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Introduction: The Regulation (EU) 2021/2282 on health technology
assessment (HTAR) takes effect in January 2025 and aims to improve
and accelerate patients’ access to new health technologies. We exam-
ine HTA timelines and outcomes for new active substances (NASs)
commonly appraised in all of France, Germany, Poland, and Sweden
from 2014 to 2022, providing insights into the European landscape
before HTAR.
Methods: Public data was extracted from the HTA reports from the
corresponding health authorities from France (HAS), Germany
(IQWiG), Poland (AOTMiT), and Sweden (TLV) published
between 1 January 2014 to 31 December 2022. NASs appraised by
HTA in the four jurisdictions were referred to as common com-
pounds. Time to recommendation was calculated as EuropeanMedi-
cines Agency approval to HTA recommendation in the
corresponding country. Differences in time parameters were assessed
using the Kruskal–Wallis test. HTA recommendations were categor-
ized as positive, positive with restrictions, and negative.
Results: A total of 97 common compounds (75% chemical entities
and 25% biotechnology products) were identified (388 HTA apprais-
als). Notably, 47/97 (48%) NASs were associated with anticancer
drugs (ATC-code=L). The median (interquartile range) time to
recommendation differed by jurisdiction: 128 (113, 169) days in
Germany; 203 (151, 308) days in Sweden; France, 209 (162, 294)
days; Poland, 479 (330, 738) days (p-value <2.2e-16). In addition,
62/97 (63.9%) products received their initial HTA recommendation
in Germany, followed by 25/97 (25.8%) products in Sweden, and
10/97 (10.3%) in France. Only 7/97 (7%) of products exhibited
unanimous HTA outcomes across jurisdictions.
Conclusions: Discrepancies in the time to HTA recommendation
were identified across four prominent European jurisdictions, and
consensus in HTA outcomes was notably limited across countries,

underscoring the intricate landscape preceding the enforcement of
the HTAR. The future implementation of HTAR holds the potential
to address these disparities, fostering greater harmonization in HTA
processes and outcomes across the European healthcare landscape.
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Introduction: Defining the population, intervention, comparator,
outcomes (PICO) criteria is an essential step prior to performing a
health technology assessment (HTA), but variations exist in how this
step is performed.
Methods: A scoping review was performed to compare the processes
and guidance provided for developing the PICO criteria for the
assessment of new medicines across Australia, the UK, Canada, the
US, European Union (as a single jurisdiction), Germany, France, the
Netherlands, South Korea, and Taiwan. The websites of HTA agen-
cies in these jurisdictions were searched formethodological guidance,
and PubMed, Embase, and the HTA database were also searched for
published literature on the topic of the process or methods for
developing the PICO criteria.
Results: Two main approaches are used for developing the PICO
criteria. In the UK, US, and European Union, a separate scoping
process is used; in the remaining countries, the pharmaceutical
manufacturer defines the PICO criteria as part of developing their
dossier for submission. Guidance on PICO elements were similar in
content but highly varied in the degree of guidance provided. The
largest differences were in whether outcomes for people beyond the
treated individual were recommended to be assessed.
Conclusions:A separate scoping phase allows stakeholder input into
the criteria, which is important with the shift to incorporating more
patient input into each phase of HTA. It can come at the cost of
timeliness, so requires manufacturers to engage with the HTA sys-
tems earlier in the process.
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