
indications can be advantageous to patients and 
payers if a lower (weighted) average price results 

•  Prices reflecting economic opportunity costs 
should be pursued 

Date of download:  5/22/2018 Copyright 2018 American Medical Association. 
All Rights Reserved.

From: Value-Based Pricing for DrugsTheme and Variations

JAMA. Published online  April 30, 2018. doi:10.1001/jama.2018.4871

Comparison of Value-Based Pricing and Adjacent Concepts
Table Title:  

5.  Set better rewards for higher therapeutic value added, 
so that innovation efforts are directed to the more 
relevant areas. 

6.  Payment systems should evolve in the direction of 
paying for acquisition of a service (treatment) and not 
of a product (pill). 

7.  Explore non-linear payment systems, including 
bundling, price-volume arrangements, differentiation 
across geographies and across indications. 

8.  Create dialogue platforms involving all relevant 
stakeholders.  

The proposed “actions” (principles) Scientific Advice/ �
Early Dialogue

Source: EMA-annual report 2017 
http://www.ema.europa.eu/docs/en_GB/document_library/Annual_report/2018/04/WC500248201.pdf 

Level of Agreement for Clinical Trial 
Domains: HTA & EMA

Source: Tafuri, Pagnini et al. How aligned are the perspectives of EU regulators and 
HTA bodies? A comparative analysis of regulatory‐HTA parallel scientific advice." Br 
J Clin Pharmacol. 2016 82(4): 965–973. 
 
(blue: full agreement, red: partial agreement, green: disagreement) 
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Kernaussage

Es sind politische Lösungen (zu 
Preisbildung, Marktzulassung, 

Patentschutz, Zugang zu Medikamenten 
etc.) notwendig, wenn methodische 

Herangehensweisen (HTA) nicht mehr 
greifen. 


