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Health Technology Assessment
(HTA) in Europe

e systematic evaluation and assessment of the properties and effects of
a health technology to enable evidence-based decision making to
ensure cost-effectiveness (,,value for money*) in medicine

« Diverse HTA agencies — Impact of the assessment on the decision
making differs

EUnetHTA:

* network of government appointed organisations and a large number
of relevant regional agencies and non-for-profit’érganisations that
produce or contribute to HTA in Europe
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EUnetHTA today

 EUnetHTA collaboration has grown to 80+ organisations from 30
countries

« Work packages address better harmonization of scientific advice and
benefit assessment

« Collaboration with EMA: Work plan activities include “Address the
specific needs for paediatric medicines”

[ ]
[ ]
Work Package 4 | Work Package 5
Joint Production Evidence
Generation
> Joint
Assessment
Lead: |- Lead: I I — E 2
HIEn
NIPHNO HAS
- —— Co-lead: wim | Co-lead: NI 1 11
LBI —— GBA
ZIN

eunethta European network for Health Technology Assessment | JA3 2016-2020 | www.eunethta.eu


https://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwip8eOwt8jNAhVBCZoKHasvDTYQjRwIBw&url=https://wiki.hattrick.org/wiki/Espa%C3%B1a&bvm=bv.125596728,d.bGs&psig=AFQjCNEh9eg2UK9e2CvACqKkkSqc3EEx3A&ust=1467124653382360
https://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiV1fePuMjNAhXhJ5oKHQ2uBCcQjRwIBw&url=https://en.wikipedia.org/wiki/File:Flag_of_Sweden.svg&psig=AFQjCNFDmp8W_RkDASVQO1p9PdF2zz3KPw&ust=1467124853488317
http://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjSp9DxuMjNAhXjDpoKHdADBTYQjRwIBw&url=http://flaglane.com/download/norwegian-flag/&bvm=bv.125596728,d.bGs&psig=AFQjCNExoiCBUaEfq5cM4Kppa39aNHAR-A&ust=1467125032345745
http://www.crwflags.com/fotw/images/a/at_govt.gif
https://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjx4p2zucjNAhXrFJoKHYfmBTIQjRwIBw&url=https://nl.wikipedia.org/wiki/Vlag_van_Nederland&psig=AFQjCNGiO7bcMcZE4oZIyeumbfS3oJIvbA&ust=1467125195826555
http://www.google.nl/url?sa=i&rct=j&q=&source=imgres&cd=&cad=rja&uact=8&ved=0ahUKEwiL_Lf8ucjNAhWEHpoKHSdIAA8QjRwIBw&url=https://nl.wikipedia.org/wiki/Vlag_van_Frankrijk&psig=AFQjCNFAGM7EAHMVNgdBo9mdhqUGdLR0jg&ust=1467125350856430
https://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjisbiVusjNAhWjE5oKHZ93Dh0QjRwIBw&url=https://en.wikipedia.org/wiki/Flag_of_Germany&psig=AFQjCNGBA7yJF6xVzNO-mJ8EwBOyV9k7xw&ust=1467125402187452
https://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjisbiVusjNAhWjE5oKHZ93Dh0QjRwIBw&url=https://en.wikipedia.org/wiki/Flag_of_Germany&psig=AFQjCNGBA7yJF6xVzNO-mJ8EwBOyV9k7xw&ust=1467125402187452
http://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiy2eqNu8jNAhVGSZoKHTUADkUQjRwIBw&url=http://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&ved=0ahUKEwjT24yEu8jNAhVBDJoKHaJzDQ8QjRwIBw&url=http://www.mapsofworld.com/flags/belgium-flag.html&bvm=bv.125596728,d.bGs&psig=AFQjCNHWTxr7TvIPwJv5MT2n99upY7z4_w&ust=1467125633586210&bvm=bv.125596728,d.bGs&psig=AFQjCNHWTxr7TvIPwJv5MT2n99upY7z4_w&ust=1467125633586210
http://www.google.nl/url?sa=i&rct=j&q=&source=imgres&cd=&cad=rja&uact=8&ved=0ahUKEwiwgMCOvMjNAhVQSZoKHQA4BNgQjRwIBw&url=https://nl.wikipedia.org/wiki/Vlag_van_het_Verenigd_Koninkrijk&psig=AFQjCNEkE9Rdyoja-snWOwje8ovLI1jP_w&ust=1467125925518524
http://www.google.nl/url?sa=i&rct=j&q=&source=imgres&cd=&cad=rja&uact=8&ved=0ahUKEwjmnaejvMjNAhXDFywKHYtiBygQjRwIBw&url=https://nl.wikipedia.org/wiki/Vlag_van_Itali%C3%AB&psig=AFQjCNHyjvgbR55OuI4n-P2eflwUaYrqlQ&ust=1467125969165402
https://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjx4p2zucjNAhXrFJoKHYfmBTIQjRwIBw&url=https://nl.wikipedia.org/wiki/Vlag_van_Nederland&psig=AFQjCNGiO7bcMcZE4oZIyeumbfS3oJIvbA&ust=1467125195826555

Assessment of paediatric medicines:

« Very limited experience

* In general no specific criteria or incentives for the benefit
assessment of paediatric medicines

* Only 10% of new medicinal products for benefit assessment were
also or only approved for children and /or adolescents (50% were
orphan drugs)

« Additional benefit granted only in less than 25%
« PUMA medicine falls under scope of benefit assessment

eunethta European network for Health Technology Assessment | JA3 2016-2020 | www.eunethta.eu


https://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjisbiVusjNAhWjE5oKHZ93Dh0QjRwIBw&url=https://en.wikipedia.org/wiki/Flag_of_Germany&psig=AFQjCNGBA7yJF6xVzNO-mJ8EwBOyV9k7xw&ust=1467125402187452

Challenges for benefit assessement

1. Currently pediatric medicines are predominantly assessed equally
to adult medicines by HTA bodies

2. Benefit assessment is per se a comparative approach

» Collection of comparative data on patient-relevant endpoints (e.g.
mortality, disease symptoms, quality of life, safety) is also important
for paediatric studies
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Suggestions for the future

In general:

 Define common minimum evidence needs for benefit assessment by
European HTA bodies

o Strengthen EMA-EUnetHTA collaboration and understanding of the

respective evidence needs in order to allow developers to generate
evidence able to address both regulatory and HTA information needs

Specifically:
* Increase awareness of the specificities and possible limitations of
evidence generation in pediatric medicines among HTA bodies

« Define requirements for and increase the use of evidence transfer
(extrapolation) for benefit assessment of paediatric medicines

» Example Germany: new law addresses evidence transfer for PUMA
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Thank you

Any Questions?
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