Reassessment of orphan drugs after exceeding the 50 MIO. Euro

revenue threshold: Effects on added benefit and price discount
Michel RO, Lopmeier JF, Ingendoh-Tsakmakidis A, Italia N, Kulp W

Xcenda GmbH, Hannover, Germany

- Since the enactment of AMNOG in Germany in 2011, Figure 1. Flow diagram of the database search and selection Figure 4. Direction of the downgrade
pharmaceutical companies are required to provide evidence of the process for data inclusion in the analysis
additional medical benefit of newly approved drugs.
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Database with all G-BA resolutions
* The additional benefit of orphan drugs (OD) assessed by the G-BA between January 1%t, 2011 and May 1st, 2022

is already acknowledged by approval. However, if the annual costs
for the statutory health insurance (SHI) exceed 50 million euros or
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against an appropriate comparator (ACT) is mandatory. 1304
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« Due to the rising deficit in the SHI spendings and external G-BA resolutions for OD additional medical benefit to no additional medical benefit
macroeconomic effects, the German government plans to change 214 (Figure 4).
the reimbursement of drugs in Germany. This will be done
depending on the extent of the additional benefit and price relative G-BA resolutions for OD with reassessment Table 2. Reasons for the downgrade
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* The aim of this study was to analyze resolutions for ODs which 0

exceed the 50 million euros threshold and to examine the change in
the rating of the additional medical benefit after the reassessment,
the time to reassessment and change of the price discount.

" Downgraded ® Unchanged ® Upgraded
50% (n =12)
* The average time to reassessment was 52 months for drugs with a

downgraded additional medical benefit after reassessment and 41 months
for drugs without changes in the additional medical benefit (Figure 5).

« The average time to reassessment for drugs with an upgrade in the
additional medical benefit was 22 months (Figure 5).

« A database containing all assessed AMNOG dossiers published on
the G-BA website (https://www.g-ba.de) from January 1st, 2011 to

May 1st. 2022 was screened. m Downgraded mUpgraded mUnchanged = Procedure suspended Figure 6. Average discount on launch price
« All ODs that underwent a reassessment were extracted. 45% 42
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+ Information on the time to reassessment and the change in the * The majority (50 %) of reassessments resulted in a downgraded 40
extent of the additional medical benefit were retrieved. additional medical benefit (Figure 2). ° 269,
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« The change of the price discount was calculated using a database The d'St”bUtlog %f reasse_ss_rlnen;;)li/tcomde;th;t rFe_malneg unchanged 35%
for pharmacies (Lauer Taxe) which allows a comparison of the price or were upgraded were similar (21 % an o, Figure 2). o
of the OD before and after the reassessment. O  30%
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 Only one fourth of reassessments resulted in an upgraded 9
additional medical benefit. ) £,
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 There seems to be a correlation between a shorter time to
reassessment and the likelihood of receiving an upgrade in the 0%
additional medical benefit. Before reassessment After reassessment
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In general, the price discount after reassessment is higher From non-quantifiable additional ~ From minor additional medical benefit to ~-Downgraded ~-Upgraded ~-Unchanged

compared to the one after the initial assessment, except for drugs
with an upgraded additional medical benefit.

medical benefit to considerable considerable additional medical benefit

additional medical benefit  The average discount on the launch price increased from 19% to 42%

* In light of a possible lowering of the revenue threshold as trigger for for drugs with a downgrade in the additional medical benefit after
a standard assessment, companies launching drugs likely to exceed . The maijority of the ODs were upgraded from non-quantifiable reassessment and from 20% to 36% for drugs with an unchanged
this threshold should be aware of the potential impact of additional medical benefit to considerable additional medical benefit additional medical benefit (Figure 6).
reassessment. (Figure 3).  The average discount on the launch price decreased from 20% to 16%
« OD companies should seek early advice from the G-BA (including for drugs with an upgrade in the additional medical benefit. (Figure 6).
the ACT) on an appropriate study design and implement it
accordingly.
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