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Regulatory-HTA interface

RN domi
% N % Utrecht University Pharm.agoep|dem|ology
N and Clinical Pharmacology



Reg-HTA interface

« Evidence generation

« Evaluation criteria

« Evaluations - processes
« Evaluations - content
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Evidence generation
Parallel consultation

MA HTA

POST-LICENSING/LAUNCH
EVALUATION Appraisal

PRE-SUBMISSION

Early PLEG Scientific Advice Peri Decision-Making PLEG Late PLEG advice (parallel
(parallel consultation procedures possible) advice consultation procedures possible)

Pivotal trial ‘

EMA National EMA  EUnetHTA National
EUnetHTA EMA National NCA/HTA NCA/HTA
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Evaluation criteria
Unmet medical need

Alternative
Treatments

Number available
Number accessible
Remaining morbidity

Individual
unmet
medical
need

Benefits over alternatives
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Societal
unmet
medical

need

Incidence
Prevalence
Orphan designation

Patient Population

Disease
Severity

Vreman et al. ViH 2019
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Evaluations - processes
Information sharing
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Evaluations - content
Significant benefit vs relative effectiveness
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Comparator

Intervention

Patient population

Evidence used

Drugs with
differences on two
domains (N = 2)

Drugs with differences on
one domain (N = 10)

Drug Discovery Today
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Conclusions
Many initiatives ongoing (many more than presented here)

EMA-EUnetHTA work plan 2017-2021

Key success factors
Early / continuous involvement

 Information sharing / dialogue

 Scientific insights
Mutual understanding

- An efficient and coordinated drug lifecycle
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Thank you

R.AVreman@uu.nl
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