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SUMMARY
2 w”
s OBJECTIVES FINDINGS
= To analyse timelines in health technology - Desktop research using primary (e.g., HTA body - The average duration from submission to
assessment (HTA) of orphan drugs across European websites/reports) and secondary sources (e.g., news reimbursement decision was 193 days
countries. articles, scientific journal articles) was used to gather '
= To analyse the degree of involvement from the evidence to estimate the average time from " Germany had the longest HTA process of the
Market Authorisation Holder (MAH) in orphan drug submission to a decision being made. countries studied, and Spain had the shortest.
HTAs across European countries. = The analysis included ten countries: Belgium, * Belgium, England, Germany, Ireland, and Scotland
England, France, Ireland, Italy, Germany, the required the most actions from the MAH.
Netherlands, Scotland, Spain, and Switzerland. = The Netherlands and Switzerland required the least

Involvement from the MAH.

Figure 3. Comparison of timelines and actions throughout
European orphan drug HTA processes

BACKGROUND & AIMS RESULTS

= Across Europe there is heterogeneity in the HTA = [nformation on pre-submission activities was available
process. for four countries: Belgium, England, Ireland, and Pre-submission Post-Submission I Action required
= This variation adds another layer of complexity to the Scotland.
already complex process of rolling out an orphan = The average duration of the HTA process from Belgium 1 —
drug. submission to reimbursement decision of the selected England | | | I
= This research aimed to evaluate the variation in HTA countries is 193 days (excluding pre-submission France L
processes for orphan drugs in Europe, with two main activities). Germany I | |
objectives: = Germany has the longest HTA process overall (441 relonc | N
= To analyse the timelines of orphan drug HTA days) (Figure 1). This can be largely attributed to price Italy L1
processes across Europe negotiations, which can take up to 270 days after a Netherlands | !
= To analyse the degree of involvement from MAHs primary decisio_n on the cIi_nich dqta IS made (up to Scotland .
in these HTA processes 171 days after initial submission) if no agreement Is Spain L1
made in initial negotiations with GKV-SV. Switzerland | |

= The country with the shortest HTA process is Spain
(90 days), although in practice the Spanish process
can take up to 120 days.
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Table 1. Reimbursement timeframe and number of |
actions by country = Belgium, England, Germany, Ireland, and Scotland

_ required the most actions from the MAH, with each
METHODS Country Time from Number of country requiring five actions (including pre-
submissionto |actions from submission activities) (Figure 3).

= The Netherlands and Switzerland required the least
Involvement from the MAH, with only two actions

decision (days) |MAH required

= Secondary research was conducted in January 2023. . .
(including pre-

= Reported timelines for orphan drug HTA processes

submission)

were investigated, as well as the extent of Relgium 180 - required each (Figure 3).
Involvement from the MAH throughout each process. J
* Involvement from the MAH was termed an ‘action’. England 256 O CONCLUSIONS
» The analysis included 10 countries: Belgium, England,  France 180 3 | — —
France, Ireland, Italy, Germany, the Netherlands, Germany 441 5 = This research highlights the large variations in HTA
Scotland, Spain, and Switzerland. processes and timelines for orphan drugs across
! ! Ireland 202 5 . . .
= Direct evidence from HTA body websites and reports tal 100 3 Europe, emphasising the importance of a streamlined
was used throughout the research alongside Y market access launch plan.
secondary evidence from reviews, journal articles, and ~ Netherlands 238 2 = Holistic awareness of HTA processes across Europe
expert knowledge. Scotland 210 5 allows for adequate allocation of resources throughout
. the market access launch process and can help
Spain 90 3 . . - .
_ ensure that patients get timely access to medicines in
Switzerland 190 2

the rare disease space.

Figure 1. Germany HTA process timeline
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