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Evaluation of Vonoprazan Fumarate Tablets by Rapid Guideline for Drug Evaluation and
Selection in Chinese Medical Institutions®

XUE Chaojun', DU Yuhan®, JIN Huixin', WEI Xin' (1. Dept. of Pharmacy, Hebei Provincial
People’ s Hospital, Shijiazhuang 050051, China; 2. Dept. of Neurology, Hebei Provincial People’ s
Hospital, Shijiazhuang 050051, China)

ABSTRACT OBJECTIVE: To perform drug evaluation on the new potassium-competitive acid blocker Vonoprazan
fumarate tablets, so as to provide reference for medical institutions to select the drug. METHODS: Evaluation
dimensions, rules and methods of Rapid Guideline for Drug Evaluation and Selection in Chinese Medical Institutions
(hereinafter referred to as “Rapid Guideline” ) were used to evaluate the Vonoprazan fumarate tablets. RESULTS.
Based on Rapid Guideline, the total score of Vonoprazan fumarate tablets was 73. 8. Among them, 18.8 points for
pharmacological properties, 18 points for effectiveness, 9 points for safety, 14 points for economy and 14 points for
other indicators. CONCLUSIONS: The recommendation for Vonoprazan fumarate tablets is strong. Rapid Guideline can
help medical institutions to evaluate and select drugs quickly, and has the potential and value to be promoted in
medical institutions.

KEYWORDS Potassium-competitive acid blocker; Vonoprazan; Drug evaluation; Drug selection; Rapid Guideline
for Drug Evaluation and Selection in Chinese Medical Institutions
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Tab 1 Quantitative record form for drug evaluation and

selection in medical institutions
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HE T AR F B FSE( SRR P A) Wk 2,
RIEBLAARII MR AR 1455 5K 85. 2% ~ 88. 0% , FEAE/ITIE
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W, SRR S, TE 43 0.8 43 7 AL SR i R A A, ) 3
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WA R 1 4, AT 5.8 45
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Tab 2 Pharmacokinetic parameters of single and continuous 7-day administration of Vonoprazan fumarate tablets

P Y YA Bk
ERES i) 20 mg, L2

20 mg, 445257 d

Bl BIa
R (T, ) /bR S/ MEAEK) 2.00(0.75,4.00) 2.50(0.75,4.00) 2.00(0.75,3.00)
WEYRFE(C )/ (s, ng/mL) 18.20 £4.50 25.20 £10. 00 23.40 +6. 14
HR(T,,)/ (225,h) 7.0£1.0 7.1£0.7 7.6£0.7
W4 R IR (AUC,_, )/ (%ts,hong/mL) 188. 1 £43. 1 226.8 +67. 1 213.0£57.2

B A RO L R IR P HERE, PPT B P-CAB IR T
GERD MIEEZGY, (2) (2020 H/RILR . B BB KL
WiFniAIT) 2 HERE , P-CAB BYITRL S PPI AR, A /£ GERD
BIRIIRIGIT ITHE . (3) (2020 BRINAN 4 8 Bk 5 8 J1% 4/
FEML B RS oh 2 SEin e B R4S T B2 W R
JRITY I, P-CAB 1 H 1 IRE 2y, LA bR o7 1 PPT
1 H 1 IRGBZHEA R, FEMEGM: GERD A B 7EM A

2 RGN/ Meta 234740 5 1 TR Meta 43#7 1S 47
T TR AENT L PPT A S 5T, 455 s (1) IR BL
AAER GERD B3 IR IT kI 4 F PPL; (2) X FH B
GERD 3  RishiA te PP AR (3) ARIFHIAEXT GERD Ay
LA T8 DLAImE 20 me, (HAR R THAl PPT, & SRR
R4 H¥AYF RE BTEIEIESR W3 3,

Z5 LR AR R 18 43
2.3 ZEMEHN
2.3.1 ANERBAFEEAMYE CTCAE 43 ARk 2R I BRI 36
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D JERK y- B /B R R T R A AR /T AR
R T R E B RREE T FLIRR IR SR T R SR s K
iR R R AN 22 BT BUOR RO A HE 25 W AU
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TEAELTBE | s % SCHT- 29 25 A5 AE A BE 4 3% B SR FEAR A
AR U R R R g B AR A AV IAE
B R G R A Meta 23 BT 45 SR I, IR P A 5
PPI (%2 4= P A 24, KBS L (RR) 4 1. 08 (95% CI = 0. 96 ~
1.22) 150 RIAPESY 4 4%
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TR, AN BT IR B3 BB 58 0 43, (4) T
AL, shwros 5 R0 %2 T &R T4, 1E v 3L )
b R U R NS A e R e | o U 2 R R TR 5 o
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T RE S /40005 (45, IF D B 5 7 B B AR, PF 4l
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Tab 3 Evidence-based evidence of vonoprazan in the treatment of RE

. b s g TR P etk
Sk PREE  ZRE(ER) RIT R ORI i/ EEE Brosss
Ashida (2018 BEBLYS  BEEHRERE 2R 15 mg, 1 H 13%(201) 2% BR% 2R 15 mg; 16. 8%
4y 17 TR F(HA) PRI 10 mg, 1 H 1 k(zoz) TRIERIAE 10 mg:5. 1%
IRERAE 20 mg, 1 H 11%(204) TR 20 mg:2. 0%
Ashida (2015 BEHLY  BERMEAERE R R 30 mg, 1 H 1IK(190) 8 a%E 2 RpE95. 5%
4y 18] AR H(HA) TRitehE 20 mg,1 H 117 (203) PRt 99, 0%
Xiao %(2019 BEOLET BRI R 2R 30 mg, 1 H 1 ’A‘(230) 8 aA% 2RRE.91. 3%
4y 119 S A AL R Y i HRitrhE 20 mg,1 B 11%(238) TRt 192, 4%
TR )
Oshima %(2019  BOALY  BERHAERE 2K 30 mg, 1 H 13R(16) 2 EDEETIRREMEN RN RAI T R (PO, 05) s 1k
4y [20] HRA H(HA) TRi#FA: 20 mg, 1 H 1R(16) ERSER Ty LA AT B0 B A HATE A 0 2 (P<0. 01)
Ashida (2015 BEALY  BERMAERE LZRW 30 mg, 1 H 1 W 140) 4 AR 2RI 30 mg:92. 3%
4y (21 g HHAE) PRI 5 mg, 1 H 17 <148> PRIFFHE 5 mg:92. 5%
(R 10 mg, 1 B 1¥(145) Ri#RILE: 10 mg:94. 4%
TRIERIAE 20 mg, 1 H 11R(154) TRIERIE 15 mg.97. 0%
PRI 40 mg,1 H 1Y 146) PRIERIE 20 mg,93. 2%
Sakurai 25(2019  BABLX GERD % YRR 20 mg, 1 H 11R(30) 4 GerdQ FSSG A1 GOS T4 GerdQ 13 3wl SEHIE 88.0% s, TRitFHIZL: 81. 8%
4y 2] TR (HA) PRt 20 mg, 1 H 1K(30) FSSG 123 LRI BSERIMEI 16.2 MR E 4.4 7 s,
TRIRA N 192 7% 5.4 4%
GOS T4 BN RR S w] JSERIME 87. 0% vs.
PRI 77. 8%
GOS VP43« SR R A , 3Ll I RIME 90. 5% vs.
PRI 95%
Kinoshita (2019 BA#LY  JEEERMEE EAR GRIFTH 1R (245) 4 TR T B R A TRIR 61.50% vs. IRV 72. 5% (P=0.064 3)
4y (23] MRS REH(HA) PRI 10 mg, 1 H 1K(238) 18] d) B 5 L4
Umezawa %2018 filEtE  REBH(HA) IRERLAE 20 mg FEFRIT(30) y! TREFRRAG  Hh 86.20%
) [24] g
Mizuno 5(2020  FiffstE  PPLAHL GERD RIFRIA: 20 mg 4 J8 5 FIR A 48 EERIRA RS 86.00%
4y (23] 5 BE(HA) 10 mg #THIRIT(71) ity H
Hoshino % (2017 iffstE  PPI4HL GERD PRIFFRIAE 20 mg T677 (24) 4 NERERARERRAAR PRIFHE 20 mg: EERIRAG N 87. 5%
1) 126 i BE(HA) TRIERIE 10 mg 4555 (24) 8 TRIERIE 10 mg. BBy & RIS K % 76.2%
Takeuchi %(2020  F#LE Rz TR 20 mg, 1 H 1IR(5)s. B 1 24 h N pH=4 (REHR (1) B0 pH=4 (RN TR Y LA .
4gy 27 TR (H7%) Fi 10 mg, 1 H 23%(5) L PRI 20 mg 88. 4% vs. T LR 10 mg 53. 8%
TRIERE 20 mg, 1 H 1R (5)s. PRIFHAE 20 mg 95. 0% vs. T DURIBE 20 mg 74. 5%
Fim 20 mg, 1 H 2%(5) PRI 10 mg 69. 9% s, 5 IUHE 10 mg 65. 5%
PRIFHAE 10 mg, 1 H 1% (5)0s. HN (2) BN 9 pH=4 GRS G H B ki
Him 10 mg, 1 H 23(5) 20 mg 91. 5% vs. T DUHIME 20 mg 73.2%
Sakurai %(2015  BEHLX Rz IAH YR BRI 20 mg, 1 H 1R (10)0s. 1 BN pH=4 R 6] YR BRI 0. 370£0. 329 us. RIFHIE R
4y (28] Rt (A7) {RIERIA: 20 mg, 1 H 1¥K(10) 0. 825:0. 075
LA 100 mg, 1 H 1U(7)ws. TR N 0.393£0. 158 5. TRitHIE N
PRt 20 mg, 1 H 13(7) 0.897+0. 109
Kagami 252016 B&#LY TRz CYP2C19 12ARIA(7) el FR gAY 1 24 h 51 pH 24 b H A pH A E ARVERLA: 20 mg 1 H 1UCH
4y 2] A (HA) 11) AR 10) , DRSS U 6.5 5. LAIBERME20 mg 1 H 1IN 4.8 (P<

e U PN TN rE N
20 mg, 1 H 2 % IR 20 mg,
LH 1R CRBFERI 20 mg,1 H
2R RN 20 mg, 1 H 1R

0.001) ; Hrr BRI N 6.4 1s. 4.8(P=0.018),
| mﬁwm 5us. 5. 1(P=0.005) , Peftim
$6.6 5. 4.6(P=0.005)

T GerdQ b B &F RTAR ISR FSSC b B &%

FRAERAT AR 2 GOS R Bk AAAER & &

NoteGerdQ is gastroesophageal reflux disease questionnaire; FSSG is frequency scale for the symptoms of GERD; GOS is global overall symptom
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Tab 4 Scores of Vonoprazan fumarate tablets based on Rapid Guideline
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FEAEH AR R, HAE TR BRI R Y7 3% S A3 A 1F 2RI
= PN ) I PR S BR BT 4R 5T 25 LR W SR AR b A e 2 S R R W O s o

24 e R DRI T I 22 VU] | 22 1) 2 A S35 | 22t i W ) e
R BT HILR 24 i G B R TR R Y (PR )
MEESFHLRGE B 25 i 14 #1218 S T 5 AN 18 AR
HAL PR R SN Ik PP R A, BRI AR

I E R AN 50T 2022 4255 22 55 10 )

1o CORETE R ) BEAS B )7 HLAG P 1 S 8 i 25 A
TE BT HLRHE A9 1 R (L

(1] BRI, #5722, XA o E BT AU 2553740 5 3 2 e
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