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OBJECTIVE  The approval rates of oral FDCs remained low in 2022 and 2023, at 4.50% and

3.17% of all included varieties respectively.

 To explore the factors influencing the success of listing the National

Reimbursement Drug List (NRDL) and price determination of formulation
innovation drugs. I Figure 2-2. Negotiation result of FDCs from 2019 to 2023
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A literature review was conducted on academic sources from PubMed, CNKI| and SR
official government documents to identify relevant studies. >.05% o W%
* Interviews were conducted with experts who had NRDL experience in the past > 299%

two years.

* (Quantitative analysis of the NRDL's success rate and price reductions were
performed using official data and price information published by the medical
insurance authorities, focusing on the price determining factors of fixed dose
combinations (FDCs).
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National Negotiations Process and Results

* The process of NRDL adjustment has become increasingly comprehensive based * In 2023, the efficacy, safety, innovation and equity of the products were the four
on the foundation of the previous years. key dimensions in assessing product value.

 The degree of clinical value and substitutability compared to the products NRDL
I Figure 1. NRDL process overview in 2023 listed were critical factors in determining whether a product could pass the
shortlisting stage.

Preparation NHSA publishes working plans and application guidelines  Based on the results of the four-dimensional scoring and four-quadrant

assessment from the comprehensive evaluation, the key price determination of

App'ication Manufactures submit the application materials FDCs was the lowest price among the reference drug price, international
reference price, or bidding procurement price.
Formality review NHSA announces the eligible products list that passed the formality review for the next stage

Comprehensive and clinical review:

Shortlisting stage * Experts evaluate products through Four-dimension Scoring and Four-Quadrant Assessment”
* Determine comparator and WTP threshold for later assessment Four-dimension Scoring Four-Quadrant Assessment
Clinical Value (Evaluated by clinical experts and pharmacists)
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Submit materials Manufactures submit negotiation/bidding materials bstituti
substitutions
Envel Pri . . A Feonomie T quivalence nferiority
nvelope Frice Experts calculate the envelope price through BIA model, CEA model, etc.

Measurement

I Figure 3. The four-dimension scoring and four-quadrant assessment

Pre-negotiation NHSA organizes face-to-face communication for experts and manufactures to communicate Score will determine whether the product is eligible Outcome of four-quadrant will affect the WTP value adopted in later CEA
about the envelope price for the shortlist for the next round of negotiation. assessment.
Negotiation/Bidding 32;/22 fjsgotlatlon/blddmg between experts and manufactures based on the payment PriC in g Tre n ds Of FD CS

* (Case studies indicated that if one component of an FDC was on the Volume-
based Procurement (VBP) list, the reimbursement standard was typically based
on the sum of the VBP prices, averaging 58.52% lower than pre-NRDL
negotiation prices.

Result Announcement New NRDL are implemented on March 1st, Next Year

NHSA = China established the National Healthcare Security Administration
*Including clinical experts, HE and BIA experts and pharmacists.
" HE and BIA experts calculate the envelope price of the same products independently.

*  From 2019 to 2023, the success rate of NRDL negotiation has steadily increased, I Figure 4. Pricing trends of oral FDCs in NRDL negotiations from 2022 to 2023
averaging 77.08%, with rates around 80% in both 2022 and 2023. The average
reduction in negotiated prices compared to launch prices was 58.97%, with
reductions consistently around 60% since 2021.
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I Figure 2-1. Result of NRDL negotiation from 2019 to 2023
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“VBP: At least one component of the FDC has been included in the VBP list.

CONCLUSIONS

015 020 091 5097 5093 * The NRDL evaluation process is continuously improving. For products with
et e e L s Number of successfully negotiated drugs innovative dosage forms, the reimbursement standard tends to be relatively low
-e-Negotiation success rate (%) ==Average price decreaserate (%) in a highly competitive environment.
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