European Benefit Assessment
We Get You Ready for Joint Clinical Assessments (JCAS)

3-4 years
<4p

EMA
Application

Early Dialogue

Preparation for European and
national HTA processes

Joint Scientific Consultation:
National (early) consultation - EMA
scientific advice

AMS

6-12 months

JCA Dossier
Submission

45 days before
CHMP opinion

Joint Clinical Assessment

European HTA process on the
basis of the predefined PICOs

JCA submission dossier preparation
- Fact check

b4

3 months

EC Decision
Granting MA

National Benefit Assessment

HTA process for benefit assessment
according to national law
Submission dossier preparation -

Written statements- Oral hearing
participation and support

https://www.ams-europe.com

>12 months

National
Benefit
Assessments

National
Price
Negotiations

Pricing & Reimbursement

Negotiations on the basis of
national benefit assessment
Negotiation strategy - Simulation
training - Participation during
negotiations


https://www.ams-europe.com/en/

