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T AF RS (HTA) WM T 7 Wb, 4k B EARZ 2022 F 12 AW % ik, i 2 A7 50 5438 2 N B HE R AR o 7 8 Uk, FH 42 IR
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Rapid Health Technology Assessment of Derenedarone in the Treatment of Paroxysmal /

Persistent Atrial Fibrillation
JIANG Li '?,DONG Wenxing'?,WANG Jiuxiang’,SHI Wenhui',GUO Rong',ZHANG Zhe®
(1. Beidaihe Rest and Recuperation Center of the PLA,Qinhuangdao,Hebei,China 066000; 2. The Second Affiliated Hospital of Army Medical
University , Chongqing , China 400037 ; 3. Fuling Hospital Affiliated to Chongqing University ,Chongging ,China 400037 )
Abstract: Objective To promote the clinical rational application of dronedarone in the treatment of paroxysmal / persistent atrial
fibrillation (AF). Methods The relevant literature in PubMed, Embase, Web of Science,The Cochrane Library, Epistemonikos, CNKI,
VIP, WanFang, SinoMed, and official websites of Health Technology Assessment (HTA) institutions were searched from the inception
to December 2022. Two researchers screened the literature based on inclusion and exclusion criteria, extracted data, and evaluated
the quality of the literature. The descriptive analysis method was used to analyze the results and conduct rapid HTA. Results A
total of 14 studies were included, including one HTA report, seven systematic review (SR) / Meta — analysis, and six
pharmacoeconomic studies. Compared with placebo, dronedarone could significantly reduce the incidence of cardiovascular events in
patients with paroxysmal AF [OR = 0.72,95% CI (0.52,0.99),P = 0.04] and the hospitalization rate of cardiovascular events
[OR = 0.751,95% CI (0.68,0.83),P < 0.05],while its effect on all — cause mortality, cardiovascular mortality, cardiovascular event
incidence of patients with persistent AF,incidence of worsening heart failure,and hospitalization rate for heart failure was similar to
that of placebo (P > 0.05). However, the effect of dronedarone on the incidence of AF recurrence, stroke, or transient ischemic
attack (TIA) was inconsistent. Compared to placebo, dronedarone increased the incidence of discontinuation due to adverse reactions
(P < 0.05),but had no statistically significant effect on the incidence of severe adverse reactions (P > 0.05). Compared with
standard treatment, placebo, amiodarone, sotalol, flecainide, and propafenone, dronedarone had a cost — effectiveness advantage.
Conclusion Dronedarone has good efficacy,safety,and cost — effectiveness in the treatment of patients with paroxysmal / persistent AF.

Key words:dronedarone; paroxysmal atrial fibrillation; persistent atrial fibrillation;atrial flutter;rapid health technology assessment
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Fig. 1 Flowchart of literature screening
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Tab.1 Basic characteristics of the included SR / Meta — analysis

F-AR \FAY WARE  BARRRHR 4k EINEFE hhisnA% h
RSB 3 KB E G () (FH4 /584, 5) (i #Ba)

PICCINT 2009° RS LI AR RCT 9/5 - RARE ] RA 0D
DAGRES 2011 BAMRHL AT RCT 414 596715967 RARKEEBA 0
SULLIVAN 2013 S GE ) RCT 415 - RAREEBA 0000
HOHNLOSER 2014 B BEALMAR/AFL  RCT 17 9664 /9 664 Pes I gk 266
VALEMBOIS 2019 BRARKALRAF RCT 59/5 2091876675 RERE SRR 008w
DEVECCHIS 2019 BRARKALRAF RCT 711 10676710676 RERE SRR 03®
WILSON 2021 BEEAT RCT +CS 9/6 1349/877 RAKKEERA BT R, AFE O

72 :RCT A ALK X Te ,CS ARF AT — RAKRAHILA K2R,

Note:RCT refers to the randomized controlled trial,and CS refers to the Cohort study; — refers to not clearly stated (for Tab.1 — 2).

K2 MANGYEFFHARPELFHE

Tab.2 Basic characteristics of the included pharmacoeconomic studies

B EEREES N i3 hE HREL EHAH ks A £ (FRA AR RENR  ERAMAM
AKERBORG 2012 M & X . & K Al . ZARSAHIAE KA -HAM BARRBGEAR JAFL RAKE + AR | HERT whk o -

R R
REYNOLDS 2013 £ ERRELMAE  AA-REMN BRRARBEAR JAFL RARE + 1RSI HESRT A USD 50000
BERG 2013 mEX ERRELAE  RA-HEMT BALPEGEAF JAFL RARE + HEEF | SR +FRSH %A CAD20000
NILSSON2013™ A4 k& K AL, BEAREIAE  RA-REMN BARAREEAR (AFL RARE + HEST BRW+ AR A 44 -

R R TRAGESH FRER+ HRES
TESIC 2015 ARGL 2 RA - AN BAEAF RARIE | RREA, LT ME, R RLR %A USD10379~15569
AR 2001 il REY BA - RPN BRI BEEAR RAKE | Berk 2% CNY212676

ERER T IREL BRI A 45 H T EE A (CCB) & F e BIREZ SR A/ g BikE T 2 RERA
(ACEI / ARB) HuiT £ 2540 4 & & K3 T 8] ARG 57 USD A £ 74, CAD A hm i, CNY AR T .

Note: Standard treatment refers to receiving [ receptor blockers, calcium channel blockers (CCB) , digoxin, angiotensin converting enzyme inhibi-

tors / angiotensin Il receptor antagonists (ACEI / ARB), statins, vitamin K antagonists, or aspirin treatment. USD is US Dollars, CAD is Canadian

Dollars,and CNY is Chinese Yuan.
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Tab.3 Quality evaluation of the included HTA checklist

HiA BAARA xR F H LR xR HNE B
EAL S | REREREF X, MRERE & J HRHI LI A X
2. A HAR LS V WA J
RESEY L J Htik J
4, AIRA IR M J 11 A& T & 4484 HTA
5. RF A EE RAR TN 4 J BRI % X
HTA# 2 6. FREHEBEL R NA X WEF F X
7. GARE R R AR AM J MBS 7 ik X
8. M AKIEHE J Wi X
9. LARKHE J BETH 12. EYh X
HTAR ST B 10 RER ALkt & Kk A0 LR B 13. BFE 0 X
ko X 14. 2 FAH X
Ei &3 X 15, £ X
SRR X 16. Aratax W4 X
EARA X |HTARZ W 17, 5% R0 J
ot 3 AR J 18. A i R J
ERFREE x 19. k ki it \
WABRR 0 7B AL LT A J
EANARBFL, XATIRHE AAESE,

Note:V refers to yes or compliance, X refers to no or non — compliance (for Tab.3 — 5).

£4 MASR/Meta HHREIFMER
Tab.4 Quality evaluation of the included SR / Meta — analysis

PICCINI DAGRES SULLIVAN HOHNLOSER ~ VALEMBOIS DE VECCHIS ~WILSON

RE#M4R
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I RBATFHEA G - THHEH - A B - %A (PICO) R Hy it J J J J y J J
2 AFERENIRLTE y y J J J J J
3. BB G MR N N J J y J J
4 REAGHREH V V V J Y J V
5. ARG AATELR y y J J J J V
6. HBRBAFTAATEL Y y y J J y J J
B3 LY INE 'S 3 J J J J J J J
8 REHBAREAL & V V J J y J J
9. M R TRAE 7 A B A J V J J J J J
10. REREALFTHE A X N X N N X X
1. it AT RAT i J J y J J J J
12. RE% B LA A H R V V V J y J y
13. AFREFRLAB N N J J J J V
14, AFAFRE LR N y J J J J V
15. R EL A X N X N N X N
REE5 i = & 5 % % %
A [ Xk A v XUBS: ) 2 M AR AR B RO B 5 1 SR/ D4 sk B 3 22 TRt 50 1B T 38 B AIK 26 v 10 TIA B9 IXURS:

Meta J3 B 13045 5 WL 7R | TR 4 Tk R A 22 B 771 RE I 38 PR IR
moh g e % [RR = 0. 66, 95%CI (0.47,0.95) , P =
0.02].3) 1 55 Meta 3 #7110V ik [7 52 35007 43 B 45 31 S

[RD = - 0.009 4,95%CI( -0.0178, -0.0011),P =
0.027 ] 5 BE AL 70 B S 7S, 2R 4 3k B A 42 Tt ) R
B A% 2= Bk TIA & 4= [RD = - 0.006 4, 95%CI
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Tab.5 Quality evaluation of the included pharmacoeconomic

studies

R6 RE=EREOCMEFRSFRIZNE

Tab. 6 Effects of dronedarone on cardiovascular events

AKERBORG REYNOLDS BERG NILSSON TESIC ##3

RE#h4a . : , : o
T 20122013 2013 2013 2015 2021

1. #A | { N N N

2 A%

.ERERN

4 BHEABLS LA

SHMREERELE

6. LML

7. 584

8. BRIk
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1.09)™M; R =0.86(0.68,1.09)™ ; B %
AR, OR=0.85(0.66,1.00)™; # 4 1
AF, 0R=0.48(0.12,2.00)™
) RAKEZEH HR=NC(0.43,3.03)™ >0.05
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% :NC A k5.

Note:NC refers to not calculated.
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