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INTRODUCTION

* In Germany, there are two national bodies that decide pricing and reimbursement of inpatient drugs:

1) The G-BA conducts a benefit assessment independent of price, whilst
2) InEK establishes the price and appropriate funding pathway
* This research investigated the relationship between the G-BA and InEK'’s decision-making criteria and outcomes for securing.

METHODS

* A guantitative comparison of NUB status vs. benefit assessment of inpatient drugs in the 2023 NUB list was conducted in addition to
a 60-minute qualitative interview with a German payer advisor.

RESULTS

 The G-BA and InEK operate independently and vary In their processes, decision-making criteria, and outcomes.

» Manufacturers must successfully utilize both pathways to secure optimal reimbursement and uptake of inpatient drugs.
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The G-BA and InEK'’s decision-making do not overlap except if the negotiated
price based on the HTA is lower than the price related to NUB; the lowest price
will then be applied across the two processes

Discrepancies in NUB vs. HTA outcomes (2018 — 2023)
77.7% of drugs received NUB 1, 22.3% received NUB 2, 68.9%

received an added benefit and 31.1% received no added benefit.
However, 56.3% of drugs with no added benefit still received NUB
1 status, whilst 20% of drugs with added benefit received NUB 2.
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CONCLUSIONS

» Access to high-cost inpatient drugs in Germany Is complicated by the contrasting decision-making methodologies and criteria employed
by G-BA and InEK. To achieve inpatient reimbursement outside of the current DRG scheme, manufacturers must meet InEK’s criteria,
justify their drug’s cost-differential, and ensure all hospitals apply annually with an identical application text in well-written German.

Abbreviations: ATMP: advanced therapeutic medicinal product; DRG: diagnostic-related group; G-BA: Federal Joint Committee (Gemeinsame Bundesausschuss); HTA: health technology assessment; InEK: Institute for the Hospital Remuneration
System (Institut flr das Entgeltsystem im Krankenhaus); MA: marketing authourisation; NUB: New Examination and Treatment Methods (Neue Untersuchungs- und Behandlungsmethoden); QoL: quality of life; S.D.: standard deviation.
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