Position paper

European Benefit Assessment: Creating
Synergies – Harnessing Opportunities
With the new EU HTA Regulation, the benefit assessment of new therapies is
regulated for the first time at the European level. The assessment will take
place in parallel with the European regulatory approval process. The objectives are to accelerate the patient access to new therapies, reduce duplication of work, and to harmonize the clinical assessments. Cooperation at EU
level can strengthen Europe as a pharmaceutical industry location. It is now
important to implement EU HTA as a predictable, workable, and coordinated
framework to create the greatest common value and to maintain the rapid
patient access to new therapies in Germany.
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Coordinating European methods
Method guidelines should be designed such that
the resulting clinical assessments can be used by
member states and require only few re-assessments. To achieve this, a uniform European best
practice model on method guidance should be developed based on EUnetHTA experience to facilitate consensus in assessments. Methods should
be harmonized as much as possible and should

