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[bookmark: _Toc189861838]Supplementary Figure S1. Flow chart of the included cancer drugs in the analysis.
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NMPA : National Medical Products Administration; 
Data for this study were obtained from the Center for Drug Evaluation (CDE) drug listing database, with data extraction performed as of 31 December 2024.
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*Drugs are categorized by year of approval; the total number may exceed 49 because the same drug can be approved for different indications in different years and is counted multiple times.
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A) Forest plot of hazard ratio for overall survival from the RCTs for cancer indications. B) Forest plot of hazard ratio for progression-free survival from the RCTs for cancer indications. C) Forest Plot of Pooled RR from Single-Arm Trials.


[bookmark: _Toc181099232][bookmark: _Toc189861841]Supplementary Figure S4. Meta-analyses of safety outcomes for cancer indications approved by the NMPA through priority and non-priority reviews (2015–2024)
(A) Forest plot of risk ratios for Grade ≥3 adverse events in RCTs; (B) Forest plot of risk ratios for treatment-related serious adverse events in RCTs; (C) Forest plot of pooled rates for Grade ≥3 adverse events in single-arm trials; and (D)Forest plot of pooled rates for treatment-related serious adverse events in single-arm trials.
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Notes: RCTs: randomized controlled trials. The block and whiskers represent the weighted average and 95% CI. The diamond represents the pooled estimates, respectively; CI, confidence interval.
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Supplementary Table S1. Efficacy Outcomes of NMPA-Approved Priority-Reviewed Versus Non-Priority-Reviewed Indications Following the Implementation of the New Policy

	
	Priority-reviewed indications 
	Non-Priority-reviewed indications 
	p value

	single-arm trials
	
	
	

	Response rate, %
	
	
	

	Median (IQR)
	58.4(31.3,68.3)
	43.9(18.96,68.75)
	0.438

	Pooled estimate (95%CI)
	55(40.7,69)
	43.2(17.5,71)
	0.466

	randomized controlled trials
	
	
	

	Overall survival
	
	
	

	months, median (IQR)
	/
	20.85(17.3,26.4)
	/

	Pooled hazard ratio (95%CI)
	/
	0.69(0.62,0.78)
	/

	Clinically meaningful improvement, No. (%)
	
	
	

	Progression-free survival
	
	
	

	months, median (IQR)
	13.6
	9(6.9,13.9)
	0.667

	Pooled hazard ratio (95%CI)
	0.45(0.36,0.55)
	0.49(0.41,0.59)
	0.516

	Clinically meaningful improvement, No. (%)
	1 of 1
	9 of 11
	1.000
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	Priority-reviewed Indications
	Non-Priority-reviewed Indications
	p value

	randomized controlled trials
	
	
	

	Grade ≥3 AEs (%)
	378 of 564(67.02)
	1354 of 2480(54.60)
	0.505

	The risk ratio for the pooled Grade≥3 AEs
	2.79(0.53,14.65)
	1.13(1.01,1.26)
	0.286

	treatment-related SAE (%)
	22 of 564(3.90)
	496 of 2020(24.55)
	0.008

	The risk ratio for the pooled treatment-related SAE
	1.68(0.8,3.53)
	1.39(1.22,1.59)
	0.629

	single-arm trials
	
	
	

	Grade≥3 AEs (%)
	724 of 1674(43.25)
	156 of 647(24.11)
	0.058

	the pooled Grade ≥3 AEs (%)
	42(29.3,55.1)
	20.5(11.3,31.5)
	0.012

	treatment-related SAE (%)
	220 of 1124(19.57)
	50 of 555(9.01)
	0.022

	the pooled treatment-related SAE (%)
	18.1(9.2,29.1)
	8.9(6.7,11.5)
	0.048
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	Application Number
	Generic Name
	Indication
	Expedited program
	Approval year
	Line of therapy
	Cancer type
	MAH
	Trial phase*
	Trial designs
	Primary effcacy endpoints‖
	NCT/CTR number
	Reference

	
	
	
	Priority Review
	Conditional Approval
	Breakthrough Therapy
	
	
	
	
	
	
	
	
	

	CXSS2200006
	Adebrelimab
	Lung
	No
	No
	No
	2023 
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	OS
	NCT03711305
	1

	CXHS1900035
	Orelabrutinib
	Lymphoma
	Yes
	Yes
	No
	2020 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT03493217
	2

	CXHS2000008
	Orelabrutinib
	Lymphoma
	Yes
	Yes
	No
	2020 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT03494179
	3

	CXHS2000038
	Olverembatinib
	Leukemia
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	Other
	NCT03883087
NCT03883100
	4

	JXHS1800023-24
	Dacomitinib
	Lung
	Yes
	No
	No
	2019 
	First line
	Solid tumor
	imported
	Phase 3
	RCT
	PFS
	NCT01774721
	5

	CXSS2000060
	Envafolimab
	Solid tumor
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03667170
	6

	CXHS1700008-9
	Fruquintinib
	Colorectal cancer
	Yes
	No
	No
	2018 
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	OS
	NCT02314819
	7

	CXHS1900033
	Fluzoparib 
	Ovarian cancer
	Yes
	No
	No
	2020 
	Second line and beyond
	Solid tumor
	domestic
	Phase 1
	single-arm
	RR
	NCT03509636
	8

	 CXHS2200010
	Glumetinib
	Lung
	Yes
	Yes
	Yes
	2023 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT04270591
	9

	JXHS2101024
	 Mobocertinib Succinate
	Lung
	Yes
	Yes
	Yes
	2023 
	Second line and beyond
	Solid tumor
	imported
	Phase 2
	single-arm
	RR
	NCT02716116
	10

	CXHS2000010
	Donafenib
	Liver cancer
	Yes
	No
	No
	2021 
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	OS
	NCT02645981
	11

	CXHS1800043
	Niraparib
	Ovarian cancer
	Yes
	No
	No
	2019 
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT01847274
	12

	CXHS1900011
	Almonertinib
	Lung
	Yes
	No
	No
	2020 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT02981108
	13

	CXHS2100008-09
	Befotertinib Mesylate
	Lung
	No
	No
	No
	2023 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03861156
	14

	 CXHS1900039
	Furmonertinib
	Lung
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	 NCT03452592
	15

	CXHS1800016-17
	Flumatinib
	Leukemia
	Yes
	No
	No
	2019 
	First line
	Hematologic cancer
	domestic
	Phase 3
	RCT
	Other
	NCT02204644
	16

	CXSS2101032
	Cadonilimab
	Cervical cancer
	Yes
	Yes
	Yes
	2022 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03852251
	17

	CXHS2101013
	Linperlisib
	Lymphoma
	Yes
	Yes
	Yes
	2022 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT04370405
	18

	CXHS1700013-14
	Pyrotinib
	Breast
	Yes
	No
	No
	2018 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	RCT
	RR
	NCT02422199
	19

	CXHS2000021
	Pamiparib
	Ovarian cancer
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03333915
	20

	CXSS2000022
	Penpulimab
	Lymphoma
	No
	Yes
	No
	2021 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT03722147
	21

	CXSS2101007
	Penpulimab
	Lung
	No
	No
	No
	2023 
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT03866993
	22

	 JXHS2000131
	Pralsetinib
	Lung
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Solid tumor
	imported
	Phase 2
	single-arm
	RR
	NCT03037385
	23

	CXSS2101041
	Pucotenlimab
	Solid tumor
	Yes
	Yes
	No
	2022 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03704246
	24

	CXSS2101008
	Pucotenlimab
	Melanoma
	No
	Yes
	No
	2022 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT04749485
	25

	CXHS2101006-8
	Dalpiciclib
	Breast
	Yes
	No
	Yes
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	 NCT03927456
	26

	CXSS2000036
	Relmacabtagene Autoleucel Injection
	Lymphoma
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT04089215
	27

	CXHS2101050
	Rezvilutamide
	Prostate cancer
	Yes
	Yes
	Yes
	2022 
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
和 OS
	NCT03520478
	28

	CXSS2000005
	Zimberelimab
	Lymphoma
	No
	Yes
	No
	2021 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT03655483
	29

	CXHS2000012-13
	Savolitinib
	Lung
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT02897479
	30

	CXSS2101026
	Sugemalimab
	Lung
	No
	No
	No
	2022 
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT03728556
	31

	 CXSS2000056
	Sugemalimab
	Lung
	No
	No
	No
	2021 
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT03789604
	32

	CXSS2101030
	Serplulimab
	Lung
	No
	No
	No
	2022 
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT04033354
	33

	CXSS2101000
	Serplulimab
	Solid tumor
	Yes
	Yes
	No
	2022 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03941574
	34

	 CXHS2000028
	Surufatinib
	Neuroendocrine Tumor
	No
	No
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT02589821
	35

	CXHS1900034
	Surufatinib
	Neuroendocrine Tumor
	Yes
	No
	No
	2020 
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT02588170
	36

	CXSS2000018、19
	Toripalimab
	Urothelial Carcinoma
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03113266
	37

	CXSS2000016-17
	Toripalimab
	Nasopharyngeal Carcinoma
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT02915432
	38

	CXSS1800006
	Toripalimab
	Melanoma
	Yes
	No
	No
	2018 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03013101
	39

	CXSS2000033
	Tirelizumab
	Liver cancer
	No
	Yes
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03419897
CTR20171257
	40

	CXSS2000032
	Tirelizumab
	Lung
	No
	No
	No
	2021 
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT03663205
	41

	CXSS2000014
	Tirelizumab
	Lung
	No
	No
	No
	2021 
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT03594747
	42

	CXSS1900025
	Tirelizumab
	Urothelial Carcinoma
	Yes
	No
	No
	2020 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT04004221
CTR20170071
	43

	CXSS1800019
	Tirelizumab
	Lymphoma
	Yes
	No
	No
	2019 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT03209973
	44

	CXSS2000015
	Sintilimab
	Lung
	No
	No
	No
	2021 
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT03607539
	45

	CXSS1800008
	Sintilimab
	Lymphoma
	Yes
	No
	No
	2018 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT03114683
	46

	 CXHS1700002-4
	Anlotinib
	Lung
	Yes
	No
	No
	2018 
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	OS
	NCT02388919
	47

	CXHS1800045-46
	Ensartinib
	Lung
	Yes
	No
	No
	2020 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03215693
	48

	CXHS1800005
	Utidelone
	Breast
	Yes
	No
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	 NCT02253459
	49

	 CXSS2200001
	Zuberitamab
	Lymphoma
	No
	No
	No
	2023 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 3
	RCT
	RR
	CTR20180855
	50

	CXHS1800030
	Zanubrutinib
	Lymphoma
	Yes
	No
	No
	2020 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT03206918
	51

	CXHS1800024
	Zanubrutinib
	Lymphoma
	Yes
	No
	No
	2020 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT03206970
	52

	CXSS1800009
	Camrelizumab
	Lymphoma
	Yes
	No
	No
	2019 
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 2
	single-arm
	RR
	NCT03155425
	53

	CXSS2000044
	Disitamab Vedotin
	Gastric cancer
	Yes
	Yes
	No
	2021 
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT03556345
	54

	CXHS2300041-42
	Iruplinalkib 
	Lung
	No
	No
	No
	2024
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT04632758，CTR20191231
	55

	JXSS2300014
	Glofitamab 
	Lymphoma
	Yes
	Yes
	Yes
	2023
	Second line and beyond
	Hematologic cancer
	imported
	Phase 1
	single-arm
	Other
	NCT04657302，CTR20202232
	56

	CXHS2300015-16
	Befotertinib 
	Lung
	No
	No
	No
	2023
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT04206072
	57

	CXSS2300003
	Benmelstobart 
	Lung
	No
	No
	No
	2024
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
和 OS
	NCT04234607
	58

	CXHS2300006-7
	Sunvozertinib 
	Lung
	Yes
	Yes
	Yes
	2023
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT05712902
	59

	CXHS2200047-48
	Vebreltinib Enteric Capsules
	Lung
	Yes
	Yes
	Yes
	2023
	First line
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT04258033
	60

	CXSS2200061
	Narlumosbart Injection
	Giant Cell Tumor of Bone
	Yes
	Yes
	No
	2023
	First line
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT04255576
	61

	CXHS2200003
	Vorolanib 
	Renal Cell Carcinoma
	No
	No
	No
	2023
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT03095040
	62

	CXSS2101065
	Aponermin 
	Multiple Myeloma
	No
	No
	No
	2023
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 3
	RCT
	PFS
	CTR20140751
ChiCTR-IPR-15006024
	63

	CXSS2101042
	Socazolimab
	Cervical cancer
	No
	Yes
	No
	2023
	Second line and beyond
	Solid tumor
	domestic
	Phase 1
	single-arm
	RR
	NCT03676959
	64

	CXHS2101031-32
	Iruplinalkib
	Lung
	No
	No
	No
	2023
	Second line and beyond
	Solid tumor
	domestic
	Phase 2
	single-arm
	RR
	NCT04641754，CTR20190789
NCT04632758，CTR20191231
	65

	CXSS1900034
	Camrelizumab
	Lung
	Yes
	No
	No
	2020
	First line
	Solid tumor
	domestic
	Phase 3
	RCT
	PFS
	NCT03134872
	66

	CXSS1900035
	Camrelizumab
	Esophageal Cancer
	Yes
	No
	No
	2020
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	RCT
	OS
	NCT03099382
	67

	CXSS1900023
	Camrelizumab
	Lymphoma
	Yes
	No
	No
	2020
	Second line and beyond
	Hematologic cancer
	domestic
	Phase 3
	single-arm
	RR
	NCT02989922
	68

	CXSS1900023
	Camrelizumab
	Liver cancer
	Yes
	No
	No
	2020
	Second line and beyond
	Solid tumor
	domestic
	Phase 3
	single-arm
	RR
	NCT02989922
	69


* labeled phase 1/2 trials were categorized as phase 2 while labeled phase 2/3 trials were categorized as phase 3. ‖RR includes both hematology and solid cancer. We searched for NMPA approval for these drugs with cut-off date of December 31, 2024. Abbreviations: MAH, market authorization holders; RR= response rate. OS=overall survival. PFS=progression-free survival. Other represents the major molecular response rate. RCT= randomized controlled trial.
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