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When evidence meets real-world limitations

• In pricing & reimbursement we rely on scientific evidence, technical expertise and (ideally) 

good-quality data 

Yet, evidence frequently meets real-world limitations such as…

…What are some of the real-world limitations of evidence that you come across in your daily 

work? 



When evidence meets real-world limitations

In pricing & reimbursement we rely on scientific evidence, technical expertise and (ideally) good-quality data 

Yet, evidence frequently meets real-world limitations such as…

➢ Uncertainty

➢ Unexpected crises, knowledge not yet available 

➢ Lengthy timelines for assessment of evidence 

➢ Unexpected or unpopular results

➢ Difficulty of communicating complex information to policymakers/public

➢ Unfavourable policy/political environment

➢ Role of the media

➢ Financial constraints

➢ Judicialization of decisions

➢ Public opinion 

➢ Misinterpretation or misrepresentation

➢ Mistrust of experts and science 

This is what you are up against! 

Not just scientific limitations!



When evidence meets real-world limitations



When (non-)evidence meets real-world limitations

“Nikolausurteil” Germany (Federal Constitutional Court 06.12.2005, Az.: 1 BvR
347/98)

• Reimbursement of costs for a therapy treating Duchenne muscular dystrophy

• Doctors treated a young patient with high-frequency vibration therapy +
homeopathic drugs + other “conventional” drugs → patient responded well to the
treatment

• Sickness insurance fund rejected reimbursement on the grounds that there was
insufficient evidence for the effectiveness of the treatment method

• Federal Constitutional Court ruled in favour of the applicant (the patient): Right to
life and duty of care under “Sozialstaatsprinzip” (Welfare state principle)

• The payer (in this case the social health insurance fund) has to consider funding
the treatment: “...if there is a not entirely remote prospect of a cure or a
noticeable positive effect on the course of the disease” (limitation: only for life-
threatening diseases)



Example – England (2017)

• Campaign against the closure of the A&E facilities and maternity 

wards in a local hospital in Southeast London (Lewisham) 

• Department of Health argued that this would create efficiency 

savings and higher quality care in more specialised hospitals in 

neighbouring London boroughs 

• Campaign received national, not just local support

• Appeals court rules in favour of the „Save Lewisham Hospital“ 

campaign

Example – Austria (2023/2024)

• Opposition against the establishment of a Federal Appraisal Board 

for highly-specialised, high-priced medicines → E.g. an ‘attack’ on 

cancer patient care

When evidence meets real-world expectations



Evidence-based policymaking: Why is it so difficult?

Distinction between evidence-based policymaking and evidence-based decision-
making?

Rationales for evidence-based policymaking

• Decision-making more rational = better?
• De-politicisation of difficult decisions → Delegation of governmental decisions to 

others, e.g. quasi-governmental scientific or other bodies
• Basing decisions on ‘what works’, seeking input from experts
• More support from the public

Risks

• Politicisation of evidence (example US and British intervention in Iraq in 2003)
• Manipulation of evidence; selective use for political purposes
• Intransparency: Interests, groups and money behind the evidence?



Evidence-based policymaking: 
Why is it so difficult?

According to Weiss et al. (2008) there are: 

• Shortcomings on the research side (too much or too
little evidence; not conclusive; not addressing the right
questions; too complex; too slow) → Scientific uncertainty

• Shortcomings on the policymaking side (not interested;
opportunistic; goals not ideologically aligned)

• Insufficient links between policymakers, researchers,
professional associations and bureaucrats → Different
frames and understandings of problems lead to
complicated (mis)communication



Evidence-based decision-making: Why is it so difficult?

Many institutions such as HTA organisations were established as 
institutions to whom certain (difficult) policy decisions (which 
medicines to pay for?) were delegated → Evidence-based decision-
making enshrined in institutions

− Institution with a direct decision-making mandate

− Institution with mandate to make recommendations / input into 
the decision-making process (i.e. other people or organisations 
make the final decisions) 

How and why is this distinction relevant when it comes to de-
funding scenarios?



Evidence-based decision-making: Why is it so difficult?

Challenges for institutions in pricing and reimbursement 

The “cost or clinically effective but unaffordable” challenge

→ Even when evidence is favourable, a medicine might not be reimbursed, or access might be restricted 

due to funding challenges 

The “Don‘t take anything away from patients” challenge (“Not-out-of-my-backyard”)

→ Even when evidence is favourable, it is difficult to stop funding a treatment or medicine because 

patients, doctors and others do not like change

Can lead to implicit or arbitrary forms of rationing or access restrictions, 

which can have negative consequences on health equity 



Reflections

• (Scientific) evidence alone is rarely enough to convince the public, patients or 

policymakers that something should be de-funded

• Evidence is always contextualised (Science & Technology studies show that evidence is 

rarely ‘neutral’ but involved value judgements with regard to methods, hierarchies of 

evidence etc.)

• De-funding should not happen arbitrarily, but be based on transparent decision-

making processes and consider the ethics of setting priorities in health (effects on 

different patient populations, socio-economic groups, regional spread of the effects etc.) 

− More or better patient and public involvement/participation

− Open and honest societal conversation about priorities in healthcare

− More or better cross-national and regional cooperation such as EU-HTA regulation (Joint Clinical 

Assessments) 



Reflections

Questions

• Do we need to adapt our understanding of evidence in light of challenges?

• How do we communicate the need and evidence for stopping something? 

• How do we build (institutional) resilience and expertise to deal with opposition?

• How do we build capacity to build alliances for necessary changes or tough decisions? 

How can the PPRI network help you navigate these challenges? 
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