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The underlying questions differ
Clinical trial = Regulator

Efficacy (B/R) = absolute

Does it work in experimental setting

Population selected

Placebo or a selected comparator

Real world = HTA

Effectiveness (C/E) = relative

How does it work in medical practice

Patients as they come

Many alternative treatments



How to get from approval to access

Clinical evidence with 

best/high

internal validity (B/R)

The technology assessment

The Health economic decision

To pay or not to pay? 

External validity

Generated with ChatGPT/DALL-e



Modified from: Hoch JS, Dewa CS. An Introduction to Economic Evaluation: What’s in a Name? The Canadian Journal of Psychiatry. 2005;50(3):159-166. 



Modified from: Hoch JS, Dewa CS. An Introduction to Economic Evaluation: What’s in a Name? The Canadian Journal of Psychiatry. 2005;50(3):159-166. 



Modified from: Hoch JS, Dewa CS. An Introduction to Economic Evaluation: What’s in a Name? The Canadian Journal of Psychiatry. 2005;50(3):159-166. 



Choose your perspective

Public Payer 

Perspective

Third-Party Payer 

Perspective





How to get from approval to access

Scientific Uncertainty

• Development strategy

• Study design elements
• Sample size (Participants)

• Follow-up

• Endpoints
• Comparator

• .

• .

• Lack of contextualisation

• …

Modelling Uncertainty

• Modell Structure

• Assumptions on
• Population size (Patients)

• Pre/post treatments

• True clinical impact
• Comparator

• Proof of relative effectiveness

• Relevance of relative     

effectiveness

• …

Decision Uncertainty

• Population preferences

• Fairness and Equity

• Affordability / Budget constrains

• System Readiness

• Opportunity costs

• Are we doing no harm?



Where does the JCA come into the picture?

Generated with ChatGPT/DALL-e

Clinical evidence with 

best/high

internal validity (B/R)

The technology assessment

The Health economic decision

To pay or not to pay? 

External validity



Are we prepared?

NOMA has a group of dedicated assessors focusing on the different additional activities that came 

with the HTAR

https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment/joint-clinical-assessments_en



Are we prepared? Principle activities, yes

NOMA has a group of dedicated assessors focusing on the different additional activities that came 

with the HTAR

▪ NOMA has active members in all the HTAR-CG subgroups (JCA, JSC, MPG and Horizon scanning)

https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment/joint-clinical-assessments_en



Are we prepared? JCA, yes

NOMA has a group of dedicated assessors focusing on the different additional activities that came 

with the HTAR

▪ NOMA has active members in all the HTAR-CG subgroups (JCA, JSC, MPG and Horizon scanning)

▪ NOMA is taking on a first co-assessor role

▪ All JCA’s require peer review

https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment/joint-clinical-assessments_en



Are we prepared? JSC, yes

• NOMA has a group of dedicated assessors focusing on the different additional activities that came 

with the HTAR

▪ NOMA has active members in all the HTAR-CG subgroups (JCA, JSC, MPG and Horizon scanning)

▪ NOMA is taking on a first co-assessor role

▪ All JCA’s require peer review

▪ NOMA has been involved in all forms of JSC’s/parallel advices since 2016

▪ Format has changed over time



Are we prepared? In the ‘Nordics’, yes

• NOMA has a group of dedicated assessors focusing on the different additional activities that came 

with the HTAR

▪ NOMA has active members in all the HTAR-CG subgroups (JCA, JSC, MPG and Horizon scanning)

▪ NOMA is taking on a first co-assessor role

▪ All JCA’s require peer review

▪ NOMA has been involved in all forms of JSC’s/parallel advices since 2016

▪ Format has changed over time

• JNHB (formerly FINOSE)

• All member countries are represented in the HTAR-CG and subgroups (NO,SE, FI, DK and IS)

• Joined JNHB assessments can include JCAs as submission documentation (same as at national level)

https://jnhtabodies.org/
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