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- Before 2017, high-price innovative drugs were generally absent from the National Reimbursement Drug List (NRDL) due to scarce update opportunities and
iInadequate access mechanism in China. Since 2017, the Payer (National Healthcare Security Administration, NHSA) has initiated national price negotiation for
high-price innovative drugs. This research aims to understand how the reimbursement payment standard (RPS) was formulated in China NRDL negotiation.

* This analysis includes secondary research of previous negotiation processes and results and is supplemented with primary research with national payers and
other stakeholders (KOL, pharmacologist and HEOR expert) to assess the negotiation mechanism.

* In the process of RPS formulation, pharmaceutical companies submit materials as required by the Payer and the Payer reviews the materials together with
stakeholders.

» There are six crucial factors determining the RPS: 1) clinical advantage over reference product; 2) net price after Patient Assistance Programs (PAP); 3)
negotiation price with provincial and city insurance administration, called Critical Disease Insurance (CDI) ; 4) international price reference (IPR) of 12 selected
countries and regions; 5) Cost Effectiveness Analysis (CEA), and 6) Budget Impact analysis (BIA) (Figure 1) .

Figure 1 Six crucial price Impact factors are combined to determine the final reimbursement payment standard after
negotiation
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 Among all the factors, the most important are IPR, BIA and CEA as the decision was made under budget constraint.

* BIA plays the most important role in negotiation. The payers don’'t have a definitive threshold, but budget impact over 1 billion USD Is considered as significant
Increase. Drugs with higher cost-effectiveness and lower budget impact will be prioritized to reimburse (Figure 2).

» CEA: though not officially published, ICER is required to be less than 3 times of GDP per capita (9,608 USD). However, due to insufficiency of real-world
evidence, inaccurate CEA result with doubtful third-party CEA credibllity, lack of systematic methodology and official guide and uncertain CEA evaluation
administration department, the execution and evaluation level of CEA is still under development.

* International Price Reference: 12 countries and regions including Japan, Korea, Hong Kong, Taiwan, Macau, Australia, USA, UK, Canada, Germany, France
and New Zealand. Taiwan, Korea, Japan and HK are the regions have been most frequently referred to (Figure 3). In 2019, Turkey, the country with extreme low
price and Italy have been added and Australia and New Zealand have been removed, which indicates the trend of RPS, closer to the lowest worldwide price.
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Conclusion

* The RPS is formulated by multiple stakeholders and includes review of multiple interrelated factors. Among them, HEOR plays the most significant role in RPS
formulation.




