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3 s A~ # (classification of recommendations )
Class I: the benefits of the AF ablation procedure markedly exceed the risks, and that AF ablation should
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Class lla: the benefits of an AF ablation procedure exceed the risks, and that it is reasonable to perform
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Class l1b: the benefit of AF ablation is greater or equal to the risks, and that AF ablation may be
considered.
Class I1l: AF ablation is of no proven benefit and is not recommended.
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A: Data derived from multiple randomized clinical trials or meta-analyses.
B: Data derived from a single randomizedtrial or nonrandomized studies.
C: Consensus opinion of experts, case studies, or standard of care.
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m  NICE s 7@k %Eﬂ?ﬂz—ﬁ%i BSR4 g A - BT 0 5

ReGE2 LG AR A R R SHE SR ORAE T IFALP

o iB- KT RPAATKGEEE - 8473 LFENE L FEH LY
FoAlEAs

() FEFH

LR aRosd 2SR Y F 3 20128 20 LHE AL 2 o
8 F kP 13E LB 1§Jew~}é§ ~ 4 3E v o &ﬁ:));; &) % 7]~ 47 (comparative case
series )~ 1 78 I 1 |4 e~ 3 (case-control study ) 4 3 78 — s b 1A Sk S
ZR TG TG EBIRAEK B o

A REY AR RS R N R AT

m < ¥ (procedural success)

- IE % .@‘L'H_é}gk‘?'}éﬁ‘ii&f’f 23 [ g & 1,308 e 5 gpde dhup A 4%k 3k
FoA ok AT R o AL B R ET 0 5 99% (95% C198~99% ) i 4
(19 K # % 5 n=924 ; 12=0% [no heterogeneity] ) £ & 4+ jir= 0 (2
BEor B ERMESR 2R [21] -

— S g ]k P 0 94 T 4 A B E Tk R R
(30 % )~ SHE e s (29 4 ) s B+ AFg et 2 &T*ﬁ?’% s (35 4 )
iefy o TIPEHL I3 B AR RS 0 = Bt 4B 66% (23
A )~66% (19 4 ) & 67% (20 4 ) i i * Fuw 23 FELH T &L
(TR CTRAFFFIOH Y oo 5 o B ) [22]

m & sy g (7 (freedom from atrial fibrillation )
RECX e %%?’éﬁ*v':"- EFRCEHRF TS AL FE R ST
Becps 4 0§ 73% (95% C169to 77) % 3 i * blanking period (‘&4
P BT ARGAF AT ) - Ep g Sgdg T (5~
7 3 n=519; 1°=0%) ; $ 60% (95% CI55~66) i 4 tek §i4 if if b
#ets (& 3 % * blanking period) — # p < S gdg v (3H-F S

® & Central Cardiac Audit Database (CCAD) < # 1% National Institute for Cardiovascular Outcomes
Research (NICOR) > &.d T4 %ﬁéﬁ ST 2 o S A 5 EF %Aﬁ«fr%‘ﬂA “r% o NICOR p % ¢ 1L
7 IR B Rl OB O TRk iR R B (edposRtjm Sh s g4 rinh (PCH~ w Eipdlae » £

AN a SRS AR RO 20 B % BRI L e R EPREFRERREFEE) 2 ﬂﬂi%‘r?‘)ﬁc
,P;btﬂ o B PG }%‘d (LS &/ - A S 'lﬂifg)ﬁ‘ﬁ@@pw’%ﬁﬁ},’%‘ﬁ%ﬂ;o
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B A FE SR

%g}%ﬁl;}i'f‘l A TN
N=346 ; 1°=0%) - 4 o R zﬂ/ﬁa A > % 45% (95% CI 33~58)
% 3 i * blanking period & - & p &< 5> ¥dH ¥ (2 FF7F 5 n=62;
1°=0%) [21] -
- TR S A AT~ 346 IR IR L L RATR A P B %
I B *Eﬁé’mﬁ%& AR P E7 f{%«f"m’r’tq L
$OTA%i; R E R B e SRR 4 0§ 42%i S
fra i (FHF Y ARP HEEd T ) [23]

m w5 gEd4Ew (recurrence of atrial fibrillation )
- o] E AT s 141 g R e B FER LR T R
#m“i”? Mhow S gEde s A o A IR BSOS R o SEELADT X ih
g T Ltrui RN & A ) ﬁmﬁrf"ﬁ 51% (71/139) rﬂ}ﬁa
v o 4R [24] -

1

w 4@7

’\@'i'»

m T4 f 5% (repeat procedure)
- I LR A R R Bk S AT 17T L A IR R A
AR SR SR 0 TR HIP T I3 B Y R R H T o B A
BlF 14% (17 + ) 2223% (12 * ) s 4 F 103 e S 3 £ 48
£ e R [25] -

RS AR 2R R AR T

m @ fpik (pericardial effusion) & < @ iﬁ% ( pericardial tamponade )
- T b | 57 A5~ 346 iR /ﬁl,ﬂﬁﬁ,{ﬁrm[}%/\ P H PG 2
1ﬂ;ﬁ5€+~4h—c‘ FACEIHEEFLSR lm fa e R & w4 [23] o
- TR B S A AT 133 Eom oo v AR IR A L
BB SR 0 B e fﬁi LIS 24 ) EEPNE A e FF R A Bk
G & 11% (5/46) 87 16% (14/87 ) (& ‘o & § — (s B F 5 31 imis A
B g% p 7idr) [26] -

m RA 5245 (phrenic nerve injury )
For 346 Togm A dhum bk S~ 4T 0 5 8% (26/346) g A vk R4
it ,}J @4 bR LR PRy 4 2 B,%}E’ ;}E 1@ 2 =3 £ jiFiff g ¢ K& ,

oA R LEEBI TR S R 3:}*»\&[26] .

m s (oesophageal ulceration)
- R B T AT N TA Bop ko RS A sk (67 1)
BOA R EE (T 4) i inf o B gm0t L P S0 AR 5
4G R 4 A ] 17% (6/35) 2 07« “rf SEFH 5 RE
AT T3 RAR[27] -

Az
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SR o e
%&}%#J;}iﬂ;, ,. “,LF.#‘;.
n BRAE WEE R g e T (tran5|ent ischaemic attack, TIA )
% VL:]"%?}“—\?*@;I~£5=&F*}‘~ v B 1% (4/1,241) s A T RELS ’?4
oY R rr"*éfrf*”mﬂrﬁ 4 I”II%A v ’ﬁ il ATy ¢ RET
B 24 ] PEROMRAR -

m % (haemoptysis)
- IR 141 B A m bl g AT 0 F 2 Bm A R 1B R
2 A O L_%‘rfﬁ %?%m/ﬁﬂ."‘—%#”w b © i}?*[24]

B ORRSEFEC SR SA A AT AR & R
NS K

m AR EE R 28mmE 23 mm S AR o - B A Y R
Lo el RO R kR B RE R
SRR A S o Ra A PERE LM GERRY 0 T AT P REERYE
Tt LR oo

m LR ¢GRI SE IR A RS L S E R eI
(asymptomatic cerebral lesions) » e p # i X FoH & gk & 5% adp B 14 o

(2)8 1 FRPEHEE L 2SR

*+ 2016 & 2 * 25 p 12 “cryoballoon” ~ <“cryoablation catheter” 3 Mégz %
¥4 4 R ¢ (Scottish Medicines Consortium, SMC) frg s ff B Tdit B PRAF
%¢ (National Health Service for Scotland, NHS Scotland ) = B e =b4p B 2 3= 3R 2 &
%o AL T A JE {8 45 ¥ “Medtronic” Arctic Front Advance Cardiac CryoAblation
Catheter & &-en i R 7o

()25 FREY Jr

1. -3 32

%rt kA FAp A ﬁﬂrlg%:}g%yfijigf'—f—; 4 > A4R 2 & PubMed/Cochrane Library 7.
4¢%?ﬂﬁiéﬂ$%ﬁ?”&ﬁﬁ%%”@%ﬁﬁﬁéﬁﬁﬁﬁﬁ*W%WW
rorgsgy T g S RAapd | ok SRS SR IR A S b i
Tk 3% 0 T f32“Medtronic” Arctic Front Advance Cardiac CryoAblation Catheter 4p
X 2B EfoT e A4FL LT A PICOS P o foF ik i » TF B £ A=Y G
TRV AL R T 2 4 3 ( population) ~ ;2% = 2 (intervention) ~ & »T 4 BB 5
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MBI PR LR
%g;%#ui«r_, 2 AT

(comparator ) ~ J »<ifl £ 45 & (outcome ) % 77 7 K 3+¥2 = ;2 (study design) » # i
FOE P AT

ENN R = 8 1 RN A SR A
8%

#%MP'TQEy oSSR by (f 4
FHHECTEH KA SR

Intervention LSS BL SN S-RCACE: S BL SN Vo

Population

Comparator FIRE AR T RS TR

Outcome Tk foocd & >tk

(1) S pew A& s 8 A 4
(2) SEH A IR R ES

Study design

&+ iz PICOS > i 1% Cochrane/PubMed % v‘/—‘%?%ﬂ& » 3> 2016 & 4 7 11
p > 4 paroxysmal atrial fibrillation ~ cryoballoon i & B4t 5 i& (7 50%F » 0F Lo -
M= o

(1) #9EF- 85 - AL Ry REF L FLS

Bk B }igw»;ég L8 A 7% 4% PubMed < [I;Jc?q‘i& % Cochrane Library
32 }ngl = 2. Cochrane Database of Systematic Reviews 4= Database of Abstracts of
Reviews of Effect + FF & » &1 3 f5 v gk 4 i i) e SR e L;Je[28-30] °
e 2@{?3“%.@ BN B 3 EV;,H;E o2 }?3 AT AL S g 0 iR

¢ 5 iF ‘é‘]%‘, ; ”‘v‘wm[f; Ao B R R f’:‘:» tﬁ‘a‘rvm)f;‘; S S A A
70 % 3 # &3k T2 PICOS > Fla 4 '/#”T o FJPid kAL j*uf?@e » ¥R FHE
H%@%w'%? m%"“mﬁiwﬁﬂﬂﬁ%ﬁﬁﬁéiﬁﬁﬁiw%}&
IR LS }EL o

WREHE A R PR EABR TN 0 8F PubMed £ F FTHET L S EERELEL
FE S h A e S g R A v RIR RS L P SRR A 0 R R A
E’?'T/%‘%:E“:%’ E et W,% cBY A RFIAEHTRERER I R A
EEY SRR EES LR A PE 4 K% ~ % i FIRE AND ICE trial[31] ~
Cryo Versus RF trial[32] ~ FreezeAF trial[33] ~ 22 The COR trial[34] - ¥ 1 K# %
Pokushalov 2013[35] B & 4% %% 3 % SR M jiFfs £ pTdp % R R
BB B P ri kR AR REE "f FIRE AND ICE trial 3 # 3&“Medtronic”
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A5 B %
ElERES Fg -,ﬂ‘ r'r' ¢
‘ N
F R AR 2 wg+

% - & Arctic Front® 2 2 % = & Arctic Front Advance® %4 ; A& 4 F= 7 % 5@
Fo R RA AN REY AR R s TR Y S et 1 E .
MTRERAER SR AP LR R 2R g

A

+ ,‘I”n_‘l\.» f.—]‘ ﬁfr;-ﬁ /p}%‘.ﬂi i’ﬁ 1E11’r /}\ %'g /ﬂ ﬁ]‘k/{‘l{r JT‘I/EL
FIRE AND ICE trial[31]

FIREAND ICE trial 5 - % ¢ & ~mpafdt ~ 2 71~ T F&E - BV 2%
W R R R 0 g LS B FE S SR £ ouihg sk g s
SRR A 0 RIR RS R R R R R T B 4 TSP 0

¥ geh & (margin) X € 5 hazard ration (HR) 1.43 - :%#7 3 ¢ Medtronic
2P R T

Ny

AT TR Y sk R4k 9)4'1?1&%? # 4£“Medtronic” % - # Arctic Front® 2
% § = & Arctic Front Advance® % # ; # * o T B W ¥ ¢ 42 “Biosense
Webster” ThermoCool® ~ ThermoCool®SF 2 ThermoCool SmartTouch® % - 4 *
2E4tEk ( point-by—point) 7 VR TSP AR e A Rpondp R G B 2 TRA A BT
ZAF E At AR i f ke HEF R Y RIS g E L v s
o (v sEEdEg 30 it ) e s Eh A o HER S Fue B
ZP (class |2 1)~ & f =038 {7 i gt - Blanking period® 4 Wi 90 X o =
L fondptee 27 Flr e o 27 FARM -~ LspE R fluoroscopy ﬁ@éﬁf
E&Fﬁ"“iiﬁf‘?’ﬂ"‘”’%°—'ﬁ*if“} e adg gtk FBE 2L 2 F e

¥ b REATEAGE D N F A REF LR

SRt 2012# 10 19p 3 20158 19 27 P » RS o~ 769 i
Pus B FE SR R s B 18~T5 F s ok L s S R 4 0
750 i3 X Mg 4 R (7 3B ) paeh R Blin i 4 17 (intention-to-treat) g 4 ¥
¢y 374 iR sk B A R R 0 376 TR RSP E T c EHII R Y im iR
15 # o

ERRI “;:;}F] (RIS 7 ¢ /ﬂﬁﬁ.@.ﬁ SPAE g e W) 138 & 143 Ti-‘f}ii A
EEE AT 00 X B 2 TRAk A fr2 4F £ MMAp R 0 Kaplan-Meier ;=7 1 #
2 Tk 4 P A b 5 34.6%%7 35.9% - HR % 0.96 (95% CI 0.76-1.22, 2 7+ p
#<0.001) -

Bt & vidg R 0 3k % 2% WO R S mApt > G B ieRE
(124 vs. 141 ~ 48, p<0.001)> ™ 2 fEendE ¢ 2w 5 BT F (92vs. 109 4

oy faTie 190 X AR 5 LA (blanking period ) » gt #p B 3 4 e 5 gpds w5 BT AL G AR

I -1 PN -8, S -k -
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M@¢A§f¢§%ﬂm
%g}%ﬁla[i’:r—] ,. “/u FI‘ 7}‘;.
. p 0001)0 ¥ oo sk s ) gk e T 5 fluoroscopy P S EE R 0 R SR
4wk (22vs.17 A, p<0.001) « (B reta b %404 )

B ERE 2R R R B PR e e W) 40 & 51 i 4
FA X 22 A7 £ g iR ¥ 2 o Kaplan-Meier :2f7 1 # 2 % 2§ 25 4 500
% 10.2%% 12.8% > HR 5 0.78 (95% CIl 0.52 t0 1.18, p=0.24 ) - & ¥ # 2 &% >
ME R G RREIV A R R SRR o

# = The FIRE AND ICE trial 2z »zdp ¥ % %

- J%j-ai;\f g e ﬁ: i;/_é i HR T "
(n=376 ~+) & (n=374 ) (95% CI)
i & forcdp ik n (%) 143 (35.9) 138 (34.6)°  0.96 (0.76-1.22) <0.001
AR A4f &R
S PEEARE 0N 87 80 - -
ot Fus 23 FEES N 49 51 - -
£ E @A 7 7 - -
= &y pdn R
T F= o 0 2 - 0.25
S B EARM - N 0 0 - -
£ jIEpER > A48 140.9+£54.9 124.4+£39.0 - <0.001
s BYPREF,  108.6:44.9 92.3+31.4 - <0.001
1
fluoroscopy Pe s & F¥ 16.6+17.8 21.7+13.9 - <0.001
i F RFAR (%) 55 (13.5) 44 (9.4) 0.78 (0.53-1.16) 0.28
i Kaplan-Meier j# 3=z 1 & 2_ % 4 ¥
T time-to-event 4 47 12 SH4E 4EY) 17 L %% = (reference)

b. Cryo Versus RF trial[32]

Cryo Versus RF trial % ¥ — ¢ & ~ mipadd ~ B aa N 2 S 0 i R3S > &
ERS L BIRAFEKRY SIRT o Y g B RS B FE S SR &0
BRSP4 o RIS R SR R B A
—AzsR (B E R SPEENBRE RS R ISR ) TR ERIE R ot

Ul S el
A TR sk A ) g E 5 “Medtronic” % - % Arctic Front”

H 5 e BEE YR E 5 “Biosense Webster” Navistar ThermoCool® 3 4 » 3 #
ZL41 8 (point-by-point) = 53 (7 SPAE MR A o s 4 03X o I s 0 A
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M@¢4§¢W§%6m
%&}%#J;}iﬂ:, ,. "L‘F"}‘;‘

WEE 36012 B gRF T AR R TRIER  DEFFEHRI2 B oo 4

L Fprrdpths 1 Echdjisa s 5 2GE LA EFEF PRS0 AR

dpue B2 BEE S R T & s gpds @ (7 (freedom from atrial fibrillation ) (w

5

$Ede #5430 45 4 )< Blanking period % i g it is

3T o & Fondpthe &
EE e R

~ £ pepE w2 fluoroscopy e P R o

B %3t 2000 £ 7 0 3 2012 & 12 0 B 0 £ 237 tmigbuc B EE BN
ﬁ&~*i%%%%ﬁﬁ%*@%ﬁuiﬁ%%"%%ﬁﬂiﬁ%ﬁiﬂﬁ

Wk~ S B B SR e T L ﬁ“kﬁﬂ’w‘f*?if‘i’kl‘& °

B Rofocdgth o RES KRR S SR U E £ Hin e 1 E £ e
#F o u G 67% (52/78) ~ 47% (36/77) ~ 76% (60/79) (3 #.04 ik i g vs. &F
#7945 p<0.001 5 B4 %) vs. & # gy p<0.001

R AR Vs S HisR
p=0.220) ; % 4 iy ﬁﬂ;]rg s bR 44

ARE ]l EEpER S K o

& froradgth 0 3 mehE R 4 B 5 167 4 48 (IQR 136~202) ~ 211 &

4 (IQR 174~256) ~ 278 ~ 48 (IQR 243~327) (3f #./4 o if i vS. 5 M) ~ 55

AR Vs & B p R IR A R movs & B sy p<0.001) ;5 sk 4 S TR
ﬁtrfﬂiF’“ﬁu,HE W L LR 5 e o 3 s fluoroscopy PR EPE R A W) 5 35.7
45 (IQR 26.5~48.2)~28.7 » 45 (IQR20.1~41.6)~ 489 ~ 45 (IQR 38.8~64.2)

(3 vt i p<0.001) ; 447 % e fluoroscopy BB S+ Ve H 8 2 8 5 78 o (f
redpthle % 5% L %E=)

3+ -

# = The Cryo Versus RF Trial 2 »edp &5 %

S4HE Y B 2l ) EH IR e

gk PREGe  SRARTR eEisRe
(n=77 +) 2(n=78 *) (n=78 *)

B3 RS

1 535 0 n (%)
% & ot

£ pER > A 48(IQR) 211 (174~256) 167 (136~202) 278 (243~327) <0.001

fluoroscopy M i+ P 28.7 (20.1~41.6) 35.7 (26.5~48.2) 48.9 (38.8~64.2) <0.001
m > 2 4(IQR)

36 (47) 52 (67) 60(76)  <0.001

B 2EIRA 0 R G 11 (47%) p AL LR B E 0 3 e B Rl
FAR SPEE e 41 (52%) MME PR ARFL 0T EE L
Dressler’s f i 3 ~ & & ffig o s b of iy ples 4 = (5.1%) HREF R - 3

SORA SR o £ E GG 31 (3.8%) MMEFgE HY 2 g2 wH g

fﬁ_-}ﬁ 1 i3 4 3 d: 0% i#s % % (femoral pseudoaneurysm ) o

rb

LR T gAY
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HBiE C FER L%
%%ﬁﬁ¢x§4ﬁwgﬁ

ERBen6 ZEF o e 285 B (FF3~17TBY ) 6y wREF -
FreezeAF trial[33]

FreezeAF trial 5 8 — ¢ & ~ g~ 2 34~ T (783~ Bt 2 s e
R BEE AR 1l BIRRERY ST o g RS HIACET FES
iedy BT S g A o W IR L L) A Y R AR IR AT
¥R B ATV E L B )5 % (open-irrigated tip radiofrequency ) ©

A TR k4 ) g E 5 “Medtronic” % - # Arctic Front” i
? ;R S BT J%%;? e RPN )%;%‘,? = ]J% Ls S FEBAR
o 'b\a‘F«ffa BHEL «k/ﬁﬁﬁ/r/ﬁf ’&*’k%?/ﬁ @4*‘*‘6 BEis s (T
W IR R A SR B kR o o A TR R RN
EHL2 B o

ERE %zﬁﬂﬁ“G@ o 12 @2 E P2 S o wE A F
BRI EC SIS ED FERE  FHEE R TR R4S | I A ATeh
WERRF R SR L PR A FEFR 6B HY A
TG —g == %r?, /ﬂﬁn&ﬁ*fmé% ;12 B0 G E AR X /ﬂﬁﬂﬁtﬂ%@ﬁ gk
% - Blanking period % ij fgitis 3 B 7 o = & frocik o L NEER ~ xray £ &
BELRBPER 2 2R g4 Ko

R ?&%—‘5’:"—% ?]‘J\f—‘-’/%‘/’v\’ffr‘lfﬁ = KNS 315 i+ & Fu ety jiﬁrzé‘jf;a;;;;%ﬁ

Yo~ Edk 18~75 fho~ F A ERLEF ) L g e SRR o 4 0 S A R

Fet SR (159 4 ) sk g2 ok e (156 4 ) inf o & o 4 AATRA ¥
Mo RAPIT > RAPIEIE B RS A 7o P T (8.2% vs. 2.6%, p=0.028 ) -

AR Focdp i R ALY RESPTEN RS KR S 1 &L
# (RRFF) A WL T36%E T07% > 3 & &4 31 = hp =i e > 4
=X /ﬁﬁﬂ: F' e s W) ik 19.9%% 19.5%(p=0.933)° & 4f £ g]/r'}%‘f?—} Ak 5o
B R A 7SS s 0 b 'k £ (risk difference) 5 0.029 (95% ClI
-0.074 10 0.132, p<0.001 ) > >+ H — f® 16 B e # 5 > sf 4 ﬁﬁkf’
PR A ) 0641963 63.1% 0 TR b Rl 4R D ¥ ST R o b
% £ % 0.010(95% CI-0.097 to 0.116, p=0.002 )~ ( & & F *i%‘ﬁ =% ;jé—?} LEkw)

ez & ooty e R4 L e e RGP 2he 13 A 4
(p=0.006) - 3k & 4 i iy ﬁﬂ; wen X-ray & & A E ¢ uﬁﬁiﬁwﬂﬁ’i@dq &% 115
Gy-cm? (p=0.012)> it & %2 x-tay k GREF T 2 F L B (p=0.632)- (= &
reip i %’LKEL%ZI)
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M@m‘§fm§%ﬂw
§%%g¢, B
b A Tk A b Rl e iR R 4 AE A S
(/w\ B E_12.2%%- 5.0%, p:0.022) v B R AR A IR ..:;J%r-@-m’sﬁ' RNt
S ) L g (4~ %5 5.8%Fr 0%, p=0.002) - H A= jisiE F RS 2/ &
@%éﬂ

~

Zw FreezeATrial 2 i & F »odpthie %

Risk difference
Ry AT IR L R P g
fie pcdn A ) L R ) (95% Cl) (B

L Ble R~ 45 (ITT)
6" Lprxm o n(%) 99/157 (63.1) 98/153 (64.1)  0.010 (-0.097to  0.002
0.116)
12 % £ 2 # > n (% 104/147 (70.7) 106/144 (73.6) 0.029 <0.001
(-0.074 t0 0.132)

%5 31F ek~ 17 (PP)

6 < s > n(%) 99/154 (64.3) 98/150 (65.3) 0.010 0.002
(-0.096 t0 0.117)
12 % 7 £ pi=d 5 > n (% 103/141 (73.0) 105/141 (74.5) 0.014 <0.001

(-0.089 t0 0.117)

ITT, intention-to-treat; PP, per-protocol
TEELAFAFFEEF R B BB FRE

# 7 FreezeATrial 2 =t & Jredp 3 %

ot i‘_{"z.‘[};’i A Ej-&iﬁ"%":f] s B3 i/_* o e P
(n=315 +) (n=159 +) (n=156 +)

£ FpER 0 170.0 (140.0, 202.0)  174.0 (146.5, 218.0) 161.0 0.006
45 (IQR) (132.8 t0 193.2)

X-ray % % # £ 56.0 (30.0, 85.5) 50.0 61.5 0.012
Gy-cm*(IQR) (36.0 to 95.5)

X-ray & %R 24.1(17.1,33.2) 24.0 (16.9, 37.2) 24.5 0.632
45 (IQR) (17.5 to 31.0)

d. The COR trial[34]

The COR trial 5 ¥ - ¢ & ~ W pE 2 {2 R HBFEHK > d 317 cnl B
Tk @B ST o Y g BRI R FES LR &2y gk e
CRERSIES 3 SR IS R R ol SRR R SO REEIE S SO S N Al (2
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:-I— A é" \%} P
A e AT g At
ng%ﬁs}i\a R wﬁﬂl‘*

B2 ok s

A TR kB4 ) g E 5 “Medtronic” % - # Arctic Front® i
H 5 e BER S 5 “Biosense Webster” Navistar ThermoCool® B #c 3% i i1
R ’.;%é%;?, o J BB .,sc:}ﬁ i ﬁﬁﬁﬁ'.g 12 B 7 A Fus 27 FES o
T RS SWERE SR RE LA EFEE Y RATE o IR TR
224 i S 3R o Blanking period % i fe il 31 0 o =t & Frocdp ke
RS S PE A~ AF burden ~ 4 B R BAF IR O]~ T RER £
epE R~ fluoroscopy Pg &4 p B o

BE2009 F 77 3 2011 E 3R 2 50 gt 2R HEEL LR R
Mo~ E#L 18 2 TS A F AR EF RN 4 b ke g
S BE R "‘@M/u#& R bkl (25 4 ) S EPIEEY (25 4 )
TR A A2 B .

iEFpreipth o mice 1 & p g sd e F o kb ke
%@&Tﬁﬁ’%%] e 4wl ik 48%(12 4 )£ 68%(17 ~ )°OR % 043(95% C10.19-1.0,
p=0.05) 5 ¥4+ i) piists 4 ikt %y F&%ﬁmfﬁe& Pl E g SRR AN
it 67%2 68% (p=0.94) > GEP IS ERIE A A LN EFLE -

fot & focdy o R4 R R S ST g o K ) PR
(90£24 % 45 vs.60+£27 %~ 45 > p<0. 001) 3 £ P R (215253 4 45 vs.173+£63 &

48 > p=0.02) - Fluoroscopy M &+ P iE R @ e kg ¥ £ B (45216 4~ 48 vs.45+16 ~

4 0p=096)c KAP I IFEERIME A EZ B EPHFEDY AHEF LR
(p=0.91) -

Ean Tl Y R R FEEL T RLTR
Pokushalov 2013[35]

Pokushalov 3 4 >+ 2013 4 # chvm pedt ~ T (7303 ~ R (it 2R 54
Berm i) 2 A R R o o LS LD F SRS R E DT R
PRl JERNES ) F RIS S AE S iﬂ'ﬁﬁﬁﬂi’ SRR R
ﬁﬁm}% “"{ l7':3 r’:" o

AT R ik sk g4 ok g F S “Medtronic” ¥ - i Arctic Front® #
?, ;RO U BRR %%%? % “Biosense Webster”” Navistar ThermoCool® é,é‘—-*g * ){%
At gl s e o Rl E R H B MaE A @ (linear RF
ablation) o gt #t > A1 A Y G HE CRRERIE R FE P o A & Foadpik
L) i 1 & :",ifm N N TR S B o' I PINES -5 A
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M2 FREEARY
%%%ﬁilﬁ4ﬁwpﬁ
SRS S B ER o STERY LA S AF burden>0.5% - LT3 1
pos s RRE R TP R fE A2 3.6 -] BF o blanking period F ) g ais 3B 7 o =
RS RIS % 2

SRR o~ 80 R A S RS & PR P Rk 2 e s
PRm A o M A R R kR (40 4 ) A EpipEY (404 ) B &
g ﬁﬁﬁﬁf?vﬁ? FRBCL £ o3 e AR TR ) RIS S0 ST ) e
PERT Y s B o 175 2 22 216 X o Bnf R AN Rl o TT WEVEEIR Y 5 68 iF
(88%) Eﬁ?f% LEEs BT S 4 ﬁﬁr"”_@ Pl 2 0EE R IR H AR Q iE N KR §_F)
e IRE AN AR E TR 2 ERIR AL 2 ORA SRR 0 A
F BT E)  S fk o SPAEN) SR T2 BRI R 2 INKRAR S B (S
k4 ok i) pede v p=0.003) -

A RRochth o EA R REs SR Es 1 Ep g s RE
m},% SN -»”'QLTE. %]ié«‘%ﬁﬁ AFH L% S s u i 43% (17/40) 2 58%
(23/40) > # m izt P BEF £ B (p=0.06) ¥ ;5% ~ 1% (on-treatment) i
P 4w 5 38% (11/29) ¥2 53% (27/51 2 51 a2 gY@z 10k EILE
& B S ) (p=0.043) o F AV E b R e s fA L R S ST
’]4*fm},% Abtrodle 1 EpgEs s ?Eﬁ%ﬁa’sﬁ‘iﬁ A w) ik 38% (11/29) ¥ 59%
(20/34) » 3k 4 i i f g 90 4 1S (p=0.021) -

Rt SEUS R PR L PR Y
feeRy 3 (8%) }I%““/ﬂ FAkTe D IRATPE R SRR o

(2) *T_% - & Arctic Front Advance® #k & £ i i R ZEF LS

N2 }gk GE A R4 R LR T AR “Medtronic” Arctic
Front Advance Cardiac CryoAblation Catheter ( % = “3k &4 4} @EE ) AIAFE
e g s g ¥p o> }I-‘ﬁ LR B2 A ,}J]w 2 ,fﬁ ,}Jﬁ,ﬁ a3 J;%;g.? LARRRLE -2 I
Visizxr il R ey fEJV“”}éF‘ R S VR RR SR o AR R B - W FAEF IEE o por
WRMEF T 2 ARV SHEEFREEEL BT 2 B8 ARt BREE
ToW Ry RIRE ALY ﬁfﬁ%—’g 27 CF E5ubf i e 2 W TG o 1T #F 1% X
2RFPTZFT R - REE 2SS NiERT

A. Jourda 2015[36]

Jourda % 4 »% 2015 & 3 £ ch¥ — 7o s EpEM  2ERES A R TR R
GG B RS BT e SRR 4 0 RS AR
B g CF sz vy (contact-force guided radiofrequency ) % 4 5% [ 3
2 PRBE 2o g AR sk 4 5 “Medtronic” ¥ = * Arctic
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B L FER G
%%%ﬁ¢1ﬁ4ﬁwﬁﬁ
Front Advance® ¥4 : i * chw %% ¥ ¥ 5 “Biosense Webster” ThermoCool®
SmartTouch™ ¥ # -

%2011 & 37 3 2013 & 2 7 ¥ » £ 4~ 150 pdue B BE SR R
oA s S BT 4 4R TS R s CF B HUHI Y K £ F 75 4
A s A TR B LARIT 0 T0E 8 6124 9.9 f o & 111k 253% 0 < BEH
JiAET ¥9 4.1+ 4.0 i » % 35 CHA2DS2-VASC score 1.4 + 1.3 4 » HAS-BLED 1.4
0.6 4 -

F oy ma o A e CF Eautif @) e dpt > 5 B ¥ e
£ jEpE FF (110.7 £ 32.5 vs. 134.5 + 48.3 %~ 43, p=0.001) - #&& 7 fluoroscopy P& %+
PERF (21.5+8.5vs. 253+ 9.9 4 48, p=0.017) > 12 % > chx-ray % % % & (4748
+ 2411 cGy-cm?2vs. 7734 + 5361 cGy-cm?2 p=0.001) & 7§ e 4 & 8 & 7
ORI I A B A EF RS R T REF LR o RN B2 B
Yo sk ki e CF Ui g 3w SRR o 4 NG 114

(14.7%)4- 9 * (12.0%)> A :E sz F B ¥ £ B8 (HR 1.20, 95% CI 0.50~2.90; log
rank p =0.682 ) -

bt

B. Squara 2015[37]

Squara % A >+ 2015 # g 4% ¢ < ~ e @32 (ambidirectional ) [
RATE o g AL B FEES LR R e S g R A 0 R
rak A o e CR 3 #ushitp e (contact-force guided radiofrequency ) 5%
FOIEY R & 2 o g AT sk 4 k) @ 5 “Medtronic” %
= # Arctic Front Advance® % ¥ ; 1 * s R W E § 5 “Biosense Webster”
ThermoCool® SmartTouch™ gt “St Jude Medical” TacticathT™ B oo

Freks 4 Bipk@Eske o 376 iiﬁ‘;‘_#r"m‘»‘ B BRI AT
MG S FEEp 4 0 T a9 50.8 £ 104 K o T 1Eg 280 i EE TR AR
kg 178 + > CF sy 4 198 « o 7 ;5 RS RIS R SN
e CF o) fedp st > B Fomans jieph I (109.6 £ 40 vs. 1225 +
40.7 ~ 48, p=0.003) » iz %>+ quoroscopy PRbtpE o x-ray & ZHE > RS 2 A
FHMPIHELR (pEASE 0140022) A a FHMEFRE S T 4p
en s At 14 b (7.1%) f0 13 6] (7.3%) 5 iz 41 agid G 505 4 33
B4 e (55, 2.5% ; & CF subtap ) e dpit p=0.03) o i feiiris 5 4
EHA8 B Y oS e A H S EE iﬂ'ﬁﬁﬁ‘fféﬁ o RO i’f—‘g v k] iE 76%2
733% > AEnF v F LR (p=063)-

%@Eﬂi ;2 (ambidirectional ) % FFpFum pEE 2 w s = ik A~ Tt
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A FER A
l\)
Eﬂ‘ ]@ (= 7"‘ \T’L"
sl M 2 ,' 4 Tl :
Fg }%‘ # PRI A B 7oL

(2 18055

1 4 & FRAHER L2 b

# SMC > & & JE £#-4+“Medtronic” Arctic Front Advance Cardiac CryoAblation Catheter
A&FORERIRL RS G R -

2. ApEbROTE S 2ER RS
(1) A P‘I;:?fv 2 Y ,krj;%,” zﬁl/ﬁ @%'F" ;}%_,3

& PubMed = Cochrane Library & + F#LE T 5 ch= Lﬁ%&ﬂ% I &l NG ]
ﬁEA’%“¢?w£dﬁ%?”“%”mﬁmwﬂ%t**iﬁ L - F AL
FoRARC NREALYREF LTS L FE D KR RHERR
AOCEOR L L R ST S o B 4 | SR L B FER LR
# zdﬁ«am ZEFW feisz =iz » & 8] 5 FIRE AND ICE trial ~ Cryo Versus RF
trial ~ FreezeAF trial ~ &2 The COR trial - ¥ 1 ki # 3 Pokushalov 2013 P| 5 #- 4+ % 3% %
WRERATA R F TR LR o5 Ry ¢ TR Ak s ki g “*
FIRE AND ICE trial 7 ¢ 5“Medtronic”% — # Arctic Front® 4 2 % = i Arctic Front
Advance® ¥ ¢ ; %4 R AR S fakE A REY AR kR
#ﬂﬁ%‘rmﬂfﬂm%’b rEpRAEELE o T LB R Rorr X 2 G %

St B S E i @ v 0 T 2 B AL R
T T

m FIREANDICEtrial : % ¢ & ~ % 445~ B3t 2 s 2 iR B 5%
o % 750 =R BlisH A 5 (intention-to-treat) T L BT NE-X s & B
o AT 376 ak R S ST o B Y i 15 & o
o W F - 2 % - kg 4 k) E F & “Biosense Webster”
ThermoCool® ~ThermoCool® SF 2 ThermoCool SmartTouch® < % T "& % ¥ o
- Kaplan-Meier ;=% 1 # 2 fek 2 pe (o fpo s b RF ~F 2 w53
Fos S B A Fus B EER AL ST R A 8
B fk) 4 ul 5 34.6%2 35.9% > HR 3 0.96 (95% C10.76t0 1.22 » 7
¥ p E<0.001) 5 34k FR A 4 AT SAT A fi o
- EGEERE O s ok e de (124 vs. 141 4 48 > p<0.001) -
- Fluoroscopy P &4 p [ » 2 04 i i) b e e k& (22 vs. 17 4 48> p<0.001)-
- Kaplan-Meier #=i 1 # 2. % > HF 25 4 F 4w 5 10.2%%£ 12.8%°HR
% 0.78(95% C10.52t01.18,p=0.24 ) & ¥ # 2 % 2 MHF 2 2 WA
MR Rs S PR Y LG 3
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MBI PR LR
%g;%#ui«r_, 2 AT

n Cryo Versus RF trial @ B — # w ~ B 3N 2 4% 4 it PR 38 5%

O

% 237 gt B FE m}% Pral g s S E o A o A IR

RIPEL G SIEEN R L E SR (& E R SRR R

s /i WpkieR ) IR EE RS ERERL £ -

v s - ks ok e F - “Biosense Webster” Navistar ThermoCool®

BRTEEE R BEILR o

- lEedjiFa sy (B s EhHgFiT) 285 67%47% - 76% (k&4
Bp e vs SR ) p<0.001 5 SN vs. & B Jn o p<0.001; sk &4 o
R VS & B sk p=0.220) B B4 b PR SO SHE N § BE
FEEfFERE o

- EGEPER o s R4 ) RSP e & E S S 4 (167 vs. 211 s,
278 & 48 ; 3 't iy p<0.001) -

- Fluoroscopy P& &P R » S4Ap g H 5 2 2 5 7@ (35.7 vs. 28.7 vs. 48.9

A4 5 3 it giF p<0.001) o

m  FreezeAFtrial : B - ¢ & ~ 2 71~ B2V 2 SEH L RS R IR

O

B Wle R A 175 4o 315 B 4 0 MESA R T B R ST (159 4 ) &

skb Ak e (156 4 ) i o BN AN EBLI2 B o Fop A S

B o R LR ARG B SR S iR

gy - R AR YRR e R LR R

- E S REl EL RS E (EEE )AL T73.6%3 70.7%;
IRE A R TSP R 0 b s £ 5 0.029 (95% C1-0.074 to
0.132 > p<0.001) -

- H - pd cn6 B!+ s 5 0 64 64.1%% 631%’Tﬁi«»/$4ﬂﬁﬂ;‘4
BT 0 b Y A S 0.010(95% Cl-0.097 to 0.116 > p=0.002 ) -

- IR kR4 mescEe (p=0.006) o

- Xeray kg AE ¢ o A peksg (p=0.012) -

- XraykgER o3 edakpFLd (p=0632)-

- IR 2 SO R A ) A E B TP 2 (12.2% vs. 5.0%,
p=0.022) o Z %] 3 & A 3iRA SR 2 F o kg LK iﬂ'ﬁﬁﬁ&ﬁi%
(5.8% vs. 0% - p=0.002) -

m TheCORtrial : H — ¥ w2z 5§44 /gt PR 2Rk

O

£ 50 =55 4 ER vt ER a5 gg—ge,;;,’% L R T B b
AEEY) (25 4 ) Sk g4 ki e (25 4 )0 E ) mais B
E o

vk - Rk 4 ok e % B 2 “Biosense Webster”Navistar ThermoCool®
BB e T R o

- lEac s yHag o A ik 48%2 68% 0 OR 3 0.43 (95% CI10.19 to
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HIEE CEE R
%g}%ﬁljiﬂ;' A TN
1.0, p=0.05) ; ¥** i Foiris 4 5 W 5% F IR getups 4 > A b (5 67%2
68% (p=0.94); S AM I EE RIS Ao iERI THEFLE -
- £ pepE o sRE s R ek (215453 vs.173+63 % 4& > p=0.02) »
- Fluoroscopy P& &+ps i > 3 o kg ¥ £ B (45216 vs.45+16 ~ 450 p=0.96 )-
- ERSSWERFEY A maRP P EFLL (p=091)-

S R R PO R e S 2 R

m  Pokushalov 2013 : S #% & /=¥t BB i85k
O K r B0 f A S YN IS X AR B A At 2 L S g 4
e I B E AR it (40 % ) SSHEEY) (40 4 ) v T30 L X
YRR S S
o tifEm - g 4R /ﬁﬁﬁk%? 21 “Bjosense Webster” Navistar ThermoCool®
o
- IR EAR Y RE S TTEMERY § 68 iF (88%) H b * sk g4k
FRTEI R 2 ERIEA B O R A F) S @ R4
W TR ZE IR 2 RIS 2 ORA SR 0 P R SR
YR o SPIEEY) R T2 R ERIR G 2 IRIRAE S B (SHIEE
gk 4 ok @4p 0t p=0.003) -
- L EERC SRR S A b SHLBIARR A HEA S AU
43%2: 58% > @ st AEF AR (p=0.06)c & ¥ HE B riE gLk
W 2 ST T 4 A 4T 0 4wl ik 38%8 5Y% kA ki i
OB Y e 5 M (p=0.021) -
- SR ME R SR AL T 8% A H 2 AR LIRS
B PR LT o RIS A R R

(2) =% = = Arctic Front Advance® zk &4 of i} g 2 0F 8

w2 }gL GEH o 2RI RA N R EE LR Y X k4 “Medtronic” Arctic
Front Advance Cardiac CryoAblation Catheter ( % = ® kg4 kg ) MIAFE
AR S A RS A IR R RS Y ph AL - A RWHFGFE S LR
E2hR48 ﬂ"’*’fﬁ ety % 5 52 S RA S RE R CF E8upifiEy
Z WG o T EBE R HoRoonrE 2B %

m Jourda2015: H - ¢ o~ whpEfE v ZEREES A k2 TR RSk
o Ao~ 150 imigdres A BEE LR Eanahrl g Moo % g 4
o F - Ik R E & CF iy (contact-force guided
radiofrequency ) » @ 2 & 3 75 % o
- R o R E AW e (110.7 £ 32.5vs. 1345 + 48.3 %~ 43,
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B FEELE S
FRPPTRERSAH LT
p=0.001) -
Fluoroscopy P &4 ¥ » 2k 4 4 ik if b e e (21.5+£85vs.25.3+£9.9
A4, p=0.017)
X-ray % @ F| € > s 4 ok e gt (4748 £ 2411 cGy-cm2vs, 7734 +
5361 cGy-cm2 p=0.001) -
IEEg R o ST aEFLR o
1E g >Ry —*Ff A w16 14.7% 40 12.0% A E st F B £ B(HR
1.20, 95% CI 0.50~2.90; log rank p = 0.682 ) -

m Squara2015: % ¢ < ~ g2 % ;2 (ambidirectional ) 2. & # &= 3

O

Bor 376 igdue B B o R & il e SR 4 o

o gk Rk AR EEE (178 4 ) & CF $subpif iy (198 4 ).

2 pepE R s g4 ok pe g ® (109.6 £ 40 vs. 122.5+ 40.7 4 43,
p=0.003) ¢

Fluoroscopy P& &4 e x-ray % B #E > 3 2 A E 3 P BF LR (p
A w5 0.1400.22)

B h AR g A SoAp iy o R TR LR KRR 05 4 Stk A
sp ke (2.5% vs. 0%, p=0.03) -

18 B " 2_m w5 o B2 B4 T4 B ik 76% 73.3% » A st g%
A% (p=0.63)-
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3 ~ i‘“&\’;‘

(-)~ B HTA m s g4 2
1 4 £+

Bt £ % FR 2 Fop =5 4 (Canadian Agency for Drugs and
Technologies in Health CADTH )= B % F [1]:# cryoballoon # cryoablation catheter
"5 EM?%—% R EFEALRTEHRL O LERHRRCT AT RS ASAM PR
ERARL A HER

2. g

L_/E/“%?%Flizz»;;;ai R ¢ (Medical Services Advisory Committee, MSAC )
SRR [2] 0 1 cryoballoon « cryoablation catheter i* % M43 » ¥ A HFjE L &
AR PRI S SHER -V AWIEN FRAM P w2 (Medicare
Benefits Schedule, MBS) [3] L ABAC 2 e s B AR 2 ) T A
f%@ﬁ %% £2,098.45 3 2,671.95 8% 2 - H ¢ 750 £ Medicare 4 £t # # o

“h B e A e - H (Prostheses List) [4] » & A & j& & 555 4p i+ it

ENELIE o
3. 2F

b RF RE R T RE S A% 7 e (National Institute for Health and Care
Excellence, NICE) 2B # F[5]&F & 1 (>3 2012 & 5 ¢ 222 4 » #5450
(interventional procedures guidance, IPG) ¥~ %4phf » 1485 TS A R E 4§
W AT SRR IR A 5o o % $Eds (Percutaneous balloon cryoablation for
pulmonary vein isolation in atrial fibrillation ) ;o 2% & % 33 5 #3870 Rk 20 o%
S p P L AR RE L R o B4 HEds]l (IPG) M4 R
B rP ARG ER O ¥ A2 B RR X 2B PR7% (National Health Service,
NHS) &% )‘@;;Z,_j_:l_ K NP m/i'ﬁ\p‘t"ﬁ o @ JHIEoR Bl H_F o~ NHS i en
AR AT ® WRMESONHS B 2% p 8 2R e R el DTRAE TR I E AR
3 97E (valuefor money ) » "r’—k@ oA E o R A E L ISR A
Bopehr 2R chA LA %#*@:}ﬁ 5! Tk Q}?ﬁ,&’?x*—i‘v'-‘ﬂkif PR T
T S PR 4 o d ARSI P T A FEANTERAM PN F o 7

AR L PO (R P o
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10 FR AR AR Bk

*+ 2016 & 2 * 25 p 12”7 cryoballoon” ~” cryoablation catheter” 3 B4
WE FERWE 4 B ¢ (Scottish Medicines Consortium, SMC) fr@t i B Fit
BPRAR & A ( National Health Service for Scotland, NHS Scotland ) = ¥ 4 =£ 4p A 2.
AL AR T A JE T 44 “Medtronic” Arctic Front Advance Cardiac
CryoAbIatlon Catheter & &% i 2o

(=) TFFHRGATE DM
~3F 2 * > 30F PubMed/Cochrane/CRD 7 + Tl R 2. 2 j2 P 4o !
12 7] PICOS i szdoxisit » x84 Acd —L*}ﬁ gt 7\)]35 A

¥ (population) ~ ;5% > i# (intervention) ~ % »c ¥ & & (comparator) ~ % % |
£ 45 1% (outcome) % 77 7 k3 = 2 (study design) » H 0% ik 2 FaZ4eT™ ¢

Population KNP RE R B S ETE BypE o 4

#g% PEE D RAE

Intervention e LGN REEEFRES G i
Comparator R A R S TR
Outcome --

Study design costs and cost analysis

— =~

4 7 1 p 2 ‘cryoballoon’~‘cryoablation’ 2 ‘cost’ (¥ B 45 & (7 30&F > & W] 4 J&E 11~
6~ % 9;;,,?)*% s JOE Fk 2 R E A ez o 54 %E*#%E BAie £3 24
g Tﬁ%/» Sl PR R F IR R O RS ARG M )*Jt[G 7] e
2 KA PAREOEARGTE > Wil andk 2 3R \md» A~ o F ‘hipE T 1
JE 7 R & T W ﬁﬂ;%;'g AT ) O ﬁﬂ;ﬂh—mz\- A FEFT8] e H
W L P B FEES LR A A SR EE g R T ARPIE i, © 2 B8
R ERTE R o T A 3 R TR FEFFEwP -

iz f it 2. PICOS - & 1§ PubMed/Cochrane/CRD % ~ gt 3 &L > *+ 2016 +

Mandell % * [6] & # & Winthrop = “fﬁi%l‘%i’gﬁ— ¥ RS T 0T
FooEB2uER T EEE EFMIENTCRIR AN REE (25
S S s v T AR DA O ﬁﬂ;éﬁ-? DIECATES X B2 i ) FR AT S 5 RS &yp‘v‘npfq
Plo RS BB A EEAEREERE S A PEI R BEETRIFEL L) R
Ereskg sy ﬁmﬁrm:}}% FRE I T F RS ARERERF 2 T
PESFEFEE L FRES FA0 o MRS R R e R 0 R
HES T EaA A G 31,874 F o B N s BT G (7 SR ena A 24,392
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o’J—:

Kl

E Moo TR E Lhﬁpi AR p\)»’f.F&r,L ERNSCATE . QT i i ﬁﬁﬁé
B2 AR R e e AR Y AN DR R A R DT
EFF L %W%Jﬁﬁ&VJHumﬁé¢%1%mﬁ%%f?ﬁ%iﬁﬁﬁiﬁ,
Bl TR e b BT o EE A b R S &R R 3 N
FAVE o RS 3 EFFEE LADEFF LD S RAFEE L

(w,

Winkle # A [7]% & fi7 b ehs S R QTS ) BirhE M2 24> 1 &
B e § BORREE ) fawa 3 0 Medicare & £ 4 T35 10,338 £ &
LR fe ey ﬁﬂ;ﬁhﬂ;\ rERAE S I——F:L ﬂ,h‘?{m}%4 g uﬁ:%
FREE AR S A9 A 12,847 £ A3 22284 3 A2 [
304 B— et A ) e Pl 5 6,500 £ & -

Reynolds % A [8] A %3¢+ @ FRoTF0 - RS A20 gy » 247 U
BF AARHA AR TR AR R NHS RET A AR mEE pfT s =
Menfuc B3 FEL LR EE e S RATR R L G ARE g g T
AN R S SRR RE A M EFRET R Y
e BB > KBS E o FABRI LN RISTFEA R gHRI - kb
E* S LR 0 (R B 5 propafenone ~ sotalol ~ amiodarone & 5 F d1Rw 5 B
WHRFR G IRESFEE - 242 2 EETAEL & & (Quality-adjusted life
year, QALY ) ¥ ri & & 3500 (F47TI o 50 ¢ mEp (- £ N )t & 2 Sk
18 kA STOP-AF #zhit% » mE P e gilidp Ik p H 477 > = XA FTALA
% ERA D B BT SUHPIF Rk p STOP-AF 3% o 2 ¢ i feiies £
AN ASUIES E 5 F - Rehp i BSR4 5 1,888
E4s - % Freezor ¢ 5 * 807 B8 - At 8RB AN HE N REFTARTY
SR B3 FEF R L E L SRR E R L i S Aok
(incremental cost-effectiveness ratio, ICER) 7 21,957 &4 /QALY (3 4r = & 3
35354 > ¥ 5 H4r 0.161 B QALY ) A § K a SR Ha LR @
ErpapiarongdmiohER R FALDE AP R HFH L R
£ ﬁﬁ%? AR - R R SRS R ﬁﬁ%’? R gﬁ‘ﬁ”ﬁ'lé
BN AEME RIS RS R R B AT R D B B R
Poipf o B AL R YR R TR ST R R g T B

(2) ZREFHREL S ARFAH
B FARE R 2L S AFE AT
() ARzZ{*

1. wkﬁﬁML%Hﬁf$ﬁmﬁ

30/49



104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

SHRMREFEEMELRA  E AL A0 kP gy s (3D
Mapplng LT U B E (PN 58 5 CXEQ4AL i i 4 H Bk & 48,097
g.)2 3D Mapping i# /1.4 fr8 ¥ 3 Ee s-F (P #F % 4 5 CXEO05AL>
A M ekEc s 70,200 BE) s BRI AR SAREE Y KR TN
75 B104-2 2 et TIRANERMEZ OFELEMERREAR o —AFEHZE M
= EOHEE (PSVT) KM, @ * s ¢ #gdh &5 4 - 13D Mapping
YR R @$¢J5a~p2@wﬁp»zd’ "3D Mapping i# 14 frt L Er R
YesrEd | PHREG 20 BEEPBEY o ARRLLFBRES AR ?”‘
#F AR AL 0 & T3D Mapping i#i1 4 fr L ETT %r%%‘r'g G P
q‘u,;fp 2o gt ek s 3D Mapping i#i2/4 r8 BT B drd 25 7B
LR ﬂ%#@aﬂ@ﬁ%gaw*wﬁ’m{?*iw‘m%~*ﬁ%
13®wﬁﬂ$%ﬁm SRS EL iR ﬂ@¥%@@*%m@fr
SYE A R - o

\ct Ziﬂ fm‘{
“W‘\ L

t &

ey ik R A AL 0 T3D Mapping Z¥TT R & | p 2007 & &
B 4o 4 2008 £ 3 J201443&F'“‘uauife*q+ <§x~ 100 + 2 125 « =+ ; 3D
Mapping i# /24 frs8 L 8T T e & F ¢ | 0 22010 # 10 * B4p4 - 2011 &
2014 ¢ % A dgopeigd 236 4 F K 3 633 4 o fedewinif o ¥ ARgR Y g
RGN Ak Seni R L AL S RARS A e 30 B K R
FHOLEVERER - 7 L ERA S5 A -

2. M B £ g p 22 Tw-DRGs 7

SAFHPARM LR IT D S RBIHAD R T3 R Y
B 2% B s 36,900 B 2014 i 2 GEiR¢ 4 F £ Hich 3,660 = -

2k i R 4 M e TW-DRGS 71 P 3 (5 38 < B w3 4 Kfﬂ.f(DRG
7§ 11203) » i& ¥t %% 2015 & 2. Tw-DRGs f# & £ > q_%_? o ;ﬁ}%u o 3
w2 R E L 33015 @ F R ERE L GEFE K+ 99T DRG i o s
133,208 B > T rT2 b rAqR R B4 U L 86,677 BL2 141,998 B o iv T Tok &
FAR AR A L RS AR 5B T DRGZ A AT i E
FopAgsele B E (7o S i) L Foh A A

3. FxF |§3*L«‘f3‘ﬁ’1{§\§/‘rjﬂﬂl

AEEHL B L5 LA FIT RSN LA R R 2 AR
v‘wﬁﬁbm%?’x‘iﬂﬁﬂﬂﬁﬁﬁéﬁﬂwui%dm%iﬂ’Bm”éi
W R EAH AL S St g it bW AE2NERE e ELEGE LR
BrreHe gk (T HFS = Mffg ) Fko M T RREEF ERMHEE T
;;;@ § Picif o IR mﬂl\zm FTwmi TP

31/49



104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

(1) $3¢4 2 FPwkirt 28 L EH SR 104 & 10 * #oai SRR
WEFRABL > B E R R TEAT - IR T F Ko RS L e
BB - REE TR HiE R & 2R
PrERER o DEERRITERE-HF R

(Q#34FE2TEy 2 FR: PAFHEAR 104 & 10 * FARMEE FE
HERTHE B ELRRIBSFABLFIHF A PFH  ERERERRY &
B2 TIoR 28277 B EFREH c MBI SLAPEE R LT AR LEE
FREF 2P ERABFRF RABR N ERLEA R 2L 5 AR 105
£ L1 BAHEE RS ERHHE B R FE AT RP A AT EATP
I% fs 2=k 29,055 BEE L ST M RS AR RBFH LA PSS
2R ARLEPR P RBEOELRRTERE-HFHR

4. B p A%

TP A > SBF FE-FBAP G 7B ARG o EDFEDRAE
[9] > 2xm s 2% BEchfRsk £ e 3 R~ PE 8 > By 2 3 ~ s
R R R BT R OTRR AR Aok AR B R o BT AT R
{8 % [9] o w5 BWE (atrial fibrillation, AF) &_% R e 273 2 - (cardiac
arrhythmia) [10] » H 73 9 1% > " F = &3 40 - 4 F» g2 2 §[10,11] -

§ L AT £ LA 5 AP gL S T ] R 5
ShE T2 g4 F[12] > £ s 3560 LAR® X W0 2 12 48 ECG i 7 2.4 T ip
EH BRET - RS ET e SR EFF L 14% 0 X BEF 0.7% 0 v %
WEHELF AT EIEF L1684 L5+ 4076 4 o 5if 13.8 & if B
o felos Sy A R0 b A S v Foa w52 s gEdeR 4 o 3.87
B2 223& -

V- =Py f@q’f [N S A *gpﬁv[}ia ,TJ' ’;ﬁ‘iﬁj?ﬁ[lfﬂ’év\ 1997
£ 3 2002-&?3,1!%\1;/)%’?'»%?ﬁ@vmbb’ur};f&—Lg& 127 A~ > ,\I}F,—;
ENZ EED A d 1997 £ & L F A5 91 A4 T ZOOZEi—"a 3 150
A2 % ’—ff'—.“']“’5?50%«‘-‘1}%’\1'\3’%?F‘ffﬁiﬁ?}ﬁ‘ﬁi’Lﬁ"\4’\ 3 4e 380
PR L g A 1571 4 > ¥ b T RAMEF (F L F 4 137 4 vs. 116
L)ooy if?ﬁ?j%:]f%;’\fil‘%?—‘ F 5 093% > EiZ b E KA TR o

B— ﬁvk?‘j\ﬂ“ Z oA hp s 26831 P ow RATE- ““;?F'ﬁj){%
A enisREE T ¢ [14] ) S e xff’f’?}?ﬁ AP g 26.5% 5 L ‘]“i’.'\» pie > 23.8%
SEFHEC e BT 0% 5 XA S S FEd o d M E ML S pEd “ii‘l,?iﬁi
R G EHTIE S B A e SRR B PG R Bt g
f]/?iﬁ_‘}ﬁ' M3 A 0 A wE 32.9% ~ 44.3% ~ 2 55.6% 0 Tk B % }i){% ~Fan F R
Ffi N B R Ffi"'*ﬁ IR E o B fAA Efa ek /,?i vk e w5 30.0%-34.3% -

32/49



104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

11.7%-17.6% ~ 2 16.7%-35.8% -

PR F AT EE RAETHEEA N ERTEEFENTHET NS
B L A S b MR e F L BRI A AP B F (5] - 2T g
F 417 TR 2003 £ 1 2009 £ 846 £ Rt TUEE ) o 5 IER 4
PAEG YRR RBHY VA RBFRERF P RE 120 S E
11324 Al irit e AR T EEFEY m)ﬁ, Ay b g = g A s F A PR
FAdRFAF R F o aPTRRET A T9374 % 3.96 £ chif R
TR N 0T M 22%h F BB 43%chd b3 4 K2 12%ch 2 oo
e ¢ Wy ¢ A JoentE i A F (P £=0.026) -

5. MirE

ZRY (MEZRF > TR ) R AERE TR R RS G
FEF-FELIFIEFENG 3041160 AR* AE AIEFHLFHEEY
5600 FBT 3FF 2B ad WATEHLFRPFE E504 22 K i
REFIREE AR A ARE AL HEERY A EH LG EELFY
=900 5 FgE-

SR P BEPA T A% SRR R X AR R B iR g
oo sy IR FRE M A2 A G R 5 2014 & 1 2018 &
BpnEfaF2016 #3 2020 # 2 A AP FIM A S Y G R :})‘54&573‘&
R RTILER -

L% CEREMGFEAMBEEL

(1) folk b o A% w3 A FF R~ RESIRIRG iR B HH R 2
FAGVREE S TEEY > 2 R B8 48,007 g 3D Mapplng
LT R SEY ) 2 L 2k 70,200 2¢0 T3D Mapping i#1i4 £
PR EREEY -

(2) P ARy A d AR g A CRFE S LR SRR R 4 0 d Ta 0 A
FRELCRT WL g e SRR s Bk A% w54 T3D
Mapping 2 %77 & 4% ¢ |2 T 3D Mapping /#/14 {rs8 B8 3 Ee s ¢
COT g R R TR i TR 2 ABH 4 7 2016 # T 2020 # - I
#iten? 2895 1,100 3 1,500 % > # ¢ 3D Mapping # #7 % 5 & F
PR ERTAFGID B L xRS RAL B S o s RATEH OB
FHEO60% Aok ¥ TR 0 &L REE RIS 5§
Fop A G 60%-80% 5 L o % gk B [6, 16-18] » T 2% 5 65% - o
p3a 19 2016 £ 3 2020 £ & £ 95 430 £ 3 590 L xiaé«&?ﬁﬁv}}% A
B oREE R BRA o d A R AT T 2 Bl 0 e X i

33/49



(3)

104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

FramTLmED
AR P R S AR RFIEHRE /LD F R RLBEL
|§,\V,Q rE-L R AR ;\ HorH o RS A &2 T 3D Mapping (g1 4 4
DET L SEE  APF 2 70200 B > B AT A E AL EL0F A 14
%1r1$%£5%?’ U Pt RTE SRR S CE T
TR THRESEE)E R LSRR AR AR LR )F
?%$*%%$d’ﬂ% FR TR 10 F AL h o T
@A%ﬁ%i&z%&@%ﬁé%é%mﬁ“i24§a;rmﬁﬁ%wo
R R T E R R S A S TinEE TR
gywéﬁpu@%ouféﬁﬁwnumﬁﬁﬁafmﬂfkfa&-

A=

o

A .35,(‘ _\_;“

|

- —RFXFLEA RS 2FLELCEF LTRSS
s T%‘/g'@%mm”m?ﬁfﬁiﬁ’%%i\ﬁdiwﬂﬂ
WL PR A R EE Y 29,055 8o Bk AR O RERES G ik S
40%-70% ;

R REIFLA RS PSR EEE BT EEN R A
Tﬁ%T%‘ﬁ%éfﬁwﬂmfwﬂac%givé# REE O REErELe
AE 2L H o B AR N RS D R L 10%-30% ;

B ;—ILIR—g;%ﬁ‘ g 2EELH Ll“%"ﬁ!‘ﬂ AT b —\33?
B T%‘]ﬁﬁd1%%Omm?#ﬁ\£glﬁwm%Agdi
o RLESEE AR 70200 B2 2R T E 29,055 B K A &
o pE{S e B F 5 10%-20% ;

FE e —EFRAGLH AR ST EEE LAV ERIESEE A

FRTHEA NG H 24 %rﬂ{r:%? FHRIZNERE AESE AP
A3 EFRAGFLA AN 70,200 B > BER A FEHR N FEiFRS D EF L
5%-15% ;

(4) B~ B D ARE R FEREPNRG iR Bt s 2ok g4

()

Ay REE ST EEY > s e iR {2 i 48,097 840 T 3D Mapping 2
TR SEE | 2 i H Bk 70,200 Ben T 3D Mapping i x4 gr s
DT EE ) 0 A% SRS F AR S G H AR R P
SR T IOREEE B R S 67,716 B21 68,361 B o AIRE KW A TER TR
FAWPAMBEE A AT RET AEFV A RRFERAE S 22 2
F AR R IR -

MR d A BRHERT A 2 SRR B AT R F “:ﬁﬁﬁ

e Ay o F Piﬁ%% (SRCARE 2 o S LA P s fg!i»égll;fgm; ) P e
TR AT AL o RA 0 AFL BT ATEELE MO IHBPE

PR AEET PR AE L 2 E 2 R TRAOE AR

m
R o
l

S

34/49



104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

A 8- —RFEXFEE & CHTEEE PR TELSREE A
BHEETE- £ 5T E5E ])a 170 #3410 tpr i * A& dE2 it
EEH L A9 % 3,600 § 23 8,600 § gk iﬂfﬁwﬁa ke E B R
oA SRN RS GRS i‘q 2,500 ¥ 4@ 5,800 & BLirgtt L 1 s
TR EERINPREST E ANNEF Y 143—‘!;m%iﬁ§fﬁ 5

B. 8- —F2 8 HrAm 2 LT EY -2 L7 EE A
HBT%-&#1%7#5#5% 40 £33 180 ﬁp‘ ®rAE S AE2GEE
A 9% 900 FEkd 3,700 F g Actp B R KT R #*H%’* #
AEO RS G T k600 3 REE 25003@@::1%%1* A

C. Fz—wEiffradrs  2ELHTHEF 2817 ;ﬁgg;;m-\_?? 4
BPEBRTY-EI¥TEFENG 40 £3 120 ¢ .;ga #FAE o AF G
FEH L N5 300 F B 800 H R AR RAOTEEFEHT Y
AERAMEFLSGLIEFFT RGN gET 258500 ATz
%?*K%f%ﬁ%%ﬁf’um.]moai3oo1g;+mg-+mﬁ ;

D. e —iki A HTEE BT R \33? 4 )

>
S

F
5
Y

o
‘1$
1

8 éi—ﬁia;zﬂimjpzow,go?;ﬁ I AP A
#5200 5382 600 38 ;}rfﬁxkﬁj\mi{’%%?ﬁ-ﬁ“?f g A
ArEERLAGEERY A FET 16 3 2ot L A

AL o0 R ;\;Twu/\ Belp B eniedpie IERP > @ A% CERILE T
Y- N M S B S C B oo Sl et E PP 5P NP IR N WA U
PRATEFFCAUDBEL A AL R AEET A RFRAAB 2 E 2
FEEFTROEFABEE AR A SR P ER2FL T AR T
;g.F R S ;}'ﬁ?#""\‘?’g ,ﬁf‘a’\,{-]rﬁ A ?{ 45000 ~ » WP ERHEE - EI ®
TE&FENT L0 22410 Lot R ¥ A& AR EEEEFH L DS 3,600 F
B3 8600 B Bt R kOTHEFEHE Y 0 ASR A EREH LR
F % 2,500 F 83 5800 F Bt A0 ¥ b AR e E N R G
AMNEFFL L FROBHTE LF RIS EE P F AW
Bi4e: ¥ 97,000 ~ - i * j‘w’%}‘&j‘g‘ﬂmi‘ﬁ"&i 40 £ 3 180 7'}1%/\ i NN g
L A9 5 000 F BT 3700 B A PR R AT EEF MR T
AEG O RERE G R kg 600 § B 2,500 F BLenE A DS FREEILR
AR A SRR RESE R T AR R EHS 'ﬂﬂ*«ﬁ”’i‘éﬁ
401 %) 185000 ~ % 24 F A k52 g ﬂc? w120 £-120 &0 A2
(SRR RY R B L Rkl A e BEAHFHF S ARR R
WA Y kG P25 §EL G L A o

35/49



104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

L2 LR HEBRTOMBEES—HR- A REY 2 %‘E Moo %@? 2HEH CTESEF LT
$1&E | $2& 53 5 4 & 5 ,
e ; ; ; ; ; s
2016 # | 2017 & | 2018 & | 2019 & | 2020 &

A B R 4 (1) 434 492 536 560 586 FEREAFTA B FRAL 2 R

B. % ¢ 174 246 322 364 410 | B A ED 5 40% -~ 50% ~ 60% ~ 65% ~ 70%

C. *&EFEHHL I(F o e
:9’;)] ( 3.6 5.2 6.8 7.6 8.6 B R ER G 2L AL R

i "3D Mapping V¥R R EEF 2 3D

D. B R ' EH 2 ik Mapping ;&34 fr\ L ¥ 7 &k & - X2

HLAERF 1.2 17 2.2 25 2.8 Pping 7 iLIs &1 3% ST S Bk g i 2
L h(+ 3 8) Fofm B B G E AP N e T AR
i i He 5 67,716 2.1 68,361 2
E. wing /i s &
e ,gﬂ fE5F 4 25 35 4.6 5.2 5.8 C-D
AR B (+ § 2k)

Fomtpgti(+a B A B ERY 2R T ba S
prREsacy 0.8 11 1.4 16 18 BRp L EREEAE 20§ L RLERF
2k aﬁsﬂMA%ﬂsooom

T R MRS R 2 A T s LR £ LS R o S RS SR b S Ra L

36/49




104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

RS B EAT OB ES RS R 2 R R TS E 7 A
$1e | $24# 53 & § 4 %5 N
7B , , y , , s
2016 & | 2017 | 2018+# | 2019 & | 2020 &
A B R (L) 434 492 536 560 586 ‘3%7€T$3ﬁﬁ-il’ﬁ‘ﬂ""§rﬁai LM &
B. i % 5 4 i 43 59 80 101 176 | Bk & % 5 10% - 15% ~ 20% » 25% ~ 30%
C. S iEmpEH A i (+ e
:g';)]L ( 0.9 15 23 2.9 3.7 B R RN 2T L
iz "3D Mapping ¥ #7 % W &% , 2 3D
D. Bk s ¥ i in Mapping i /14 fr¢ ¥ e g - K2
TR 0.3 0.5 0.7 1.0 1.2 lapping /£.:2.7% P
Bp A (S ) J B i B3 B A g e T B
44 H 5 67,716 21 68,361 B
E. &3 &) mEs &
L) R 0.6 1.0 15 2.0 25 C-D
M R+ 5 e
FoptpgtiCEy BRp RGP R 2 =¥
pep gt 0.4 0.7 1 14 1.7 BRpC EREERR 2D | RTEE
o) 2R A3 97,000 &
TARREE ARSI RET LA Y TR EFEFRZ P THEAEE AR R

37/49




104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

38/49

A RREAFAT OMBRFOA MR r R RREFARER LI RFED T ESEF 2 R AT
$1E %2 5 3 5 4 & ¥ 5 o
E P ; ; ; ; ; =a
2016 & | 2017 & 2018 2019 2020 &
A B R () 434 492 536 560 586 ‘.‘%gfg%‘&m—“éﬁai ML &
B. % ¢ i 43 59 80 101 117 Bk EE S GbF A 10% ~ 12% ~ 15% ~ 18% ~ 20%
C. A EiEifsi 2 &i(+ y o
:g';) ( 0.3 0.4 0.6 0.7 0.8 Bk A H L @EF 70,200 2
iz "3D Mapping 2 #7¢ e %4 , 2 3D
D. APk TUE S i in Mapping i /14 fr¢ ¥ e g - K2
TR 0.3 0.4 0.5 0.7 0.8 lapping 7% i2.< B -
FHAN(FaE) A N Tl S =
4 i 5 67,716 2% 68,361 g
E. kT %/ mEd s e e e e e
o 11 & 138 16 & 19 & 22 8 C—D
IR ()
Foptpgt i+ B AP f:ﬁzé;ﬁt&ﬁ'ﬁﬁ%% L9 14’1'@'% » i
o) 0.8 1.1 1.5 1.9 2.2 EREERY 2E P A BT EERY
* 5 £3-% 185,000 ~
TARYREY AR RSB RET A LY TFFE2FRZPH 7N EE RIS R LM




104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

34 éﬁ%ﬁﬁaw&%%%@ﬁﬁ—ﬁﬁw=~&dﬁ%?éﬁ ﬁ‘?f‘??“ FH O LERE BT
51 52 % 3 # ¥ 4 £ % 5 & .
7B ; p p p p =
2016 & | 2017 & 2018 = 2019 & 2020 #

A B AR A (1) 434 492 536 560 586 %‘@fg%‘&m—“éﬁaiﬂﬂ he Rk
B. % ¢ i 22 39 64 78 88 Bk FEE T OB 5 5% ~ 8% ~ 12% -~ 14% ~ 15%
C. »SiEEsH i (+ y

T ( 0.2 0.3 0.5 0.6 0.6 Bk LI A @ EFE 70,200 2

)

iz "3D Mapping 2 #7¢ e %4 , 2 3D

D. #B1 3 J%% B Mappin /E 34 ép’\ SRR A 53"% - Z_

TR 0.1 0.3 0.4 0.5 0.6 appINg A B ﬂ,

B N(F e R H G SOL G B AR B (N gt BT 00

4 i 5 67,716 2% 68,361 g
E. kT %/ mEd s e e " e e
- 11 # 13 & 16 19 & 22 C—E
4338 8(2)
1EZ 21 7 - l\l g 3 A5 Y "‘"'—:‘; P;L, s I,

Foom A f R ANy PR - f'ﬁ F ﬁﬁf? EEA 148~ =

o) 0.5 0.9 1.5 1.9 2.1 RRPFERE 2L AT ETHERT

o L2 H A
TARVREY rREECFS NI RET LA LnEE TR EAFRLPH T HENEF A EII SR LM

39/49




104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

)~ EAGER RS
B LINL BT A T ARIT2 LM REL 8 : 70,200 B2
%DMwwmﬁﬂAﬁ’: “%?@%?J°

#ﬁ%HM&F%*iHJL'”“ﬁﬁf\iﬁ [ St - IR ]
FoOMPHEHERY v oD MEFHIED AERM N BFREH DFRY -
BRp T AFEAT2 S A g oA
HAORP RSO B R SIRE P A e B ik g
WP R A IR B TR o
LT TV bR REGEEHEFMBER G AL AT
BPRTEEANGAOMBRE A 2T R AERFTARRERAEB 2
2R T RAERM B P A%k SRR E R LT A
1{1"'%’?’1‘?7 LI ¥ .?*F‘:‘ :}%4,35]%E?45,000;°’."L B
RE-EI¥T &Aﬁﬂﬁ1mri4m;%<@w$§”$§1%%%ﬁ
im$53%0”%;8%0”%’#%%ﬁ@%%ﬁﬁﬁﬁﬁﬁgw’%
o }A%ILIR—V‘I‘]‘FILIR-% x5 2500 387 5800@%”7«%*21/{ A ¥k A
Ll“%? MEEENZFEAILNNEFII L FFRFEHFE e kE
P T EE @4Eﬁﬁﬁ%ﬁiﬂ9HMJm’%“iw%&&%ﬂ
I 40 3 180 fomt 0 AE2 BEEREH L DS 900 FEkE 3,700
ﬁ%’#%%@&%ﬁﬁ%%fﬁﬁﬁg’i%@”%%$ﬁé%%%%ﬁ
600 § 2-3 2,500 F Bt 4y 5 FREE AR H AR SRR
RS [ﬁ’\ B $$Ei~3-4ﬂﬁlb B I‘J‘;P:/Emiﬂé\?,l_ ¥ 185,000 ~ 1 24
g ﬂ‘rr'»%ﬁ"&‘: e %3120 £-120 £ A EZREIERH AL NS
&ﬁﬁ%’k%%@@%miﬁﬁﬁﬁﬁﬁw@’i%@”%%$ﬁ%%%
¥ kg P25 FELad b A D o

40/49



104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

24 TR

1. Chao TF, Wang KL, Liu CJ, et al. Age Threshold for Increased Stroke Risk
Among Patients With Atrial Fibrillation: A Nationwide Cohort Study From
Taiwan. Journal of the American College of Cardiology 2015; 66(12):
1339-1347.

2. Amerena J, Chen SA, Sriratanasathavorn C, et al. An International
Observational Prospective Survey Assessing the Control of Atrial Fibrillation
in Asia-Pacific: Results of the Record-AFAP Registry. Clinical Medicine
Insights Cardiology 2015; 9: 77-83.

3. Chao TF, Lin YJ, Chang SL, et al. Can oral anticoagulants be stopped safely
after a successful atrial fibrillation ablation? Journal of thoracic disease 2015;
7(2): 172-177.

4. The Department of Health AG. February 2016 Prostheses List (effective 25
March 2016).
http://www.health.gov.au/internet/main/publishing.nsf/content/prostheses-list-
pdf.htm. Published 2016. Accessed April 1, 2016.

5. Chao TF, Huang YC, Liu CJ, et al. Acute myocardial infarction in patients
with atrial fibrillation with a CHA2DS2-VASc score of 0 or 1: a nationwide
cohort study. Heart rhythm : the official journal of the Heart Rhythm Society
2014; 11(11): 1941-1947.

6. Mandell J, Amico F, Parekh S, Snow J, Germano J, Cohen TJ. Early
experience with the cryoablation balloon procedure for the treatment of atrial
fibrillation by an experienced radiofrequency catheter ablation center. The
Journal of invasive cardiology 2013; 25(6): 288-292.

7. Winkle RA, Mead RH, Engel G, Kong MH, Patrawala RA.
Physician-controlled costs: the choice of equipment used for atrial fibrillation
ablation. Journal of interventional cardiac electrophysiology : an
international journal of arrhythmias and pacing 2013; 36(2): 157-165.

8. Reynolds MR, Lamotte M, Todd D, et al. Cost-effectiveness of cryoballoon
ablation for the management of paroxysmal atrial fibrillation. Europace :
European pacing, arrhythmias, and cardiac electrophysiology : journal of the
working groups on cardiac pacing, arrhythmias, and cardiac cellular
electrophysiology of the European Society of Cardiology 2014; 16(5):
652-659.

9. Fukuda K DH, Takayama M, Kumano F, Saitoh M, Tanaka S. Hyaluronic acid

41/49


http://www.health.gov.au/internet/main/publishing.nsf/content/prostheses-list-pdf.htm
http://www.health.gov.au/internet/main/publishing.nsf/content/prostheses-list-pdf.htm

10.

11.

12.

13.

14.

15.

16.

17.

18.

104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

increases proteoglycan synthesis in bovine articular cartilage in the presence
of interleukin-1. J Pharmacol Exp Ther 1996; 277(3): 1672-1675.

Chiang CE ZS, Tse HF, Teo WS, Omar R, Sriratanasathavorn C. Atrial
fibrillation management in Asia: From the Asian expert forum on atrial
fibrillation. Int J Cardiol 2012: Jan 10. [Epub ahead of print].

Iwasaki Y-k, Nishida K, Kato T, Nattel S. Atrial Fibrillation Pathophysiology.
Circulation 2011; 124(20): 2264-2274.

Chien KL, Su TC, Hsu HC, et al. Atrial fibrillation prevalence, incidence and
risk of stroke and all-cause death among Chinese. International journal of
cardiology 2010; 139(2): 173-180.

Lee CH, Liu PY, Tsai LM, et al. Characteristics of hospitalized patients with
atrial fibrillation in Taiwan: a nationwide observation. The American journal
of medicine 2007; 120(9): 819.e811-817.

Chiang CE, Naditch-Brule L, Murin J, et al. Distribution and risk profile of
paroxysmal, persistent, and permanent atrial fibrillation in routine clinical
practice: insight from the real-life global survey evaluating patients with atrial
fibrillation  international  registry. ~ Circulation  Arrhythmia  and
electrophysiology 2012; 5(4): 632-639.

Chang CH, Lin JW, Chiu FC, Caffrey JL, Wu LC, Lai MS. Effect of
radiofrequency catheter ablation for atrial fibrillation on morbidity and
mortality: a nationwide cohort study and propensity score analysis.
Circulation Arrhythmia and electrophysiology 2014; 7(1): 76-82.

Sorgente A, Chierchia GB, Capulzini L, et al. Atrial fibrillation ablation: a
single center comparison between remote magnetic navigation, cryoballoon
and conventional manual pulmonary vein isolation. Indian pacing and
electrophysiology journal 2010; 10(11): 486-495.

Maagh P, Butz T, Plehn G, Christoph A, Meissner A. Pulmonary vein isolation
in 2012: is it necessary to perform a time consuming electrophysical mapping
or should we focus on rapid and safe therapies? A retrospective analysis of
different ablation tools. International journal of medical sciences 2013; 10(1):
24-33.

Herrera Siklody C, Arentz T, Minners J, et al. Cellular damage, platelet
activation, and inflammatory response after pulmonary vein isolation: a
randomized study comparing radiofrequency ablation with cryoablation. Heart
rhythm : the official journal of the Heart Rhythm Society 2012; 9(2): 189-196.

42/49



104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter
| ¢4

FE=S

hEr- W R L ) RS e S AR A M 2 2 % B Rk B e Rt

it e A
. Fe oz
Pt g R AT A &35 i | 350 | #nam »f; :
>¥Roe 2
"Fkit" T ¥ "SIM"ENSITE ARRAY )
CXEO4EACECST EC1000 i€ | 48,097 | B104-2 E
CATHETER
NS7TC-BL;CL;DL;EL;FL;JL-17
CERHFOSE” i %8 "BIOSENSE 4-HS;NS7T-BL;CL;DL;EL;FLIL | * 4397
CXEO04NS7TCWE i€ | 48,097 | B104-2 )
WEBSTER" NAVI-STAR CATHETER -174-HS;(NS7TC-B8L;C8L;D8L; ¥
F8L;J8L-174HS
"I ETER AR R ot oK EE SIMT
CXE0588050ST THERAPY COOL PATH DUO SP ABLATION A088050:53 € | 70200 | B104-2 L.
CATHETERS
RN o S R FER MO04EPT96200;MO04EPT9620K
CXE05BLZ01SB “BOSTON SCIENTIFIC’BLAZER 20;MOO4EPT9620K2EQ;MO04EP | i | 70200 | B104-2 2
OPEN-IRRIGATED ABLATION CATHETER T9620N40

43/49



104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

CERREER A RR BT ORTEE

CXEO5CFLEXST "SIM"THERAPY COOL FLEX ABLATION A088015:A088018 ;| 70200 | B104-2 £
CATHETERS
"k L AF AL 1R A4 £ 97 % "BOSTON
MOO4EPT90310;MO04EPT9031K |
CXEO5CH1L2SB |  SCIENTIFIC" CHILLI Il COOLED ABLATION i | 70200 | B104-2 £
20;MO04EPT9031N40
CATHETER
BRI SRR L B RIS Rl S
CXE05D1316WE |  "BIOSENSE WEBSTER" THERMOCOOL SF D131601:D131604 i | 70200 | B104-2 L
UNI-DIRECTIONAL CATHETER
WD SCEE B R IR R ¢k S
. D131501:D131504;D131801:D13 |
CXE05D131FWE | # # "BIOSENSE WEBSTER" THERMOCOOL SF 1804 i | 70200 | B104-2 £
NAV UNI-DIRECTIONAL CATHETER
e b E s en op s DI7TCBLRT;DI7TCDLRT;DI7T
FR#ERILA VR T 2§ BIOSENSE
CFLRT;DI7TCILRT;DI7TDLRT;
WEBSTER NAVI-STAR/CELCIUS
CXE05D17LRWE DI7TFLRT;D7ITCBL252RT;D7I | EA | 70200 | B104-2 £
THERMOCOOL DIAGNOSTIC/ABLATION
TCDL252RT;D7ITCFL252RT;D
DEFLECTABLE TIP CATHETER 3§ &7x & # 34§
7ITFL252RT
EORCH P R IR R e
i BNI75TCDDH;BNI75TCFFH;B
7 #7/% Y % 4 "BIOSENSE WEBSTER"EZ
CXEO5EBN75WE NI75TCJIH;BNI7STCFIH;BNI75 | EA | 70200 | B104-2 2

STEER THERMOCOOL NAV
DIAGNOSTIC/ABLATION DEFLECTABLE TIP

TCDFH

44/49




104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

CATHETER

"% 304 w4 ok i) e ¥ ¢ "MEDTRONIC"

207F1;207F3;207F5;217F1;217F

CXEO5EECATMA4 FREEZOR CARDIAC CRYOABLATION % 70200 | B104-2 2
3;217F5;209F3;209F5
CATHETER
e A701124;A701125;A701127;A70
“EgkiE" S g &R E "SIM'FLEXABILITY )
CXEO05F2459ST 1128;A701129;A701157;A70115 3 70200 | B104-2 A
ABLATION CATHETER
8;A701159
T A701124;A701125;A701127;A70
“Egkid" S g BT E "SIM'FLEXABILITY )
CXEOQ5F245CST 1128;A701129;A701157;A70115 3 70200 | B104-2 A
ABLATION CATHETER
8;A701159
ETEFERIAINESLT A IE—’.%? BIOSENSE | NI75TBH;NI75TCH;NI75TDH;N
WEBSTER NAVI-STAR/CELCIUS I75TFH;NI75TCBH;NI75TCCH,;
CXEO5NN75TWE EA | 70200 | B104-2 A
THERMOCOOL DIAGNOSTIC/ABLATION NI75TCDH;NI75TCFH;NI75TCJ
DEFLECTABLE TIP CATHETER i & ¢ & % 24§ H
RS A REERE =i FERTAF IR L= Rt B o)
P ETI T R BN %? "Biosense Webster" BNI35-DD;FF;JJ;FJ;DF-CT;H;B
CXEO5SBN35WE o EA | 70200 | B104-2 A
ThermoCool SF NAV Bi-directional NI135-BB;BD;BF;DJ-CT;H
Diagnostic/Ablation Deflectable
CXEO0570454ST "R IR LR MR SRR ’%%? "SIM™ A700454:A700457 i 70200 B104-2 T

45/49




104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

THERAPY COOL PATH DUO SP ABLATION

CATHETERS
ik LA A 1A drig gk L "BOSTON
CXEO5CH1L1SB SCIENTIFIC"CHILLI COOLED ABLATION M0049031-0;K20 i 70200 B104-2 2
SYSTEM
N BDI75TCDDRT;BDI75TCFFRT,;
PRAEFOIE"SFRILINERTENS
i BDI75TCJIRT;BDI75TCFIRT;B
%7/ % & % ¢ "BIOSENSE WEBSTER"EZ STEER
CXEOSEBD75WE DI75TCDFRT;BDI7STDDRT;B EA | 70200 B104-2 E

THERMOCOOL DIAGNOSTIC/ABLATION

DI75TFFRT;BDI75TJIRT;BDI75
DEFLECTABLE TIP CATHETER

THIRT;BDI7STDFRT

Fied" R e R EE ¢ "SIM" SAFIRE 100020942(A402869);100020943
CXEO5SAFBDST BLU BI-DIRECTIONAL ABLATION (A402871);100020944(A402870); | % 70200 | B104-2 +
CATHETERS* i} & 7 2 & 14§ 100020945(A402872)

"E R OF RPN AR e £ %7 | BDI3SDDRT;BDI35FFRT;BDI35
T $* 3% f ¢ "Biosense Webster" ThermoCool JIRT;BDI35FJRT;BDI3SDFRT:;B

CXE05SBD35WE o ] ] ] EA | 70200 | B104-2 E3
SF Bi-Directional Diagnostic/Ablation Deflectable DI35BBRT;BDI35BDRT;BDI35
Tip Cath BFRT;BDI35DJRT
"R BEARRSETCHET EEEIBIY
CXEO5TCPACYB THERAPY COOL PATH ABLATION 83326:83329;84308:84312 EA | 70200 | B104-2 Z

CATHETER*it & 3 L % 1%

46/49




104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

"Bk ER LR R R o 5T S F "SIM” | 100020232(A088046);100020233
CXEO5TCPBDST THERAPY COOL PATH BI-DIRECTIONAL | (A088047):100020234(A088048); | i | 70200 | B104-2 7
ABLATION CATHETERS 100020235(A088049)

47/49




104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

GBS RORIER ¢ IR

FHEE | Aapy TP i e
PubMed | 2016/04/11 | 1 | ("Atrial Fibrillation/therapy”[Mesh] OR 24,951
"Atrial Fibrillation/surgery”"[Mesh] ) OR
"paroxysmal atrial fibrillation"[tiab]
2 | "Catheter Ablation"[Mesh] OR "catheter 26,756
ablation"[tiab]
3 | "Cryosurgery”[Mesh] OR “cryoballoon”[tiab] | 11,572
4 | #1 AND #2 AND #3 312
5 | #4 Filters: Randomized Controlled Trial 18
6 | #4 Filters: Systematic Reviews; 15
Meta-Analysis
7 | "second-generation”[tiab] OR "Arctic Front 19,686
Advance"[tiab]
#1 AND #2 AND #3 AND #7 34
#8 Filters: Systematic Reviews; 1
Meta-Analysis
10 | #8 Filters: Randomized Controlled Trial 0
11 | #8 Filters: Comparative Study 10
Cochrane | 2016/04/11 "cryoballoon™:ti,ab,kw and "paroxysmal 0
Library atrial fibrillation":ti,ab,kw in Cochrane

Reviews, Other Reviews

48/49




104SMD11009_"Medtronic" Arctic Front Advance Cardiac CryoAblation Catheter

SR o e
% 3R

%&‘}%ﬁlﬁ?

Fﬁ'éﬁf_: q./ A F‘T‘lp ~ };‘E:}f’g

3 4 =X skl
,. Z» N F'\ 7];.—

FHE |&wew W4T i i
PubMed | 2016/04/11 | 1 | cryoballoon[All Fields] OR 13,093
("cryosurgery”[MeSH Terms] OR
"cryosurgery"[All Fields] OR
"cryoablation"[All Fields])
2 | "economics"[Subheading] OR 662,199
"economics"[All Fields] OR "cost"[All
Fields] OR "costs and cost analysis"[MeSH
Terms] OR ("costs"[All Fields] AND
"cost"[All Fields] AND "analysis"[All
Fields]) OR "costs and cost analysis"[All
Fields]
3 | "atrial fibrillation"[MeSH Terms] OR 58,116
("atrial"[All Fields] AND "fibrillation"[All
Fields]) OR "atrial fibrillation"[All Fields]
4 | 1#AND#2 11
Cochrane | 2016/04/11 | 1 | cryoballoon OR cryoablation (economic 6
Library evaluation)
CRD 2016.2.15 |1 | cryoballoon OR cryoablation (CRD assessed 9

economic evaluation (bibliographic), CRD
assessed economic evaluation (full abstract))

49/49





