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Q02 (22)

I3

=W $e-AHEARE-37HGlaucoma Schlemm'’s Canal Stent Insertion)(FF33 AHE
AAE)S s o FAHE 508 A9 ARGl E7FsT /I =W SRS T = Qb
<= 24s7| fl8f Ao AHES 4] R o]4lsto] S Bl HrdE viEAlY = A
8 s Lol o 71e2 20159 A3t A9 57|&B I el =l ekl
ARl o 7Nz HUlA SAtolA QbR 2 O] FATE Sl QmTIEE Bl &
A BAFAT IA] A2017-1452(2017.8.23)°] 23 AEFA 50%(E FHE 50%)= 285
I3tk & 71e mr|eABIMAY R BUE PR TaEEgleH, A 454 dE

[e]

ol A A 9 5 52 ERlok 9wr]&0] A4 ARE-Z gt A Aol XY

Sk 20224 153 2187 EAE/ 1820225, 13014 Sl2714AE7} ko s Aol
A7HE ystc.

T AFEAN s ik A B a3k, BAVSE BU] As AAA £darde 3ok

— O
AT T 2HEAES s SXfolA AR e bdstal anbARIZFT oIl Bt
A= Aol QoA et WM = I, 37t e, 9A &4, A s H ALAYT

)

S, BV Y A, FEUE AR A, e 45 ES Tl A vd-1

=

Ll

A

A2 IYAES Bz =9 370, = 570 dlolEHo]2olM AAste] A1 %
I

H7H=
Cochrane®] Risk of Bias(RoB) =78 AR&olo] T o] HEAP} =& 02 $=8)oto] oA} <]
2~

S |29tk ARFEE nle e AutE PAL BB F Yo YEAT SYHom &
Pergon], o)A BAATE e A9 A3Ae T Eolshe] Golekgit, AREA S HFH By
(quantitative analysis)o] 753t 4% /4 (qualitative review) +4-Z A1t AAZ
A1 Ay ZA $F2 Grading of Recommendations Assessment, Development and
Evaluation (GRADE) Z< 5P 0 2 B7}519ic).
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o HH ol
3 A7} 570 FREQT NEY 98 422 7] % 5709 A7 AXA AY AT AT
o] A Qlofs HIIES] cia] vlEY RS B ow WAsgow, Fae) A4 &% Jof chai
wWeksi) FlaEo] QA ool BEHIo] ek, WelAie ATy, AR 7t FEoNE
BEAI T} 58 0] Wkt

oFEIA

T AHEAYEY] A2 F 7719 AH11HY £3)F o= Brsiginh. 34l 2
YA ZHEfu] A2, MY, F7rE 52 SARE vl o] AR R Rofet Apol7t
AT}, EL, AHA R T sl A &2 HAgh At It o S E 2 AHEY
AsolARE TSR BT AolA 152 ol F71 #A] glo] TAHAHIL RISttt E
g, ~HIE I S oR AHE Ao, AFIE w55 Hargt Atollbe F7HAI F2E
o] L, w7} Fulate] SA7F B3R eEAY —"F FRI A2 & SAS AL HAskgloy. o5

O] Aol A oA SRt o S WHEA| e, e F 15U F2 177E oluiol] =]

ST AAEAASY AV o] utet Selstec

U AAEAST HBA RS vud 2
3} P KB ARG 50] Hol- oiek. T, %ﬂﬁﬂ ] fre ARlEALelA

o] 20%0W FABHAL 27k N2t RS e Bt Aol 6-18mmHgE SASH: FFol 3
o A fole G,

T AREARIE W AU e B8 WY o BeatS Bl AHGNE B4 2
T, FET AHEAYETOA Hit A¥(mean  difference (MD)= -1.17mmHg; 95%
confidence interval (CI) -1.95, -0.39; 1’=24%), &4 F= AR S(MD= -0.3270; 95%
CI -0.46, -0.17; ’=0%)E W3+= 837} 9ich Bt edo] 20%014 AastAY 71 2187}
T Q5lA] a1 Hat QkQto] 6-18mmHgE A5k a5 olAe AHEAUETY AF
0] 1.2391(95% CI 1.05, 1.45) &7 UeFgeh1®=0%). WHE &4 23}, Be A Faash
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Open angle glaucoma, Schlemm'’s Canal, iStent, Intraocular pressure
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M=

1. I3

SWe- AR EARIE-73HGlaucoma Schlemm’s Canal Stent Insertion) & SWA o=
A& 5O & oA 9] ARgo] E7Fs R N HUld SRSt o & QIelE 25| ffs] ok
AHIES A B o]Alsto] Fpfldhs B3l W= dlS vl Al 7= WRolTh 2015 AI3AL 419 = 7|+ 87t
3ol A =g 2FAI 2] AREo] o 7 Ul SERjoll A QPAstaL bA]l O e R B
ArHAl =& -84 B7HET TA] A|2015-73%)). HAEAR A A|2017-145%
(2017.8.23)°] ofsf @A AEFo] (ZQ] FHE 50%)= HE=L Ut

2 7le2 e ErAIE el YR Y EPo 2 WaE o, AE4 - A5 HEES 59 94H
PR A B 5= ERIskl w710 A7 AME= IRt 3] ojApAZgol Alstarat 2022 A5A
Ol=71aAB7FI¥31(2022.5.13.)0014 Q=7 sAB 7t F & A= o] AHB7HE st

1.1 7Y 2=7l= 71L

T AHEANES YRE(ab interno) FHOoE ARF HARE] A”IE(trabecular
micro-bypass stents)E ARESH= H ARG sUA & 5 shuoloh YRk o = Fizt =i ik
L2909 FQ A=Z20] A9F(trabecular meshwork)2] 4= A5t =712 Q3] W4 8-=0| ZAdl=
HRlo]H, AHEHRJYES HATE F-2lolo] Feehd] HEE 58 o 7IAsHL & A7 1=H)
ayAQl v o g d#HA JtHZhou and Smedley, 2005; Voskanyan &, 2014). 1At} iStent
(Glaukos Corp., Laguna Hills, CA, USA)= 43014 $6% SUA A1) Qb W= obdsal
BIAR] HhHo|H, of g ALl Wi &3t A s WU 2 Qlo] iStent®] 37141 Qb/d 1t
B ASE & F A 59 B2t e # oFE FEE Eole ZA2E Hrskl QIti(Voskanyan
5, 2014). A28 24|t A=]Q1 Model GTS400 iStent inject (Glaukos Corporation, Laguna Hills,
CA, USA)= 71 A9t 5Ll frE= 7171 98-S skl inh 27| Ed(Model G2-0)-= 9t
ol shY iStentE o144 UL, 241K 2@ (Model G2-M-IS system) 27112] AHIES A

= 7152 AlF3HEHVoskanyan &, 2014).
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Outflow
@ 120 l'l'm Orifices (4X)
\ Head
Hesldels in
/' Outlsw Schlemm's Canal
((\({\ Orifices (4X) Thorax

b Resides in the
Trabecular Meshwork

Flange
Resides in the
Antericr Chamber
Inlet Inlet Oriﬁce/

Orifice {Not wisible in thisview)

(iStent; GTST00R(1MICH-right stent)*) (iStent inject; GTS400(2XMICH)**)

[EX: *Samuelson S, 2011; **Voskanyan S, 2014]

JE 1.1 1MICHRE 2M|CH iStent

JES AME HES T2 B3 SHET o] So7Pd Ae30| 52 7HEA 72
o]

1.1.3 AE24E AT o7teigd

Spiegel 5(2002) 712t =W Aol A A0l REH 2 E RASHEA AR5 S HR=
o2 ©3]517] 9 A EHZ o|A5lo] oRly} ok B Q 71A FlE H 715191, o]So| EleRs
A9 LAY A9 t|A19-3] AFIE(iStent, Glaukos Corporatiion, Laguna Hills, CA, USA)E
7i&52eHZhou and Smedley, 2005: Samuelson %, 2011). FFHol A1 iStente] th3te] 20144
19 9] AEOJREIAA o)5717] £ B71S WATHSS] 14-324%). E, 24t 22 iStent
injects= 2018 12 440l 21F2JFEP A 9] 517hE ' ARto] FRIEAUTHS] 18-346%).



12 Fu9l B8 U HOISH e
1.2.1 2L HSSK| sigt

H 1.1 MEZ0 XY L AA| SO st 7| 2(HASXE TA| H2017-1455, 2017.8.23.)

Ho

2 @y gRus % 3 =2 Ame
e
MO HALAB2 K504 LY AHE AHENSIS 50%  2017-09-01
H 1.2 3iQ 20-H|80 22 L S0 MH7IX™ES(BHEXE TA| H2017-1458, 2017.8.23.)
Sz =C £ = 3%

HO& MX| & =2

T2 XNMA A rER

Xt-504 SUR42 [HOIMAIR £2 28] Surgery for Glaucoma
SH041 7t EMENS [Y7E, 2OEDY, DO, SMEM] Iridectomy 2,916.48

S5042 Lt Ojubes [N, 2|, Exd=s, ZYA 2i2|s] Filtering Operation  2,702.00

S5053 Lt &K9FEXZ Trabeculectomy 6,255.39
T A (=SS ARl 2= 879.88%S AHESIC
Sb047 2t H0|sH MR EVlE Trabeculotomy Under Microscopy 4,343.66
Sh044 O 22X, 2UASII= Photocoagulation for Iris, Ciliary Body 2,931.81
S5045  Hf. 2UH[ES S Cyclocryotherapy 2,191.31
S5049 AL sUEJUEHEHRI= Glaucoma Implant Surgery 7,882.12
S5048  Of. 0|5t w8 7HE= Sinusotomy under Microscopy 4,262.15
S5040 A} HIES01ES Nonpenetrating Filtration Surgery (Deep Sclerectomy, Viscocanalostomy)  4,108.01
A AHIEHRIS Stent Insertion
Z: TAEE0] K U A SO B3 71 HE20| M2 2U50 N8
S5039 (1) e 2,869.97
S5038 (2) 24 5t 2,869.97
S5054  7h YO|XME 0|28t MRFH3E Laser Trabeculoplasty 1,458.24
SZ670 Bt U Y= REH Y= Glaucoma Aqueous Tube Insertion 4,617.2
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E 1.3 ZESHAEIR DARS EA

—-O

BHESMS | X-504%K1) B3EDIZE S5039 =10l =] 20

2HHAZA BEAZRX|E 1A M2017 - 1455(2017.8.23.) HoIx} 2017-09-01
SHRAH(EE) | sUEPE [HO0IMME 22 IE]-AHENUs-HET MHEFHAE | 50%
HAH(HR) | Surgery for Glaucoma-Stent Insertion-Schlemm’s canal OHESIAE | -

ol % =5-0tt &8

H3S3 Ue-=sUE ofE 28 SC= M9 ARRO| 27t58 N2 LA 2K}
MBS * THEZH AIY 2 A SO 28t 713 EH20 M2 QU3 HE
e *MNE: MO=T|E QMY - REH HIHAW 1Al K 2015-738

X QU7 [HYR LS ZHOIX|>2)2 7 |E 2| >UAHEFIE> VA YF LS

1.2.2 2| B I XS 24

2 olg7]& T IHslo] ul= PEF F=(current procedural terminology, CPT) (American
medical association 2021)941= ‘0191T ZEVF T 7|&2 E9lE o, A& g H AR
IA Yoll= & 7|& T P52 SRIEA] Aokt

E14 29 23 2 HASHE

e L2 TIPS

0191T, Insertion of anterior segment aqueous drainage device.

O . .
= CPT without extraocular reservoir, external approach
X A
ge  LEFT amus
EX: Y& https://www.mhlw.go.jp/file/06-Seisakujouhou-12400000-Hokenkyoku/0000196290. pdf

ra
olgk

1.2.3 I &t 2 0|

T SR SR 20219 71F 1,080,029 0] 3L o] & kA 7Rk SR (H40.1) SR
371,1227 0.2 SRI=Qt} FralT AHIEARIEO] Al 74420214 7]& 518702 ﬂiloﬂ °
oF 19} 2&ukeIolic). 7|E trl= 3 HYUS 7|E0 7 2250109, iStent AFEARE A=

-

990,00092.2 AFg=|o] Girt.

H 1.5 SUESE-AHENQUS-AHTSE039) B3t

= 20174 20184 20194 20204 20214
R(E) 3 138 138 257 414
SANEH(E]) 3 170 147 339 518
ez AU(H) 728 43,412 37,224 78,013 120,399

EX: 22192 2IG|0|E7HEA| A (http://opendata.hira.or.kr)



H1.6 /P88 A XM= 2
c =FHs g =5 = H| 2
S5039 A-504  =sUESE[EO0IMAIE +& ZY]-AHEYYS-wEE 225,010 +&(8d)
S5039 A-504  =sUESE[EO0IMAIE +& ZY]-AHEYYS-wHE 258,870 ()
10601073 ISTENT 990,000  XIBMZ
10601173 ISTENT INJECT 1,287,000 X=2XMZ

EXN: HYESHHAETHE Q7|2 YRS MH|A

1.3 ¥ 58 { &ol=

[e)

|=27]=

S (glaucoma)S AEE 2 cl= 78 U2 59 6}‘/}3 Z7] HAsto] 24| X =moHA] ko
FTARJA A4 &4d0] == Ago|t). Fole = &

TRE of2] 84-50] ofT A 0= o AZof| w2} A|4173 2] E42IQ1 ¥} U o]of mE A
213443 AlA17H¥S(progressive optic neuropathy) 2.2 A 2J5}al JtHE-53, 2008).

U2 =i T} I Sl o E A8 01E SollAl 7 EASHA HE Rl A aclew =uiAke]
A 1= OFA7HA] QI 285l= Aol 71 Shaet WhHol o} QIR A H A (ciliary body)ollA ABAtE=
HR=0] YAkt =0 H¥H(anterior chamber)2] 44-3<%(trabecular meshwork)2} +#¥HSchlemm’s
canal) 0 & WP U7 = 1p0] 550 tht A3} 710 3 E A5 HidA] ol ofsf A7 =™ =uUirdollA
W 9 588 /g o2 ti7l QRS W f=0l gt A% 712 Qs 2y & &
ATHEE S, 2008).

s
ol
N
k4
Bl

rr

[EX: 255 5, 1999]

07 1.2 oMo X, Who| @572

131 9

]

W2 =UPEe] e A AIA 40~80MIE T2 °F 3.5%% 1 3 72 P ofzef7E 2| o]
4.2%% 7P =1L w42 S obAloF X[ o] 1.09%= 71 w3keH, ' oA R =uirde]
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FHE0] oJAdof vlg] 2F 1.368H(95% confidence interval (CI) 1.23-1.52) &2 222 YERITtHTham
5, 2014). U] =W - ES A EIHAARES 83 AolA] 404 oS tideE
20139 1.05%, 20080l 20134 Alo] T} 2782 54%0 & o] 9%9] Z71-8-S B 15}ATHSeo
5, 2016). Egt, AT = S FEES o0l v Ho] wal Aol S7Fl wEt
oW o] Zylsh, 20134 U0 2 olst 9] ZH]-2-2- oF 37621124 ouinia]) 2 24519 Seo
5 20106).

1.3.2 ER(&33S, 2008)

U] R A EAR 9
R0 R ofo] A < a7 Y] R0 R Wk £E0] MR 20| T B
FHE ZAQ7F HRTE o= HREl APo] S71E ] sk 71X o= dEA Aot

ESH S5 (aqueous humor dynamics)2] HSIE 2ok 4% 230 wah LA (primary)
1*Hd(secondary), o]9]of] W&ol =W 5o0= ‘4% T °1E‘r AR g2 A4l E= 7|E
Qe ofo] Qi 9.2 RkHo] WuHols] S 291 A 97} preh. ol HEhe ol

H419] 0|43} Telo] glor] Uor Et biow %ﬁaow} 394 aqlo] ot Aoz
Zarilolg, EAoA, 5784 o, 0] 9%, AHRolS AHgo] ofat 49 Se gtk

<
=
o
N
i
=
0.

)
=)
£
S
i
)
o
o,
%9,
o
.=
=
o
N
i
)
o

)

1.3.3 sUEe x=

ol A PR £ Hom QFor] U A|50] BAL AE Fo] Holgls A5 S T BESHer

o °4XH o]

7P 718 ARTHEe oFEsdeld dA AR HERdA ke ZRXiEgRd
"l_

A A (prostagladins)& A& Qlal, TH7HA] AR Qfshdo] FEoHA] S wi= & AA| ol
H&o A Mok e g A AR, s A|, 54 52 X3 3}04 FE3HE-55, 2008).
I, SFEQ WS At oFEE-8 5%, A3 HS vEote] Ay AFoA o= HAl ke

A ARE-sfioF 5171 wiiZoll o220l lthSamuelson &, 2011). T3, TH% 5134 F& AREO & QIgH o
HA A% g HetHo] Y (tolerability) 52 EAIE A 3tHBaudouin 5, 2008).

71Rt Hs A molke E6taL QIR Ao] & o] FojR|X] QAU Aok Sl | R8s = 7 -foll= Lt
2l #lolA X &(laser trabeculoplasty)E Aot i3 A&+ Blud QPAstaL 7HAgt Ale2
Feo| e FARE-Z T 5= =0l Atk A 5Lt Hlwste] AHA] glo]A] X &(selective laser
trabeculoplasty)= 17} & A 243 553 £59] 852 Ho 1A B HRAREA ASEHA
U Landers, 2021). ZLe{u A1RF ZHHEE 9 Zuto] wljg- @RS Shxjof|A] Al&o] o9 ofg] ¥
AlEdhs A5 ITHE52, 2008).

=R e FEX "L oA X&) vlg] £ o &4 A7 4~&(invasive incisional surgery)=



M2

—_

A8A1&(trabeculectomy)©] F2 AREE0] oL A, AF, AlE A, 2 FZE(bleb leak),
43 43K bleb encapsulation), WA @ 271 40 L Q 5 thfst ghS9] Q82 ARgeo]
Tradh= 7 go] Qltt. o] Qo) W& 2|4k d<(glaucoma drainage implants), B3-S4
oJi<r&(nonpenetrating glaucoma surgery) 5°] 958 7(ab externo) T F A& A|AECZH
AAS Eoli= &R AREE T tHSamuelson 5, 2011; Conlon &, 2017).

| F| A5 5WA S=&(micro-invasive glaucoma surgery, MIGS)2 SRR 72} M54 wWiAt
T Alo]o] Tt HEkS sh= W 0 2 W2 39 MUV padt A aistal WA A AR
AHiA o= 9fglo] B2 Ao ® defA Qlrt. HaE SWrEo] SR iStentZ 78 2] AR EIL
2o, iStentE o 7f o]Alsk= B, 241 iStent (iStent inject), 3t iStent (iStent supra),
Hydrus, Trabectome, Cypass implant, XEN Gel Stent 5°] th. &35 s 22 A=
A A 7Y B 52 FEE FAHCE WET VIeoH@E 1.7), WA AN, M4
QP Htrauma), P FF= 52, W9 =2 QHd E whE 3| Eolek= 338 571 B 7L

It Conlon £, 2017).

Microlnvasive
Glaucoma
Surgery

Traditional
Glaucoma
Filtration surgery

Non-Bleb Suprachoroidal Ab externo Bleb

Forming CyPass# Bleb Forming Ab externo Bleb Formin
S Forming, &

MiNlject* A equatorial
- erilimbal .
Inflow Ab interno & reservoir

ECP (endoscopic imlants

cyclophotocoagulation) XEN

= Implants,
66711 TM- Canal 0449T/0450T

k— Nno reservoir reservoir
Implants

i Trabeculectom Ahmed,
iStent Excise/Cleave Dilate AbexternoXEN, 66170/66172y B ldt
Trabectome, ABiC PreserFlo*, aerveldt,

Inject,
GATT, Molteno
g EXPRESS

01917/ (OMNI) SV,

0376T 65820 Increasing amount of dissection/work/risk

No implant Implants

[EX: Fellman S, 2020]

J38 1.3 71& sWHE st 2a8HE sUE 22 /8



NEC/\ sugss-AtEts-sum

1.7 REE20| G2 DMEESsUHE 2 X 27

2. ]

gEzEE A& SUE 22 A

a = o
iStent (Glaukos Corporation, Laguna Hills, Calif.)
HeTE Sty iStent inject (Glaukos Corporation)
(Schlemm’s canal through trabecular outflow) Hydrus (lvantis, Irvine, Calif.)

Trabectome (Neomedix, Inc, Tustin, Calif.)

RO IO 25 Sot Wl 7t
(suprachoroidal space via the uveoscleral
pathway)

iStent supra (Glaukos Corporation)
CyPass (Transcend Medical, Menlo Park, Calif.)

a5t St
(subconjunctival space, by creating an Xen Gel Stent (Allergan, Irvine, Calif.)
alternative outflow pathway for agueous humor)

£X: Conlon &, 2017

1.4 IUe| STI=X|H

o= oF2] T FA o gt R =R Z] o] ERIE]A] ket =2]9] ¢, 2017 = National
Institute for Health and Care Excellence(NICE) 7}o]E2}21, 20154 =A] Qtk}F3](International
council of ophthalmology, ICO) & 2021 55 WA} 515] SollA SuWiA X =20 tigh 7le|=allo]
SRI=| A

20179 9=+ NICEQ] "Glaucoma: diagnosis and management °llA4l= 5Waa T=E A =
9 2 g 7tof] Thgk A3 Algstar Qlom, v 7z =i E )bl E M oscular hypertension,
OHT) 3= 410 8 HUARFS AA5H JTHNICE guideline [ING81], 2017). QFE1E Y S84}
9 g 7z =W Sk 271 AEE 360% A9A FolA AR JBE(360° selective laser
trabeculoplasty, SLT), A&X| w22 T2 AeRE= G-AR|(generic prostaglandin analogue, PGA)
59 FEA=E HISHL U2, iStent H A& Z2 HAGTE] TR 7P| =Rl A A E o]
UA| et

= A QFF5}E5](2015 Task force for glaucoma eye care, 2015)°41E sWA S350 e A&7
7tolegiRla AAISHL k. 72 =Uide] 2713 &= oFE e FlolA A =5 Halskl JloH S5

a1 Q.

20219¥ 598 SR 815]o| A ¥ "European Glaucoma Society Terminology and Guidelines
for Glaucoma, 5™ Edition, (European Glaucoma Society, 2021)< =3 $2F @ =113 93 o]
U A TSR =] Ae HYE Y 9 2 mof gt ZAE Alsstr| fIgt 7ol =Ekle s
201949 USA-Cochrane Eyes and Vision Group™ @74 W& A 2 Zctof] TSt A A%l HES
Y53t =W A 55 A5k ] Yol S Q= Aok Ao] 851 o= ol =] XIg4H,
AFARL, 7HE 59 ohdRt 81S aFsfiof gtkar Aiska Qltk 7HY 71EAQ AE=
OFEA|molH TRt oFF A& A3 oA FlofA A& H e R0l thet 7le| =eielE AAIsHL itk



Healey 5(2021)2 782 5l &R0l A] iStent 2] QP83 aal/gof W3t A AIE E 2
Y5ttt iStent & ot
FATE7IRI 6~1270E F 31.3%, 60711 & 32.9%= UEFAL oFeiE-2 0~18711d &
36~607114E F 1.23]= ZHA-skqich. AodAEe] 5% ol/dollA Hare FAR-8-2 7|& Wi &
9] X9, APAE FHOIUAIT ARG Hle-2 =R matdt H| WSS o Zol7t
H 51

Golaszewska 5(2021)9] A= F2-9u17 AFAE A7H(Randomized controlled trial, RCT)
S5HE IO = iStent AUE0] APHA L F= oo AR A 5 DA apdo] Al W2
FAG vl Halsk= QESt &= 7kl 1oy, Bk A w2 TP /AT A7t
F7H 02 G a5ttt Herh

Le 5(2019)9] &= 7182 =Wt Al iStent A¥&2] P/ T S3HdZ B7Fsh] ol 71+
FEA| &, HlolA X e wet vl Wit A% 2 R3Ith RCT A 780 Z35I3l o AHEA2 HF
AZAFR] GlaukosAte] A YU W A Lo|Qit) iStent AYELS - tt7] & 0 2 Aot ARE-S 5}X]
AAL eteRtE]o)] Bt ol Xt Ao Wl 715

ESE Bicket $5(2021), Nichani 5(2021), Agrawal 5(2018), Lavia 5(2017)8] dGolA= HAAG
S 0 SAE W= AAA £33 5345 A, iStentE ERE H AR5 sU &0
A= W P FEANE TS Aok A Bt 1o FARE vlso] WARE A9 A
FEoHA] ehthal HrlskeiT

L

Jlo
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H 1.8 HAM 2 0E 28 Q9 (PubMed X T3 7|24 21t ZMU. 2022.6.16.)

Systematic study 2 Meta analysis study S17(7H)

MEiZ S
POPN S ==Y H= Sy =
(I:I—|E)
Standalone iStent Trabecular RCT 47} iStent =2 Z|0i 5HQ FHEE
Micro-bypass Glaucoma 712t SOt orRtg 11 AHESHE(|

Healey, PR 221 3% S¢S 97N

Surgery: A Systematic Review (201943 82)

and Meta—Analysis

Evaluation of the Efficacy and

Safety of Canaloplasty and iStente] Sz QUALA I A4F A
GCoasensia, 1 =2t iStent Bypass Implantationin  RCT 1074 44 SO gatd0| U1 F2 =
K === Patients with Open-Angle  (NR) HE HES B2
Glaucoma: A Review of the %iStent (5H) L&t
Literature
N ‘ ol L HH WX} AAOL A|BHESH=
Minimally Invasive Glaucoma 27 MIGS= o Hl_o-_'.__E: ot
. . A0 Hloh 2AAS HE= 2t AL
Surgical Techniques for vy HH| HKF AAD
M, iStent uugﬂf LR 22 Y
. Open-Angle Glaucoma An SR 674 e PN S
Bicket, AK 221 O|= - 5 ey Sors 0| MUY H=0 Hlg
Overview of Cochrane (20214 6%) otor Ajg e 7H*10}X|E'r £t7| ototx
Systematic Reviews and 5t U= KAE/R| kS

Network Meta-analysis scLe (2019) 251 23}

MIGS EHiz2 R0l HIaH 2tef 3
Microinvasive glaucoma RCT 1674 orEdA St 0'0'31 N et 2
Nichani, P 221 7HLtCt surgery: Areview of 3476  HEATF 47 AE2 AHE KM, EE H FIHEQ
eyes (2019 72) 4‘-% ':Ol AAS
%iStent (10H) st

iStent HUS2 AAXEI} ASRH

0| gasts 207t Qal, Y2 2‘I
Of AAUMTE SAIHOZ AL

iStent S g0 AN F- Er7|
OLOFR R0 kst 20| &S DHO e

Ab interno trabecular bypass
Le, JT 019 0= surgery with iStent for
open-angle glaucoma

RCT 774
(2018 88)

Systematic Literature Review =
O we ople =g
of Clinical and Economic ~ RCT 974 c’\ﬁl._GSﬁx I;Il ;EELQX N He ;rgl
Outcomes of Micro-Invasive  non-RCT 770 =570 @ xiot f01|E1 RJ__'L |
(o2 u] [
Agrawal, P 018 S Glaucoma Surgery (MIGS) in B 2374 Ej'x';';o = HIEZA0 tet =24

H _ [E 2 =T o B
Prlmac?l/aggsrr;aAngle (2016 12¢) SiStent (10M) T3t

. o MIGS= Ot U OrZAtR ZEA0 St
l\/||n|mallly—|nva5|ve glaucoma RCT 97i HO|T OFMBIOLL 0|3t 2=
surgeries (I\/IIQS) for open- Non-RCT 2171 RCT7} OFd MB0iTL 9 H|mom2s
angle.glaucoma. A systematic (20164 128) B TEE|9ICH= H3HEO| 9l
review and meta—analysis == siStent (1 7]1‘1—) ng .

*NR, not reported; MIGS, minimally—invasive glaucoma surgery; SR, systematic review, RCT, randomized controlled trial

Lavia, C 2017 O[2¢t

DIO

—

6 7I1E =7|=Hot

7l&2 20154 Alo=7|&%87HE S50 Al Brle(RAEAR A A2015-732)=2 I E Va2
A AFEARIEO] PSS B =R oFE AR AAa kAl ekt

T FEFALT FofRE ALl E HolA] ot ARGV EE U eFzol thigt 7218502 oFA|2] ARgo]
=7 s SRR AP A Al

VRS



Hs LA 32 AHEMOIS
MEHD 3] RCTESH 4H(H WO Z ASEN G 1H, WA & HE 3H)
s SHATF T0HAHEN RS 6T, AHEHQIST WIHE & HE 4H)
nyl2x SLIE il AHEMQUER SUIE SINE YOE oA QM| ARIEES M, 0|AGHH
QIS XHotE AR, ANy 3 RE8E BIlolIXA} &
NS PPN PSCION
* SAE: SUE T AHEMRIS
* H|WH
- Lijotd g =X =
H7red - QiR gt BiLYE o HE AY, B SUE (MRS EME, deFEHs, 228 sU
& £&(Micro-Invasive Glaucoma Surgery) S)
S =22 iy
- OIFA: At S 3 O HIS(QHY & S, 1 o &HE)
- R OS] LA, =L U ASHL| Het
o OFFA]
-_L-O
- OIQt Tt SHHZO AHIEMQISIINA 0~4.2%, H|IHOA 6.3~9.5% AIO|Z =S0IM W
A LERE
-1 2 EE2 RCTHFOIA ST 28.1%, Hlww 27.6%0|§10, AHE & HE2 RCT
AN SMZ0] 9.4%, HYT AN 23.2%0|AS
- 22/E0ME B0 E SES0] Q| 2utA ~S0M HHE 5 Us AN B30 = 7HHGt
MX |2 ERE00| X H, ofatd gHE: W2 YEHES B0 oiNet Ao = HEet
. SA
R s

- QIRIAL SAR0| BB} HILt HIRS

- S 2 ME ZAS AHENQIET WLIY 42 B8IOIN 80-100%2 HlIE
(31.6-66.7%)0f I3t £24S

- AYIRUBIOIAE HBHO! =L RI2S O110| 7 IR 20% O1 ZAGHE HOR Met 251
5 AHIENRIS D= AJGIA| 27.3+53.4%0) QIoIAT} BIEIRIT, SsLIY o2 ABRE Y
A5(01 =L XI20) £22 ELID HUS. LBt ASE0Z o/8t X0V g 01 24 &
242 20|92 ASThS =L of20] st 2518 SO= ool Ag0| 27t53t #A2 A
313t 242 RlorIAS

32
oo

EX: EHEX|E(2015)-A0|27|EHIIE A
T3 20199 [11F0 AFE o83 WS A A2l tigt Q=718 e Ao 5 d+
¥, 2019)04= SAHIEA R 257 oiE Ales] P BadS AaadAlE, it AREAS]

<, e A e vl o] F
a

r ol
[>
,
[
122l
o,
3
i
El
-0l
g
i)
0

o)
s
ol
iy
)
of

o] BIAGIAE HAHS S S47H A AR Alolol QA fabol Tt AL BEEst,
TR 0] BAHg-2 4u]st o] 9T A Al GloiH] BEAIKo] 27| thEe] P A e TAS
58] 4717} o] 2ol Mok ghrka B IsHLY.
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F

__A__=
B
od

10

HAXN =2

1.

1.1 7L

[}

o)z

ot

AA =

=
=

Y-l 290d9) (L) 2 4

7]8to 2 PICOTS-SD,

j={e}
=2 =

A1A]
=

N
ol

ke

7491712

[SU=E

A5

ERLRE

01/%1—7(4 o= (ﬂ—

g

FITHIE 2.1).

A5

A g

=
=

PICOTS-SDE %%t&

L
.

o A48l o]

Al
AR

=34
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NEC/\ sugss-AtEts-sum

H 2.1 PICOTS-SD M% U8

1= MNSUHE
Patients )
! =W BIRF (FHHEZE = LHAS
Intervention N
|0 AE|EANOIA
Tod —Sd=HeE
(BHE) -
AUEX|E
Comparators e [pSNE
(H|X|2H) sUhErs
FHAZE=UYE & (ZYUSH AHEYRUE 5)
orEd ) )
- Z9f MR &~ OHEY, V1, 3R &4, oY A5, MotYS, o1 M &
o, S E= A=Y, AHEY, 242 2F, 28N 2 FEH, Ale & SMEE, 8
e 2ot EE S
f=niPs
Outcomes <
(i) - OFK(Intra-Oscular Pressure, I0P)Q] Zr4
== - YU ASAE dA
-z H3E
3Hd
- HI8-51Hy
- HIg Y
Time -
Xetotk| 2=

(EX712h

Setting s
St5HK| ore
Study desi .
‘zgy;;%“;”s SR H| T LA Z(RCT)
oIz Rt HIB5HR| et

1.3.1 =9

=+9] glo]E#o] A= Ovid-MEDLINE, Ovid-EMBASE, Cochrane CENTRAL-S o]-83}o] A4 2]
EH1F A F8 gAaYo=m 1= folEHo]AE EISIITHE 2.2). HMol= Ovid-
MEDLINEOA AMgH AMolg 7|Eog 7F A=) EAo] A $745t9.2H MeSH term,
= QAR At A 50 A7 52 HEs] 8ottt TAIAR] A E A= [FE 3]0

AN

14



H 2.2 =2 HX HIO|EH[0]A

29| 28 HM URL F2

Ovid MEDLINE(R) In-Process & Other Non-Indexed
Citations and Ovid MEDLINE(R)

http://ovidsp.tx.ovid.com

Ovid EMBASE http://ovidsp.tx.ovid.com
Cochrane Central Register of Controlled Trials http://www.thecochranelibrary.com
1.3.2 =y

=4l HlojefH|o] A= of o] 57 RIS of-8-5to] FASIATHE 2.3).

H 2.3 = HA+ HIO|EH[0] A

I 29 M URL F&
KoreaMed http://www.koreamed.org/
O|Sh=220|O|E{H|O| A ZA(KMBASE) http://kmbase.medric.or.kr/
Sh5 0|0 E{H| O] A ZM(KISS) http://kiss.kstudy.com/
S SSEXME A(RISS) http://www.riss.kr/
ScienceON https://scienceon.kisti.re.kr/

1.3.3 &M 712t A ST 0]
S0 Ak 3 S0 oj= AISHA] Tt

1.3.4 7|44

R
>
o
=
(e
1o
oY,
=
<
o,
i
HT
:
_?l‘,
N
:L
ol
ol
L
2
o2
é
E
gl
o
o
)
g,
gl
ok
oY,
=
o &
I ol
)
>
ol
ko,
L)
X,
ke
e

D
Mo
ro
rx
oX

SEAHe AuE LE BaEe] tel £ 9ol AEArt SYHoR Systdch 1% gl
TN A BT 258 Amstel & Brho] FA0h eIAo] gtk Bekel BAL wiAst, 2%
AR TPl s 2Z 014 HESHA SRS BRlo] S A ste] Aol HeHEd A7)0 g
2912 Aestoict. o7 BAXH 1S A9 A 37 A U 29903 208 Fo) AUAS ojRES
St TRl Falo] Ald o ujA] 7L (i 2.4)9 2t
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H 2.4 FA9 {8 S HIK| 7|E

ME87|Z(inclusion criteria) HiX|7|Z(exclusion criteria)

« ASHA0|Lt 52 S H7(in vitro or animal studies)
» 2 X(original artlcle)7f Ot 7 (reviews, editorial,

o =LA SIXIE CHAtO 2 5t letter and opinion pieces etc)
+iStentE 0|80t U AHEYQUS0| 3lE 7« B 210, HUAL HUAHT S
« HE5H o|R AT} 5 7HK| O|A HE A s SMBH(EECL YHE A7, =R, JIHEIM &
« 5= = G0z EHE A7 peer-reviews MX|X| 42 42
s HEeE =27}
e =L

_
SEECUY oo

1.5 HISE{IE ot

2Ll A QIAFA]E] ATHRCT)) H]%%]-qu@ B71= Cochrane?] Risk of Bias (RoB)S AF&-5}o] =
g oo HEAF 542 0= A Jst At Higgins 5, 2011). F2-E1A AGAIA Aol A==
RoB&= & 771 22 o]F0f M—Eﬁ, 7} 23l tish low/high/unclear’ 2] 37H4] FEi = B7H .
RoB B7H21} ‘lowo]dl HEZ9slo] Ao Aoz mutsiglrt Bake AAst 284 s
ARGEA], B 27 AAPEA, w7 bol & SE A=A, ASA] 59 A7 AR, A
ANEI= ISR 718 HIEEAE FEollAe TIXIde] A A &4 52 ERlste
B7FIH. RoB T=7-9] A1 Q1 Bt [ 419 £t

1.6 XI2xE

AP oAl AAmE A4S BEole] & B HEAPSHA 0 AmFES S ¢
AEAPE 4K 02 AmFE FAlof et A HEe & o2 3 59| AEA 24 Y
=R o7 AR, & AEAY} 9 ATAL o]20] SMAFIEE 51Tt AETA|A o)A A7}
W BT 39E 53l =25te] eofskqich
AmFEFAE HEAP 2002 2Md5 &, 2919315 Bolo] 25 A= 8 AmTE Y8l
AGEA|, AT, FBAE, A Aah 2y

ﬂd
tu 1o

3

A2 ¥4 4 (quantitative analysis)o] 7R 739 FA A MEREA)S sk, E715S
3% A4 HE(qualitative review) H'HE 48513t

A= A4 W49 9 mean difference (MD)U HSIEF 452 )83t standardized mean
difference (SMD)Z £-45}911, 013 Bl4=+= risk ratio (RR)E 24513t o] 39 I4AR Sl =
- v ‘?j(Mantel—Haenszel method)& ARESH HFATE Y (random effect model) 2.2
2451

HEREA] A], o] A (heterogeneity)oll tgh Tk -4 AJZH& 02 &I (forest plot)& ERlstal

16



7R3} 12 statisticS AR5}

AA|H 02 o] He] UTkIL 1T

Cochrane Q statistic(p<0.10 € A& A4 794 wt7|
£33 7 5A1Z o|AAS IRt I BAI% 50% oY 9

HLEE

|

& 9lone § AL o8 VR0 R BE 7 EAA o2 4de Wiy,
E7A2 BAL RevMan 5,39 R 4.2.12 851501, 27 &} Aolo] A4 Foj4e Folbz

5%9NA BASFAT

1.8 27+& Gt

E 7oA =43k A|A|H FA 17 Ake] A 52 Grading of Recommendations Assessment,
Development and Evaluation (GRADE) H<- 0 2 715 cH4=%Y 5, 2011). o] I8 &3
Sute] ot A4 9 2@ 1S 8 AIR| ;o] theh LA AA] L FE Ao AT

ol AAsaA 519

Husg Moy
A0 O] QIAE QPRI SRRl 717t B0t 1 9 TS S2 BEKoR
(recommendation) | 2SI I =L Lo SN S 2R7 |9 22 HIE
2R HOE Yoo UAN QMM SO 24 2 T 9 HIIEl=E S8 %E”_‘—*SE SIS M
(conditional QUaf ASHO|LE ZEX(Of T2} HI7ICHAS] QAN R8M0| F2tE £ U0 oY A=7|&9 AES
recommendation) X5t S HstRoz HIEt
AR %S iAol QAT OrEAD BaMg0) 3 U 1 9| WIISlE 52 SEHOZ eI I
(not recommended) | =L Q& MEI0A SHY 227 |&2 S HIIGHK| 25
7MY Lo gLt Rk SO Ciat TEE Y7t F5010] U A S&0M
o i Ql=7|=2 AS0| TSt HiISE 288 + 8
=35
(insufficient) X 25202 MOZHO0| B o750 S 25202 ZHE Q9 SATA
OiSHA = A12|5H0 2HE0 7|=e &= US
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(SR e

AE
—=
<

ARgte] AAE EA2 51,9857 ol3lem 7 HlolHHo|xo)A 5 HAE 74375 A9

)
1
g,
N
Té

2 Eslol B75AleL S QU 154719] B41S 1340 2 Asieiny. o] o] 2Ee
SAHE |20 T SIS AR 240) BRS AFSIITkEI 0, 29] 24), 7o)
14 SEEL MAASS E3slo] (19 3.1)0] A413] 7149, % AdEd e
ST 0% (32 5]0] GA15] 71431k 2 Fol w4 ERE (23 200 F&stect

= 1T

22| GO|EHI0]A (n =1,885) =L GIo|EH|0]A (n = 100)

*MEDLINE (n = 718) *KoreaMed (n=14) KISS(nh=21)
*EMBASE (n = 1046) *RISS (n=30) *KISTI (n = 10)
*Cochrane Library (n = 121) *KMBASE (n = 25))

l !

e R ]

(n=1,242) =E 3 2 ZE F HidlE 231 = (n = 1,218)
SEAY Y HUAMANE AL (n=34)
HXi7Eopd A7 (n =352)
o0 2 FO2 SHEX| 42 A7 (n=35)
SElE1, TR, HWTE (h = 216)
*BMEH (n=212)
CHAFSIREE YO 2 GHX| 42 7L (n = 48)
*SMRO| +3E|X| §42 AT (n = 264)
+H|W70f SR 42 AT (n = 40)
<MESH OB ANt BNEX| 22 AT (n=17)

oo MEdE 2o
(n =24)
QkEY, &Ky 25I(RCT) gHg 28
(n=11) (n=13)

17 3.1 SSZMT0| 2 Tt ME 23

— 01—

18



2E A9 £ F 113 7249l TR o] A= 7719 A= FEEH UL, &
SR 1,19078010 SAEERE AT AHEAUET} OFEARE Alo]9] Bl A7t 27K,
el AREARIET WU e B8 o MUY & et Blae A7 57

T 2RIEARI ST} OFEARES ¥Iaet 2719 17 F T 7t %] Seconde Line Study = ©T&#°F,
AHQl, ERHE, A=, =Y, of2JEY 5 67119 =7t A= 27]9] iStent inject (2ATH)2F 2712
FEARES vl WSR2 AW 7172 1271 Ho 3 th(Fea &, 2014). E HE 7H(Vold &, 2016;
Fechtner 5, 2019):= 27119] iStent (1AL} SFEARE-S Bl 513 0™ S22t 7|7k Zof 50| 3it.
el AHEARIE W Wl e B8 WUl e tE Bt AT S A o
(Fernandez-Barrientos 5, 2010)+= 2709] 14|t} iStent2} ¥ =& B8 of Ui o T2
vlastglon FAWATIZ2 127§ Ho| . oot A4Fea 5, 2010; Fea 5, 2015)= 1A41H
iStents ARESto] Hof 4A7HA] FATESIRl oW, EHE A9 (Kozera &, 2021)= o 24zt
FAWEE otk T3, vl=9] t}7| A9 US Investigational Device Exemption (US IDE)
Aol A= 1A iStentE ARESEe] o 2 97HA] 2432619 2 H(Samuelson &, 2011; Craven
5, 2012), US pivotal 7oA4+= 241} iStentE ARg-oto] 287 A4S 4386} tHSamuelson
5. 2019; Sing 5, 2021).

O g7 A SRjol AL o] ol Azt Hg
1=

-

b

e

g
ey PurEE, Py, 59 4u 5 So| Uitk W AW o 624~774 Al

=

ARIEARIES W2 o9 B2 oF 53~67%9] w2 = UEHT. iStent FF+= iStent 1IAH)E

WIA AT T ARAR] Glaukos?] AR EE T2 e 5712 A= AH.
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B 3.1 MHEH X EY
) _ CHAFXEA o4 M = Xy npxt
Tral2/NCT MR (1) 27t = HEiE e e em sz wmz o0 o
T ABIEAQIE(iStent) vs. ASAIR
, - o _ . . 20| o2
Second Line . SIIX| 4E2 =94/ 64.5/ 1=61%:39% 2 iStent o
Cr=7 JHEFZH= | HRE 2y
Study Fea (2014)  CIEVF  JHUZ=UY LR S C=08 643M  C=51%49% injects (2A1cH) %trig‘l’g;“t 12718 Glakos
HIZF = t
Vold (2016), MIHSID ommmswemo I _ 36742
NCT01443988 Fechtner  OI2 ogﬁ';o?oﬁ;;; g, orefo] 271~ et ggfl/ BBINAOIN ) grons topical Slackos
(2019) .o_lﬂis)_?l U= 40mmHg Ato] = =31.9%68.1% travoprost 60742
OT o
e AREMUS(Stent+HLIY & HER vs. WLE & TS
(o] 1=K=) LS
NCTO032 Fomandez= o MU SsS we E&Tﬁﬁ%ﬁgxm =17/ 752/ 1=64.7%:353%  2iStentst  uyiyran o
CT00326066  Barrientos A2l ezt LR or2S AIRSIX| 91 C=16 76,74 C=43.8%56.2%  HHLIEIAZ HLhHrs 12718 Glaukos
(2010)
0110] 21-3mmHg Al
~owme 1MOIEQ =2 ) . W=
Fea (2010), LR g Hhe = =12/ 64.5/ 1=66.7%:33.3% iStent 15742
0|Ef210 AF2EHHA OOt BHLHRRAS  ———— S[eyE=
NCTO0847158 oo ho15)  O1FRI0F  Spuioree Lyt 1*8%";;1; i =4 eaom C=62.5%37.5% +iLzias Hese | BES
NCTo3g07860  Kozera moe  Mmsumm | AEISES =44/ 70.1-723/ 1=66.7%333%  iStent LA o oo
(2021) SES uiy ol | C3  7ATBOM C778%222%  +MUEss tese 2vkE ASES
U 1-3740] or22
AFEIHA 01210 e
Investigational (Szaor?:J)elson LA =0 ZL?norLH;OﬁF | =116/ iStent 1
; , ] o OS5} JHHtZt = N . =
EXZ?T:/;I)Ct(iaon E:rave;w = hE:LH;f e AES AIBSIX| 20 C=123 73M 59%:41% HEHLREA S W= Glaukos
empe 2012 e 01210] 22-36mmHg 24742
clinical trial = =
ALO]
1-3719| ot22
Samuelson AF2BIHA] QF0| Stent iniect 2470
multicenter US ~ (2019), o= IRz LRt 24mmHgO|3t, =387/ 69/ 1=58.1%41.9% '(2 leH)'”JeC RIS Glauk
pivotal trial  Singh Bl oI2S AIRSIRI 941 C=118  70.1A C=54.2%45.8%  [wpmas aukos
(2021) oreto] 21-36mmHg THieTE 2474¢

AfO]

I intervention; C: control; F: female; M: male

‘TH=71: O|ZHalof, AQl, ZA4E, = ¢, Of2HE|L}
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H 3.2 MEEH S &4
Trial/ CH A K =
NC? MIHAE) =7t T}C Szt H|uat s sty
iStent vs. ASAIRE
. FIt s -
28t opeas %R - B2 orgf (ore) isiRY
Second Line Study  Fea (2014) C=27¢ C=08 injects (latanoprost Cl)_r;XOPOEDF © 2ENIEERY £18,215mmHg E=
(2M|EH) /t|m0|0|) . 7|E|'(le% %‘E'"Ejl, %%/%ﬂjgcb |_"l:l 20% Olo D—‘—)
Vold (2016) . - ¢ T oy
, =54/ ) topical C Flhas
NCT01443988 Fechtner o= 2 iStent 2 == = = R A M
_ . JIEHES =0 Z40RAMES BHHREXR|GH
(2019) C=47 travoprost | |'(§E SMEE, 2ULTE, Hon_o) . ¢$g_g§(cﬁgps18,s15mm'_|g)
iStent+HLIE SEHE vs. HLIY SSHE
Fernandez— . =
I - + ~ ) B . I OOF (O1OF Hi5laY
NCTOU326066  Bamenios AWl L RSNSTwipmes . miracierses Qozmamzom) | oo o8 HH
(2010) e Lt oFE ALE
Fea (2010) =12/ iStent + , T Ofef (1Rt HSI)
’ 0|Ef210 HHLHRfAZS o XJP AL e e
c Ftes
: o O MY E- (13 W SHE) © B o
= + — - -
NCTOSB07869 (757 =aic ot s HUERE - 295 BHORYUY s © WHOIZ AR 4
e © ZUREE(1TUL STE) © SEHIERIY 20%014 AA)
* 7|EKHIO[ZAY ZIAAS-1IH gL )
c Ftes
o OO ARA (OFZX|ZL} QM i WQ B
S Ivestications] | SEMUEIson | 8o SRR S g B2) - B 0191 (019 viBRY)
U nVeStlgathna (20,],]) |:116/ iStent + %A\_ | F = |—|o H . I OF%AP}A
Device Exemption ’ o= N B f Rl - B ST A= NS T
o . Craven C=123 s e Er— © FEd3EQY <21TmmHg, 2 20%
clinical trial (2012) + =8N 2 g=H APYEIN)
© 2= c B
* 7|Ep (MY ASE QIEt ZUXE, C|AT £F)
* LI MR 3t
. 7_<7},A$
S < . SHLfgi(eIRY )
, o seon otent - Qle STHISRIZLS QT TR HR) + T Ok (Qfef M5y
multicenter US (2019), 1=387/ inject + N —5- o I
! : - o= B LH A, + S2I5k A|OF/A|ZHRLOH « TH O AR
pivotal trial Singh c=118 HH R o= g S Moy -
(2021) _'(2 *?IE_H) + 7|ENEY R2/A Hel, REH ERE, e © SEHIE(RIY 20% 014 L)
g3, & = 149 O|Y 2L EF, YN,
ZIaEy ZIs e S = YY27],
FREES 0|2, HISAY g 2ass

|” intervention; C: control
‘THE7F O|H2(0t, AH[Ql, BJE S, H=, Ot2HE|Lt

o, =2C—



NEC/\ sugss-Aseyus-sa

2% A8 BAL 11901912, olof tet AR 5= 7712 YA FER vE 9L Brrekr,
HIEHAE 3712 77141 B7F 99 5 T vieA AT v 29 52 74 A 3
o] Hisl st 7leE o] AA o ESH(unclear) 2 B7FSHAT TS, FrojRtet AEAY,
23t Y7 =7 o F ¥52 ‘open-label’, ‘single-mask’ 502 AA= 0] 9l& ¢ HIEH S
5 o2 UL, ‘E-TL W 7] B8 Al E o] QA o EEHA 2 IS
Bobaish AupAEe} HEl Avke T Goe thize] BalolA Ao] Aol Yojat ma e o]
AL, EHY % QHAel el BE AToIN AT TE S5 the] HERSRE W o=
B¥stoact. 1 9] HEYP o2 vzt ] X QofRe Hrietglom, 1 At oF 71.4% (774]
WA 5 577k A ZAE Glaukos®] A9 H9L7] dliol] HIEHAES =& 28 B7Isklth

Random sequence generation (selection bias)

Allocation concealment (selection bias)

Blinding of participants and personnel {(performance hias)

Blinding of outcome assessment (detection hias)

Incomplete outcome data (attrition hias)

Selective reporting (reporting bias)

Other bias

0% 25% 50% 75%  100%

.LDW risk of bias DUncIearrisk of hias .High risk of bias

O 3.2 HISEAY 14
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Allocation concealment (selection bias)

- . Blinding of paricipants and persannel {peformance hias)

- . Random sequence generation (selection bias)
w . Blinding of autcome assessment {detection hias)

w
=

= —

5 %

£ =

E 2

£ g

= g

=t =

E o

[} =

g £

= =]

=] o
& L o,
o a i
e £ 2
a 11}
E s 8
Fea 2010, Fea 2015 ? ® e e
Fea2014 ? ® e e
FemandezBarientos 2010 [ 2 |2 [2 |2 | @ | @ | @
Kaozera 2021 . . 2|2 . . .
Samuelzon 2011, Craven2012 | 2 | 2 | @ | @ | @ | @ | @
Samuelzan 2019, singh 2021 [ @ | 2 | @ | O | O | O | @
vold 2016, Fecttner 2010 | @) | @ (@ |2 | @ | @ | @

I3 3.3 HISEYIY thet 7t

my
X

Zrahj o A s stof] gt AvE B gt A= 17030k
S22 717 B9t Zrh ol | 2 = (endothelial cell density, ECD)Q] #AE &
Agstlon, 11 ol TAAsd H4g GAESI. ZHhnAEdro] Hyt ¥

i
i
0 W

Y
o )
I e
e
N5

e

e
O

T 3.3 QAIM oFX ‘I |'|:_|| I_HII'_M-”E U=|9_|-

OO 1 -L-O
] iStent inject (2MICH) A
e INE  AEA + T 52 i
1xH(A =) N event % (©5% CI) N event % (95% CI)
7t oj
muticonter US g hars - -247K8 386 NR 1311441189 118 NR -123 (-148.-98)
pivotal / SOITNE &,
Samuelson o =l 24044 386 40 104 NR 118 11 95 NR
2019 30% £1t2
o ZHeHTME UE
Singh (2021) ;;P“\ 3H¥ 386 48 125 NR 118 14 116 NR
T [

Cl, confidence interval; NR, not reported
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2.3.2. QHHH(QtSL LY ZH)

ohf o] tist 27 H 13t A4t= 17H%T
SRR 717510 AR QP A (intraocular inflammation) ZH2F 5.7%, 4.2%= 5 3 SAF o2

Trial®/ =N iStent inject + BHL{E} S-= LY = =2t Hx x}0|
XNAHHE) Tere N event (%) N event (%) (95% Cl)
multicenter US pivotal/
Samuelson (2019), ~24748 386 22 (5.7) 118 5 4.2) 1.5(-2.8,5.8)
Singh (2021)

Cl, confidence interval

2.3.3. F7} &=(secondary surgical intervention)

HE AR AN F71 ol gt ATHE B Aot 71 a2 ARIE 9)X] o), Al AA,
A 5L x3kslgon, 1 Qo] 2710l 2|7} vhayst Ao n= xdkslgic),
3789] Aol 7 =g e glokal Ba1st9iar, 2709] Aol A ZH S 4.3~5.4%, <t
5% Atk skt a9 & (trabeculoplasty) 1709] A4+9] tixatolAet 6.3%
et oo =

T3E, WU e 2719] dAtollA] Barstyom, s ARIEAET 4.3~30%, QREARST Ex
U 2 ThELLol| A 3.5~19%= YEFT

HIE Q%] o2 2.6~18.0%E UEFET AEHIE Ha)= oF 6% o[l = W5l Sict. AHE
% 1491 B2-go] gAY B4 o]gh&(morbidity)2t Aol glglrka Bskict

ol 748

o

H 3.5 YdH WY Fokes

Trial = Sz e

XXt (g/E) anxis s8ME N event (%) N event (%)
iStent (1MIH) vs. ASAEZ
Vold (2016), Secondary glaucoma surgery ~6071E 54 0 NA 47 0 NA
Fechtner(2019f°  Cataract surgery® ~607HE 54 16 (30) 47 9 (19
iStent inject (2MITH) vs. ASALE L -
gﬁfg\;d Line One stent not visible (treated 1274 9 1) 98 0 NA
JFea (2014) with Nd:YAG laser)
iStent (1MICH)+HLIE & H8-L vs. WLHY &2 HE
Fernandez-Bar Malposition of the stents® ~1270E 17 3% (18) 16 0 NA
rientos (2010)°  Selective trabeculoplasty ~1270E 17 0 NA 16 1 (6.3)
Fea (2010), Malpositioned® ~1570& 12 2 (167 24 0 NA
Fea(2015) Secondary surgical intervention  ~4871¥ 12 0 NA 24 0 NA
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TrialH/ - S [ B
Xx} (HE) gaxis S8Md N event (%) N event (%)
Kozera (2021)  Additional glaucoma surgery ~2470E 44 0 NA 36 0 NA
Stent obstruction® ~A0E 116 5 43 117 0 NA
Stent malposition® ~24001E 116 3 (26) 117 0 NA
US IDE/ Secondary surgical 2448 116 5 (43 117 6 (1)
Samuelson Intervention .
(2011), Cataract surgery-Vitreous 4K 116 5 (43) 117 3 (26)
Craven(2012) removal/vitrectomy
Cataract surgery-IOP removal
and replacement (torn 10OL ~24704 116 0 NA 117 1 (0.9
haptic)
iStent inject QML+ =& HET vs. WL & H=
multicenter US  Stent obstruction, partial or
pivotal/ complete, regardless of how ~2470¥ 386 24 (6.2) 118 NA NA
Samuelson long the obstruction is present
(Szigégz'zom) Secondary surgical intervention’ ~2470 386 21 (64) 118 6 ()

US IDE, US Investigational Device Exemption clinical trial; NA, not applicable

a. 1719] 2Heye)oll = 72| stentE O|AGIRS

b. 18712 0|F LM3IUS

c. AHIE 2IX| 0|42 0|F0)| 7480l 2EE2 iU

d. ABIE T L K| 0|40 TSt BN = & 5 302 O|L LMBIRALT, MXHparacentesis), Nd:YAG laser, AHE XX
12r2 AHIETL HAH7} Z0|5HH SXH7t HRSHK| LU

e. T} £52= MQFMA&(Trabeculoplasty), AHIE XX, 2 ZUMK|E S0| B AS

. 37t 422 selective laser trabeculoplasty(SLT), trabeculectomy/express shunt implantation S0| L=

g. 1782 XA & 34749 stentE O|AGI¥CD, 1 & 6742 stent?t HRE IXI(malpositioned)dl O|AEAS

o 00

2 WA = SHEEUS.

2.3.4. 38N &Y

A Aol it 2HE Earet A= 371 AP SACNA 1~4.3%, tHETNAM 0~6.8%=

OO0 71 — — —H4d o
EVE] |2 -

TrialH/ SHAE =R Hlm 2 Sl o gﬁ;:rI::c{a

HAHHE) = N event (%) N event (%) (95% Cl)
Second Line .
Study’ g 2SNt oieies g4 1 (1) 98 0 NA  NR
[Fea (2014) Injects
US IDE iStent +
Craven(2012 e
multicenter US
pivotal . o IStent inject HHLIREA A
/Samuelson (2019), 24748 + WL hass 386 o @4 18 463 NA
Singh(2021)

US IDE, US Investigational Device Exemption clinical trial; Cl, confidence interval; NR, not reported: NA, not applicable
*1702] CHeye)oll 27H2] stentS O|AlGIAS. AREMRUST 152 SXt0l|A 2tL4E0] 48mmHgE IOP decompensation0| LMsIRS
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NEC/\ sigss-Assios-sam

2.3.6. oIS
AT Halek 7= A

2.3.7. 7 MY =8

r2
2
=
o
=
asy
=
i
&9\.,
5
0
—
]
o
<
O
o
0
3
)
5
5
o
S
=}
—t
o
=,
O
=
0
o
o
3
o
¢!
=
o
Ei
—
=
e}
e
—{J
=
X
4
>
o

OO0 1 -L-—O" L— O =
Sz H| w7 p-value /
XxHSA EXAY =2 H|m = :
1K) adl = a2 N event (%) N event (%) D(gfsizegﬁe
Kozera (2021) 247k Qo0 UfgeE 44 5(114) 36 0 NA KR

Cl, confidence interval: NA, not applicable; NR, not reported

2.3.8. S{EY L= AZIT0H

S2{Re) Ei Aleigofol th Aaks 278] A@7oH HIohT, AT 2.3~3.4%, 2o
1.7~6.8%2 ST, US pivotal @74 F 27F AH 02 38 Aol gk Brshsict

-_L—-O a 1O
. =Xz H| = p-value /
Trial 3/ o = i
SHANE  SHZ Hlw =t Difference
XXHALE) N event (%) N event (%) (95% Cl)
US IDE .
[Samulson (01, 24748 s MUEAE 16 4G4 117 868 A
raven e
multicenter US pivotal iStent

ey

/Samuelson (2019),  ~2470¥ inject + LA~ 386 9 (2.3) 118 2 (1.7) 0.7(-2.1,3.4)
Singh(2021) BHL{RbA 2

US IDE: US Investigational Device Exemption clinical trial; Cl, confidence interval; NR: not reported

2.3.9. QPXEZL

oFAtAZHeye burning)S E13H B 1S 1719 Aol A vl EAF 5 1% TAY ST

¢

FH

3.9 QIAFM OFF{A: OFLEFHZL

Ooo™. Al =
Trialx/ S Hlu p-value /
3 SN2 Hluz i
rxes)  SEHE 2 2 N event (%) N event (%) D(gfsizegf)e
Second Line Study _1oouey 21iStent o010
JFea (2014) 12764 injects AZAE T 94 0 NA 98 T NR

Cl, confidence interval: NA, not applicable; NR, not reported
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2.3.10. Z4% &F

Z1aFRE(corneal edema) 1719] AAtollA] HA1stGiar, of= ik Aol 93 713 o™ & &
154 oJujof| At A 0 2 Z|-F-E Ut H] oAt 2.8%= TSI

d

H 3.10 oA otMy: Z4UBS
STz Hlulo p-value /
HHES) seAE S e Difference

N event (%) N event (%) (95% Cl)

Kozera (2021) 247k o0, wUE4E 44 0 NA 36 128 AR

Cl, confidence interval: NA, not applicable; NR, not reported
2.3.11. %A 2d=&

A S FEEH Posterior capsular opacification)= X213t 27§29 A++= %ZH—TLOHH 6~9.1%,
H] 1/ o] 1 10.3%2 B3} Kozera 5(2021)2 AHIEAIET} 0| gl= g3 02 44
SFSEro 2 Nd:YAG 34| A7l &(capsulotomy)E AAISHATHL B 5k

oo —_ - o =
EJTEL HmZ -
Tald/ sy smE M@ S = el
XRHHE) - N event (%) N event (%)
(95% ClI)

Kozera (2021) 249 QioHL. wEAE 44 4 QD 3 0 NA AR
US IDE iStent +
/Samuelson (2011),  ~2471& B Rb A2 Hiljds= 116 7 ® 117 1203 NR
Craven(2012) SHleTa

US IDE, US Investigational Device Exemption clinical trial; Cl, confidence interval; NA, not applicable; NR, not reported

2.3.12. A& & =Y

It

A& F ARIE(Iris touch)e B1Rt 1719] A7 SARLOIARE 6% TAsI L, Ale & Wi 2
1% A5
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H 312 LA Y Az 5 SMES
- =X H| 2 —
Tal®  smim oswz  WmE . H % N - " o
AXHSHE) event (%) event (%) (95% CI)
US IDE o4y SENY. wgaes 116 7 © 117 0 NA R
/Samuelson (2011), igteth_: .
Craven(2012) ~24711E BRI A HLY~E 116 17 (0.9 117 0 NA NR
—1 o T
US IDE, US Investigational Device Exemption clinical trial; Cl, confidence interval; NA, not applicable; NR, not reported

A 3 BHLE
“Alz 3 U B35

2.3.13. 2

FAA(ritis)e H 1749] A7 FA2oIA 0.9%, BTN 5.1% BT}

H3.13 YoH oy MY
Trial™/ S Hwz p-value /
o SHAE BNz HEZ .
MRHHE) oI Lt N event (%) N event (%) Difference
(95% Cl)
S IDE iStent +
/Samuelson (2011), ~2470E ., rins  HLHZ XA 116 1 (0.9 117 6 (5.1) NR
Craven(2012) Hgr=
US IDE, US Investigational Device Exemption clinical trial; Cl, confidence interval; NR, not reported

= |

2.3.14. Z4uoigl =
A9l =3(Subconjunctival hemorrhage)2 1709 d-tof|A Eilstar
AFE Qo SA AT 2.3% WAYSHAITE.

z]-ﬂx%o
H 3.14 Qo otMd: ZAnlst £
S H| & p-value /
HIHSE) SHAE SHE H|u ot Difference
N event (%) N event (%) (95% Cl)
i +
Kozera (2021)  ~247k8 ST, wupEeE 44 123 3 0 NA AR

Cl, confidence interval; NA, not applicable; NR, not reported

2.3.15. 1 2| 7|E}

1 9] 71et g 742H| Fechtner 5(2019) A7ollA Mg Mol A 30%, I 32%
QFEAAS| th3f] US pivotal Aol SAE 16.1%, R 16.8%5 B 5t

Ao ol Ao g HskyTt

Hsk T,
VIEIA] eb2 748 T2 Qe

Hie] Aol S 3
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H3.15 oA

OLFA: 1 9| 7|E}

Trial%/ S12 HpE x x SM= [ e
=X
XXt (HE) Rz gd =gAE N event (%) N event (%)
iStent (1M[CH) vs. ASAIE
Hyphema ~6071 & 54 1 2) 47 0 NA
Vold (2016), Iridodialysis ~607H& b4 1 2) 47 0 NA
Fechtner(2019)"  Cataract progression ~6070& 54 16 (30) 47 15 (32
Conjunctival hyperemia ~6074E 54 0 NA 47 1 (2)
iStent inject (2AICH) vs. ASAEE -
Secorld Line Medication allergy ~1274& 94 0 NA 98 1 (1)
?Jl[:l:szy(ZOM) Soreness/discomfort ~1270E 94 1 M) 98 0 NA
iStent (1A|CH)+HLIE = HEF vs. HUE £ HE
Kozera (2021)  Viral corneal inflammation ~2470Y 44 0 NA 36 1 2.8
Anticipated early oATne
US IDE postoperative event” 24788 116 20 (72) 7 22 (188)
/Samuelson Conjunctival irritation due to o
~ATH
(2011), hypotensive medication 24748 116 109 17 3 26
Craven(2012) 5. - hemorrhage ~4HE 116 1 (09 117 3 (26)
iStent inject (2AICH)+HILE & HEH vs. HILIE & HE
Ocular surface disease ~2471¢ 386 62 (16.1) 119 20 (16.9
Ocular allergies ~2474 & 386 11 (2.8 119 4  (3.4)
Loss of BSCVA of 2 lines (10
letters on ETDRS chart) at or ~2470Y 386 10 @6) 119 5 (4.2
after 3 mos postoperatively
Posterior vitreous YT
| detachment 2471 386 10 (2.6) 119 5 (4.2
multicenter US Foreign body sensation ~24748 386 9 (23 119 0 NA
pivotal trial Extraocular inflammation ~2471¥ 386 9 (23) 119 2 (1.7)
(/ZSgg;Jelson Epiretinal membrane ~2470 386 9 (3 119 3 (2.5
) ; Perioperative ocular pain N o
Singh(2021) s of urgory 24 386 8 (1) 119 1 (0.8)
Vitreous floaters ~2471 4 386 8 (2.1) 119 3 (2.5
Corneal abrasion ~2470E 386 8 (2.1) 119 4 (3.4
Corneal opacity ~2474 & 386 4 (1) 119 3 (2.5
Hyperemia ~2470Y 386 3 (08 119 7 (5.9
Nonproliferative diabetic ~9ATHE
retinapathy 24748 386 2 (05 119 3 (25)
US IDE, US Investigational Device Exemption clinical trial; NA, not applicable
*1712] 2Heye)Oll = 712 stentS O|A6IRS
THAXZE 23 17HHO|L0) AHFEES Q10| STEAS
¥5E & X7 AURE, MM, 29 2y, SHY, 295t Y, AOFSE, HLY a2 X7| 04t 2R2 S0| ZEHUS
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1-

At FBALG )

=

o

B

9 1,087 "dA=

&

54978, 28782& A

Ay
=-1.17mmHg, 95% CI - 1.95, -0.39; 1°=24%).

AL 7}z
|

g2k

AFX
HEHMD

()
1o

o] A

ATHAIA = 22t 129, 1220

o=

rH
Ko

A

=
=

p—value

SD
4.6
NR
NR

mean
25.1
15
14.4

47
47
47

N

SD
2.5
NR
NR

mean
255
15.2
15

54
54
54

baseline

m1
m3

Trial®/

XXt ()
iStent (1AM|CH) vs. AESAIE T

NR
NR
NR NR
NR
NR
NR
NR
NR

13.8
13.9
14.6
15
54
5.4

47
47
47
46
45
45
41
39

m6

m12
m18
m24
m30
m36
m42
m48
mb4
m60

*

‘

o)

©
PRI
od
A -
o ©
N C
o s

e
G
S @
>

NR
0.18
0.08

1.7
2.6
2.8
2.2
2.9
1.5

8.1

24.8
12.8
12.5
12.2
12.8
13.2
23.6
26.4

98
96
95
91
92
90
16
16

1.4
4.1
3.2
3.2
2.9
2.3
1.8
10.1

13

252
13.3
12.8
12.7
12.9
24.2
21.9

94
93
94
93
94
94
17
17

baseline
m1

m3

m6

m9
m12
baseline

d1

iStent inject (2AICH) vs. FEAMER
Fernandez—Barrientos

iStent (14CH)-+4H L{%
(2010)"

Second Line Study
/Fea (2014)
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Trial - Szt HZZ
XXt (3/5) N N mean  SD N mean  SD p-value
w1-2 17 16.5 4.4 16 18.2 4.2 0.28
m1 17 16.7 3.1 16 18.9 1.4 0.01
m3 17 15.2 2.5 16 18.6 3.4 0.009
m6 17 15.6 3.3 16 19.6 4 0.02
m12 17 17.6 2.8 16 19.8 2.3 0.04
baseline 10 17.8 2.7 14 16.7 3 NR
Fea (2010), Fea (2015) m12 10 16.1 2 14 18.4 3.1 0.05
m48 10 17.5 2.3 14 20.4 3.2 0.04
o1t 26mmHg 0|2t
baseline 28 22.04 1.64 29 2093 1.28
d1 28 17.14 5.39 29 16.72  2.99
d7 28 17.18 2.55 29 16.03 3.06
m1 28 16.46 2.35 29 1648 2.13
m3 28 15.64 2.5 29 16.45 2.86 NR
m6 28 14.61 2.02 29 16.28 2.52
m12 28 16 2 29 16.41 1.97
Corera (2021)% m24 28 1557  2.13 29 1679 25
o1t 26mmHg 0|4
baseline 16 26.63 1.09 9 26 0
d1 16 17.31 4.66 9 2214 6.26
d7 16 18.75 5.89 9 1986 445
m’1 16 19.38 6.1 9 18.71 1.98
m3 16 16.25 2.77 9 17.71 1.7
m6 16 15.81 2.29 9 1814 1.9 NR
m12 16 16.63 2.16 9 1943 351
m24 16 17.06 2.43 9 1886 2.19
US IDE baseline 98 264 36 101 252 36
/Samuelson (2011), m12 98 17 2.8 101 17 3.1
Craven (2012) m24 98 171 29 101 178 33
iStent inject (2AIC)+HLHE =28 vs. BHE +aHE
multicenter US pivotal trial baseline 387 24.83 3.34 118 245 3.08 0.328
/Samuelson (2019), Singh
021) m24 38 171 36 118 178 35 NR

US IDE, US Investigational Device Exemption clinical trial: SD, standard deviation; m, month; d, day; w, week; NR, not reported

"1749] CHeye)dll F 7HO| stentZ O|AIGIAS

»* QITLAIA] Qlet 26mmHgUIBHRT} OO B9I1E 243 ATE AAISIAS
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Study or iStent Control Mean Difference Mean Difference
Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% Cl
Vold(2016), Fechtner(2019) 165 1.2 35 163 1.9 32 16.2% 0.20 [-0.57, 0.97] —f—
Second Line Study (2014) 13.0 2.3 94 132 2.0 90  17.7% -0.20 [-0.82, 0.42] T

129 122 33.9% -0.04[-2.53, 2.44]
Fernandez-Barrientos (2010) 17.6 2.8 17 19823 16 8.3% -2.20[-3.94, -0.46] —_—
Fea (2010, 2015) 175 2.3 10 204 3.2 14 6.1% -2.90 [-5.10,-0.70] ————
Kozera (1) (2021} 156 2.1 28 16825 29 12.1% -1.22 [2.42,-0.02]
Kozera (2) (2021) 17124 16 18922 9 7.6% -1.80[-3.66, 0.06]
US IDE trial (2011, 2012) 17.1 29 98 17.8 3.3 101 15.3% -0.70[-1.56, 0.16] —F
multicenter US pivotal trial (2019, 2021) 17.1 3.6 380 17.8 3.5 118 16.6% -0.70[-1.43, 0.03] S

549 287 66.1% -1.17 [-1.95,-0.39] -eal--
Total (95% Cl) 678 409 100.0% -0.87 [-1.65, -0.10] -
Heterogeneity: Tau® =0.507; Chi’ = 15.88, df =7 (P =.03); I' =56% ' ' ' ‘
Test for overall effect: t;=-2.65 (P =.03) -4 2 0 2 4
Test for subgroup differences: Chi° =9.84, df =1 (P <.01) Favours [iStent] Favours [Control]

med, iStent=a& O ASABT; cataract, iStent+HLIE 4

&
72 3.4 §MX|E: HF O mmHg), &1

Bt A #skES Bk A= 570%eH, AtAIR A (baseline)FE X 4T AIF7HA|

ol Az g-goto] wieREAS AAISH E} Zji‘ﬂr AT AHIEARIEHOA Ht At A
wstepo] 7] Uehton), BAEOR GOIshA Aot F5E ] 74k ol d4e] 97 ujEe]
SfjAof| F£2)71 g 2 5}t
H3.17 AN b Ha et Hstz(mmHg)

=12 D2
Trial%/ - =M lad
KX} (HE) SYE men o mean gy Prvale
change change

iStent inject (2MIH) vs. A=AIE

Second Line Study _ _

IFea (2014) m12 94 12.2 25 90 11.6 2.2 NR

iSten (1M|CH)+HLHE ~&H8 vs. HUE S8HS

Fernandez—Barrientos

(2010)" m12 17 6.6 3 16 3.9 2.7 0.002

Fea (2010), Fea (2015) m15 12 3.2 3 24 16 32 0177

US IDE

/Samuelson (2011), m12 103 8.4 3.6 110 85 43 NR

Craven (2012)

iStent inject (2AIC)+HLHE =28 vs. BHE +aHE

multicenter US pivotal trial

/Samuelson (2019), Singh  m24 380 7 4 118 54 3.7 0.001

(2021)

US IDE, US Investigational Device Exemption clinical trial; SD, standard deviation; m, month; NR, not reported
1712 QHeye)oll F 7HO| stentZ O[AlGIRS
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Study or iStent Control Std. Mean Difference Std. Mean Difference

Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% Cl IV, Random, 95% CI
Second Line Study (2014) 12.2 2.5 94 116 2.2 90 24.9% 0.25[-0.04, 0.54]
Fernandez-Barrientos (2010) 66 3.0 17 3927 16 97% 0.92[0.20, 1.64] -
Fea (2010, 2015) 3.2 3.0 12 1.6 3.2 24 10.1%  0.50 [-0.20, 1.20]
US IDE trial {2011, 2012) 8.4 3.6 103 8.5 43 110 26.0% -0.03[-0.29,0.24] —&—
multicenter US pivotal trial (2019, 2021) 7.0 4.0 380 54 37 118 29.2% 0.41[0.20,061] —=—

512 268 75.1% 0.36 [-0.23, 0.94] —=p——
Total (95% Cl) 606 358 100.0% 0.32 [-0.06, 0.69] e
Heterogeneity: Tau® =0.051; Chi*=9.80, df =4 (P =.04); I* =59% T T
Test for overall effect: t,=2.34 (P = .08) 15 1 05 0 05 1 15
Test for subgroup differences: Chi’ = 0.20, df =1 (P = .66) Favours [Control] Favours [iStent]

med, iStenteaat  AEAR L, cataract, iStent+H{LHE = Of YA £

13 3.6 SUX|H: W OFet St (mmHg), =12

24.2. YT A4S MG 20| 22

Z 6719 AolA] A Hat FE ARE 7S Halokoltt
FEARS I BIoFRS W, 170 AFolA Bt on it AHIEAEHOA B FE
ARE7E S AgFo] QIR o BAIK o R F-ol5kA] Akt
5719 Atof thel wERREAEE AASE Adl Wiy $£es B o3 HweldS o, s
ARIEARIET A 2% B-8110] Wit OFE AR BAIZ 02 RoloH WA YEr L, 3 7F
o] AAL FITHMD=-0.3270; 95% CI -0.46, -0.17; I*=0%).

Trial™ - Szt H|u ot
XXt (ﬁ/E) ~ERE N mean  SD N mean SD p-value
iStent (1MIH) vs. ASAIE T
Vold (2016), m36 54 0.1 0.5 47 0.3 0.5 NR
Fechtner (2019) m60 54 0.3 0.4 47 05 06 NR
iStent (1M|CH)+HHLIE ~EHB vs. WLHE ~EHS
baseline 17 1.1 0.5 16 1.2 0.7 0.66
_ m1 17 0.1 0.2 16 0.1 0.3 0.51
(Ffé?g;ldez’Bame”tos m3 17 01 02 16 03 05 006
m6 17 0.1 0.5 16 0.5 0.7 0.03
m12 17 0 0 16 0.7 1.0 0.007
baseline 12 1.9 0.9 24 1.8 0.7 NS
Fea (2010), Fea (2015) m12 10 0.4 0.7 14 1.0 1.0 NS
m43 10 0.5 0.8 14 0.9 1.0 NS
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Trial%/ s Bz H@Z el
XXt (HE) B N mean  SD N mean  SD
Ot} 26mmHg 0|2t
baseline 28 1.32 0.55 29 1.03 0.19
d1 28 0.07 0.38 29 0.03 0.19
d7 28 0 0 29 0.07 0.26
m1 28 0 0 29 0.14 0.35 NR
m6 28 0.07 0.26 29 045 0.57
m12 28 0.14 0.36 29 0.62 0.56
m24 28 0.32 0.55 29 0.76  0.69
Kozera (2021)**
o1t 26mmHg 0|4
baseline 16 2.5 0.87 7 1.86 0.69
d1 16 0 0 7 0.14 0.38
d7 16 0.44 0.81 7 029 0.49
m1 16 0.63 0.89 7 029 0.49 NR
m6 16 0.75 0.93 7 0.71  0.49
m12 16 0.88 1.02 7 0.86 0.69
m24 16 0.88 1.26 7 1.29 0.76
US IDE baseline 117 1.6 0.8 123 1.5 0.6 0.451
/Samuelson (2011), m12 98 0.2 0.6 101 0.4 0.7 0.011
Craven (2012) m24 9 03 06 101 05 07 NR
iStent inject (2MI)+ELHE +SHEF vs. HiLIY SSHE
multicenter US pivotal trial baseline 387 1.6 0.8 118 1.5 0.7 NR
/Samuelson (2019), Singh
2021) m23 38 04 08 118 08 1 NR
US IDE, US Investigational Device Exemption clinical trial; SD, standard deviation; m, month; d, day; NR, not reported; NS, not
S|gn|f|catnt
"1719] RKeye)0ll S JHO| stentZ O|AIGIAS
** IEAIZIA| O12F 26mmHg| 2ttt OO 2 59| T1E 2Att ZUE MBS
Study or iStent Control Mean Difference Mean Difference
Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% Cl IV, Random, 95% CI
Vold[2016), Fechtner(2019) 0304 54 0506 47 26.2% -0.20[-0.40, 0.00] —E—
Fernandez-Barrientos (2010) 0000 17 0710 16 0.0% -0.70 '
Fea (2010, 2015) 05 08 10 09 10 14 2.1% -0.40[-1.12, 0.32]
Kozera (1) (2021} 0306 28 0807 29 10.2% -0.44[-0.76,-0.12] —
Kozera (2) (2021) 0913 16 1308 7 1.5% -0.41[-1.25, 0.43]
US IDE trial (2011, 2012) 0.3 0.6 98 0.5 0.7 101 32.6% -0.20[-0.38,-0.02] ——
multicenter US pivotal trial (2019, 2021) 0.4 0.8 380 0.8 1.0 118 27.4% -0.40[-0.60,-0.20] —&-
549 285 73.8% -0.32[-0.46,-0.17] -
Total (95% Cl) 603 332 100.0% -0.29 [-0.41,-0.17] -
Heterogeneity: Tau’ =0; Chi’ =3.89, df =5 (P = 56); I’ = 0% ' ' ' '
Test for overall effect: t; =-6.16 (P <.01) -1 05 0 0.5 1
Test for subgroup differences: Chi*=1.03, df =1 (P =.31) Favours [iStent] Favours [Control]
med, iStenteaat Of ASAFE T cataract, iStent+EiLHE &7 Of LY S&F
JE 3.6 SUX|HE: B A= A8 (), £
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2T FHTE AR R ARgol e Bl AARE 3719 Aol SAEel 67~84%, thEtol
24~67% 22 FAITONA FE AREo] Yl vlEo] A e

H3.19 YMN Sty A= ARO0| 8= HIZ(%)
TrialH - Sx= HwuZ
Xt (315) N
iStent (1M|CH) vs. FSAIRE
Vold (2016), Fechtner (2019) m60 b4 77.8 47 61.7 NR
iStent (1M|CH)+HLIE S2-EF vs. MU 205
Fea (2010), Fea (2015) m15 12 67 24 24 0.027

iStent inject (2AMICH)+EHLIE S=HE T vs. WLHE SEHS
multicenter US pivotal trial
/Samuelson (2019), Singh (2021)

m, month; NR, not reported

m24 380 84 118 67 NR

243. += d43E

5 5710 AT A S JFES BB £ HTES ATAGY IEOR BRI B
Qkro] 20% o1 FHASKHAL, F7F SRBolL o)t HUpY o] Bash gkw W kol
6~18mmHgE RIS 292 Holatsick

Ok AL 23} B SIS ), 4 AHEAIIEOIA 54 HEEC] B APl Yot BAKCE
FOJ5A] QAT T ATEAIIET U 44 B TL MUY S T 1]5) S BBl

1.2341(95% CI 1.05, 1.45; p=0.33) &4 Uebgon £3 71 o] AAL A ATHI®=0%).

H 320 ddH gity: +2ESE%)

Trialz/ 2y 22(I2) Bz HZZ
A} () A" MZE HY N HBO5% C) N HBE5% C) "o
iStent (1MICH) vs. ASAIRH
m12 53 9% 47 89
m24 ot <i8mmHg 52 0 46 87 NR
m36 34 91 33 79
m12 53 75 47 72
m24 okt <lsmmHg 52 81 46 46  NR
gon. TR —
m12 27t} 53 9 47 89
m24 ‘i'g; = 52 90 46 87
m36  mRgiop 28 92 45 73 NR
7 OOt
mag R o 43 79 39 56
m60  6~18mmHg 35 77 32 53
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NEC/\ sugss-Aueyes-sum

Trialy/ E=¥s} $=(XR) SM= H| 1=
Xzt (A=) Al 838 8 N HIg©O5% C) N HIE(95% CI)

p-value

iStent inject(2AICH) vs. AEAIE T

m12  20%0MORIZA 94 947(B880,983) 98 918@459%4)  NR
m12  0%OMORIZA 94 O36(866,976) 98 8886808943  NR
Second Line Study m12  A%OMORIZA 94 809(714,882) 98 75565886  NR
[Fea (2014)° m12  S0%0MORIZA 94 B32(426,636) 98 357(263,460)  0.02

m12 2Kl <18mmHg 94 926(85.3,97.0) 98 89.8(820,95.0) NR

m12 21 <15mmHg 94 85.1(76.3,83.7) 98 81.6(725,837) NR

iStent (1A|CH)+HLIAF 2SR vs, HIIAF ASCiE
Or2t 26mmHg 0|2t

m12  20%O0[A QiZtA 28 786(59.0,97.1) 29 55235.7,736)

m12  30%0WQlIA 28 393215594) 29 24.1(103,435)

m12  40%O0}A oriZia 28 7.1(0.9, 23.5) 29 3.4(0.1,17.8)

m12  BO%O QIRIZIA 28 3.6(0.1,18.3) 29 000, 11.9) NR

m24  20%OWQRIZA 28 821(63.1,939) 29 51.7(325,706)

m24  30%04 QA 28 39.3(215,594) 29 24.1(103,435)

m24  40%04 QIfZiA 28 10.72.3,28.2) 29 3.4(0.1,17.8)
Kozera (2021)"* m24  50%O0 4 QI ZiA 28 7.1(0.9, 23.50) 29 0(0, 11.9)

Qref 26mmHg 0l

m12  20%04 QI ZtA 16 100(79.4, 100) 7 85.7(42.1,99.6)

m12  30%O0}Aoizta 16 81.3(54.4, 96) 7 42.909.9,81.6)

m12  40%O0[A QZtA 16 43.8(19.8,70.1) 7 0(0, 40.9)

m12  50%O0[A QA 16 6.3(0.2,30.2) 7 0(0, 40.9) NR

m24  20%0lQlRIZA 16 93.8(69.8,99.9) 7 81.7(42.1,996)

m24  30%0KQleRe 16 75(47.6,92.7) 7 57.1(184,90.1)

m24  40%O0[A ozt 16 25(7.3,52.4) 7 0(0.0, 40.9)

m24  50%O0A QIZiA 16 6.3(0.2, 30.2) 7 0(0.0, 40.9)

m12 o <21mmHg 117 72(65,79) 123 50(43, 58)
ySSa:TI?uEelson 0o11) m12  20%0KIeRIZIA 117 66(59,73) 123 48(41,55)  NR
Craven (2012) | _m24  9¥<2immHg 116 61(54,69) 123 50(42, 57)

m24  20%0WQRIZA 116 53(45,60) 123 44(37, 51)
iStent inject (2MI)+ELHE +SHEF vs. WY SSHE
multicenter US pivotal
e welson (2019, 24 oo 387 758 118 619  0.005
Singh (2021)

US IDE, US Investigational Device Exemption clinical trial: Cl, confidence interval; m, month: NR, not reported
1749] CHeye)oil & 7H| stentS O|AlSIRS
** OITLAIRA| Q12 26mmHgD|RH21} O OR 5190 E A5t 2UE MAGIRS
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Study or iStent Control Risk Ratio Risk Ratio

Subgroup Events Total Events Total Weight MH, Random, 95% Cl MH, Random, 95% Cl
Vold(2016), Fechtner(2019) 27 35 17 32 11.4%  1.45[1.00, 2.11] Ha—
Second Line Study (2014} 89 94 90 98 26.2% 1.03[0.96, 1.11] =

129 130 37.6% 1.19[0.14, 10.07]
Kozera (1) (2021) 23 28 15 29 10.7% 1.59[L.07, 2.35] R -
Kozera (2) (2021) 15 16 6 7 13.1% 1.09[0.79, 1.52] ——
US IDE trial (2011, 2012) 61 116 54 123 16.1% 1.20[0.92, 1.56] T
multicenter US pivotal trial (2019, 2021) 293 387 73 118 22.4%  1.22 [1.05, 1.43] ‘l'

547 277 62.4% 1.23[1.05, 1.45] -
Total (95% CI) 676 407 100.0%  1.20 [1.02, 1.42] -
Heterogeneity: Tau® = 0.025; Chi® =17.20, df =5 (P <.01); > =71% ' ' ' '
Test for overall effect: t; =2.96 (P =.03) 0.1 05 1 2 10
Test for subgroup differences: Chi® =0.04, df =1 (P =.84) Favours [Control] Favours [iStent]

med, iStent=& I UYSALR; cataract, iStent+2LIRN =72 Of BHLYEE 572

J3 3.7 EUXE: &= 43E

W Ik sk, W OFE AL 9 44T E A 3] thel S B Aol thet o] Mg BAS
W AUEARIES] A EROA, 24o) e W gk, ok A8 U
SaEE0N TR B4 Ak [R5 63 e,

T 2 EARE H R e 8T W e BEEE e 579 TS TR 3,

6, 12, 24, 487114 AlH<] Ht S EA5IAT. HEREA S AR 23 A4 AldE R iy e
TEtof Hlsf el AHE E T 1§E8olM Hat dedol Wekewt A 7ol g
UHEA| A3t o T 67l Bs) —rg%@247ﬂ%;1 AFO] et I Sk Aaslt se &
247l ol Aol 23 A-9] TR 7 7P Eeke ] Wt A= - 0.86 mmHg (95% CI - 1.45,

-0.28)2 SAIH 22 FofsHA YErdT.

od.

37



NEC/\ sugss-AtEts-sum

Study or iStent Control Mean Difference Mean Difference
Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
Fernandez-Barrientos (2010) 15.2 2.5 17 18.6 3.4 16 4.3% -3.40 [-5.45, -1.35] ——
Kozera (1) (2021) 156 25 28 16429 29 6.7% -0.81[-2.20, 0.58]
Kozera (2) (2021) 162 2.8 16 17.7 1.7 9  52% -1.46[-3.21, 0.29]
61 54 16.3% -1.75[-4.99, 1.50]
Fernandez-Barrientos (2010) 15.6 3.3 17 19.6 4.0 16 3.2% -4.00[-6.51,-1.49] ————
Kozera (1) (2021) 146 20 28 16325 29 7.7% -1.67[-2.85 -0.49] —
Kozera (2) (2021) 158 2.3 16 181 1.9 9  55% -2.33[-4.03, -0.63] —
61 54 16.4% -2.30[-4.88, 0.27]

Fernandez-Barrientos (2010) 17.6 2.8 17 198 2.3 16 5.3% -2.20[-3.94, -0.46] i
Fea (2010, 2015) 16.1 2.0 10 184 3.1 14 4.3% -2.30 [-4.34, -0.26] R
Kozera (1) (2021) 16.0 2.0 28 164 2.0 29 85% -0.41[-1.44, 0.62] -
Kozera (2) (2021) 16.6 22 16 19435 9  32% -2.80[-5.33,-027] —————
US IDE trial (2011, 2012) 17.0 28 98 17031 101 9.7% 0.00[-0.82, 0.82] ——

169 169 31.1% -1.20[-2.75, 0.35]
Kozera (1) (2021) 156 2.1 28 16825 29 7.6% -1.22[-2.42,-0.02]
Kozera (2) (2021) 17.1 24 16 189 2.2 9 4.9% -1.80[-3.66, 0.06]
US IDE trial (2011, 2012) 17129 98 17833 101 9.5% -0.70[-1.56, 0.16] -
multicenter US pivotal trial (2019, 2021) 17.1 3.6 380 17.8 3.5 118 10.3% -0.70[-1.43, 0.03] ]

522 257 32.3% -0.86 [-1.45,-0.28] -
Fea (2010, 2015) 17.5 2.3 10 204 3.2 14 3.9% -2.90 [-5.10, -0.70] —

I I T I I ]

6 4 -2 0 2 4 &6
Favours [iStent] Favours [Control]

fu=m03~fu=m48, & = 37W&~48711

0738 DUE 24 SHBIAFE B2 A(mmHo), 21

T AHEARIE 9 W) e B8t WY o TS H| e 5709] AHE o= 3,
¢ Ig 3, 2k Al
o o ARE 7 AL, A
23 = QAEIH oL EAA Qo)4L AE|R] Akl 44 T 24701 Aol EakE A7) AR}
%CI -0.51, -0.12)% BAH o2 folstgct.

4
N
N
o)
Eflj
T§
=3
o,
Hd
T
S
(O8]
e
1G)
V)1
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Study or iStent Control Mean Difference

Mean Difference

Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Randem, 95% CI
Fernandez-Barrientos (2010) 0102 17 0305 16 8.9% -0.20[-0.46, 0.06]
Fernandez-Barrientos (2010) 0105 17 0507 16 3.5% -0.40 [-0.82, 0.02]
Kozera (1) (2021) 0103 28 0406 29 11.7% -0.38[-0.61,-0.15] ——
Kozera (2} (2021) 0809 16 0705 7 18% 0.04[-054 0.62]
61 52 17.1% -0.34[-0.74, 0.06]
Fernandez-Barrientos (2010) 0.0 0.0 17 0.7 1.0 16 0.0% -0.70 '
Fea (2010, 2015) 0.4 0.7 10 1.0 1.0 14 1.3% -0.60[-1.28, 0.08]
Kozera (1) (2021} 0104 28 0606 29 10.3% -0.48[-0.72,-0.24] —
Kozera (2} (2021) 09 1.0 16 0907 7 12% 0.02[-0.69, 0.73]
US IDE trial (2011, 2012) 0.2 0.6 98 0.4 0.7 101 18.7% -0.20[-0.38,-0.02] L
169 167 31.6% -0.32[-0.64, 0.00]
Kozera (1) (2021) 0306 28 0807 29 59% -0.44[-0.76,-0.12] _
Kozera (2) (2021) 0913 16 1308 7 08% -041[1.25 043]
US IDE trial (2011, 2012) 0.3 0.6 98 0.5 0.7 101 18.7% -0.20[-0.38,-0.02] ——
multicenter US pivotal trial (2019, 2021) 0.4 0.8 380 0.8 1.0 118 15.7% -0.40 [-0.60, -0.20] —E—
522 255 41.2% -0.31[-0.51,-0.12] e
Fea (2010, 2015) 0.5 0.8 10 0.9 1.0 14 1.2% -0.40 [-1.12, 0.32]

Favours [iStent]

fu=m03~fu=m48, & = 37M&~48711

I I
-0.5 0 0.5

O3 3.9 UAE B4 FHUEAYE G ASAE =(0s), 218

Favours [Control]

S 5709 7S IR 12, 24, 607E AH 9] pe E5ES BT FeAh8= vl 23,

EAH08 ol ol AT,

R e} B85 pall T AR EARIEC] & ATE2 12719 AlE 1.348) (95% CI 1.10, 1.63),

247019 A1 1.2340 (95% CI 1.05, 1.45)2 S5AZ o2 3951 Yelyttt.
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=

b

Study or
Subgroup

Vold({2016), Fechtner(2019)
Second Line Study (2014)

Vold({2016), Fechtner(2019)

Kozera (1) (2021)
Kozera (2) (2021)
US IDE trial (2011, 2012)

Kozera (1) (2021)
Kozera (2) (2021)
US IDE trial (2011, 2012)

iStent

Events Total Events Total

50 53
89 94

147
27 35
22 28
16 16
77 117

16l
23 28
15 16
61 116

multicenter US pivotal trial (2019, 2021} 293 387

547

Control

42
90

17

16

59

15

54
73

m:m12~m:m60, iStent vs ASAIE T FHEE 12712 ~6070L;
c:m12~cim24, iStent+¥{L4 % & HEH vs WU &

40

SEEES

Risk Ratio Risk Ratio
Weight MH, Randem, 95% CI MH, Random, 85% Cl
47  15.6% 1.06 [0.94, 1.19] T
98 17.2% 1.03 [0.96, 1.11] -
145 32.8%  1.04[0.91,1.19] o
32 6.3% 1.45 [1.00, 2.11]
29 6.1% 1.42 [0.97, 2.08]
r 7.0% 1.19 [0.85, 1.68]
123 10.9% 1.38 [1.10, 1.72] —
159 241%  1.34[1.10, 1.63] ——e—
29 5.9% 1.59 [1.07, 2.35] S e —
7 7.4% 1.09 [0.79, 1.52]
123 9.4% 1.20 [0.92, 1.56]
118 14.0% 1.22 [1.05, 1.43] ——
277 36.8%  1.23[1.05,1.45] ———
[ 1
0.5 1 2
Favours [Control]  Favours [iStent]
o 12HE- 24018
X AN o= A
HUEANEE = 938, =18
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2.5.1. GRADE
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K
In
A
rlr
l>

AIEARIE 2ol S-olgt Bp7h 9glon] B4 7k ol AL A Uelsttt,

H 3.22 MEEN Z20Q0% ! ZIXE S2E-2HHd

24 A = 2 o =

ASAET
ZI LI M| B4~ 0 NR Critical
OHHA 0 NR Critical
Flrs 1 1=0/54, C_Cg/é7 gz 25 NA Critical
A &4 0 NR Critical
ore &5 1 1/94(1.1%)AEHIEZO AT NA Important
XMotAE 0 NR Important
Ol M = 0 NR Important
SHEHQ| o= AZZIOH 0 NR Important
QAT 1 0.35 (0.07,8.42) NA Important
ZeRE 0 NR Important
MHX| S 0 NR Limited importance
A& & SMEE 0 NR Limited importance
iiﬂm 0 NR Limited importance
2o £ 0 NR Limited importance
MY E £ BT
ZHOHHII| M| 4= 1 1.11  (0.59, 2.10) NA Critical
QL& 1 1.35 (0.52, 3.47) NA Critical
FrsE 5 0.93 (0.41,2.10) 0%(p=0.75) Critical
A &Y 0 NR Critical
ot M5 2 0.66 (0.36, 1.21) 0%(p=0.91) Important
PShpies 0 NR Important
Qi MYl £ 1 B5/44(11.4%) ABIEZOAZ NA Important
SEHEQ fr= A ZEOH 2 0.74 (0.00-359.68) 5%(p=0.30) Important
Ot &zt 0 NR Important
ZeE 1 0.27 (0.01,6.51) NA Important

LN EUSE 2 1.45 (0.00, =) 65%(p=0.09) Limited importance
A& & ENEE 1 7/116(6.0%) AHIELAO|M2E NA Limited importance
k=Bl 1 0.17 (0.02.1.37) NA Limited importance
Zai5t £ 1 1/44(2.3%) AHIEZO|ATH NA Limited importance

RR, relative risk; I, intervention; C, Control; NA: not applicable; NR: not report

H 3.23 MEEN 209 ! ZIXE SLE-8 11

b | IT A it 2 (=) =

S L ONE A RR (95% cl) 1*(%) o4 32k
ASAET ; : : : :
o orY 2 -0.04 (-2.53,2.44) 0%(p=0.43) Critical
B A2 ANE 2 1 -0.20 (-0.40, 0.00) NA Critical
= *"_’S- 2 1.19 (0.14, 10.07) 80%(p=0.02) Critical
LAl &8 =R . o . . . .
o oret 5 -1.17  (-1.95, -0.39) 24%(p=0.25)  Favours [iStent] Critical
B AS A 5 5 -0.32 (-0.46, -0.17) 0%(p=0.57)  Favours [iStent] Critical
= NEE 3 1.23  (1.05, 1.45) 0%(p=0.53)  Favours [iStent] Critical

RR, relative risk; NA: not applicable
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2.5.2. GRADE 2H+&

2} AR E2] GRADE 71 71 23 (E 3.24), (% 3.25)9H &t

HIE SR B0l GlolA Kk AIZA AL WAL, Th0] FoIA BRI Q) A9 2ASEE
199 S WA, WA Qo] glol AlEj 7ol WAL v 247t 9189 71 ERR=1

FL MD=0)S 31T TASES 15 W) B71eisi.

22 GRADE A B71 23}, QFEAREE2 47]9] A # 3 ‘Low 27, Moderate’ 2712 YERHTE
WA e dEty Bl WS 59, 6719 AR F 4719 AHAHO| gt GRADE SATES
‘Moderate’ 2 H7}5F9t
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H 3.24 GRADE 2+ HI-#Ha AHEMQS vs, ASAIET
HIS2E It LN St
(=1 £c = 0 :l—"}l =9
=9 fiay HIZE H| H| H| s =732 e Relative Absolute ax e
= £ e AN EFM  HUM  HEER ST - (95% CI) (95% ClI)
FlnsE (FtsUHE £2)
_ U DE M| S S600  CRITICAL
1 rando_m|sed serious? none not not none (EX=2=0/54;
trials serious  serious CHx7=0/47) Moderate
ooy
,  randomised . not not serious®  none 129 122 ~ MD 0.04 mmHg lower 6600 CRITICAL
trials serious  serious (2.53 lower to 2.44 higher) Low
Y A AR
1 randomised serious? none not not none 54 47 ~ MD 0.2 lower SO CRITICAL
trials u serious  serious (0.4 lower to 0) Moderate
>= 438
9 randomised serious® not not serious®  none 116/129 107/130 RR 1.19 156 more per 1,000 00 CRITICAL
trials serious  serious (89.9%) (82.3%) (0.14 10 10.07)  (rom 7Bfenerto 100 moe) Low

Cl:confidence interval; MD:mean difference; RR:risk ratio
a. HZEAL X[ AT0|HAM S=H(unclear)0| Ch4= &01E
b. A2|77H0| {11, =807t elg2l 7I&(RR=1 E= MD=0) &
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H 3.25 GRADE 2/ H7t-++

2|7}

O — 1=

HISEE 1ot Rt a4
- - . :1—171 xOE
=3 o HIS3 H| H] H| Egul =12 x3 Relative Absolute e So
% CE 8 Ymy  HEY Uy wEy ¢ - (95% Cl) (95% Cl)
ZHaHHIT| |24
domised ot ot ZIAHHIM Y (endothelial cell density, ECD) Bt Hzt22 SAH 00 CRITICAL
1 an C.’r*l"se serious®  none . . none  —13.1%(95% CI -14.4, ~11.8), =2 ~12.3%(95% CI ~14.8, Moderat
trials serious  serious _9.8)08 = 27t EHXOE S0/t F0j= SIS oderate
Qi
1 randomised oo not serious®  none | 22/386 5/118 RR 1.35 15 more per 1,000 6000 CRITICAL
trials u serious (5.7%) (4.2%) (0.52103.47)  (from 20fewerto 106 more) Low
FlnsE (FtsUHE £2)
randomised serious® not not serious®  none 26/575 13/311 RR 0.93 3 fewer per 1,000 00 CRITICAL
trials serious  serious (4.5%) (4.2%) (0.411t02.10)  (from 25 fewer to 46 more) Low
Horey
g  randomised . o not not not none 549 987 _ MD 1.17 mmHg lower ~ ©660 CRITICAL
trials serious serious serious (1.95 lower to 0.39 lower) Moderate
Y o= AR =
5 randomised serious’ not not not none 549 985 _ MD 0.32 lower 0 CRITICAL
trials serious  serious serious (0.46 lower t0 0.17 lower) Moderate
+E 438
3 randomised serious? not not not none 392/547 148/277 RR 1.23 123 more per 1,000 00 CRITICAL
trials serious  serious  serious (71.7%) (53.4%) (1.05t01.45) (rom27moeto240more)  Moderate

Cl:confidence interval; MD:mean difference; RR:risk ratio
a. HIZAL X9 S170|HA 2&H4d(unclear)0| CH4: EQ1=
b. A2|77H0| §11, X(|I2&817t glg2l 7I&(RR=1 E= MD=0) &
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3. 3Hd =< 21t

3.1. dN4d 219 4

A S B oo T AREARIEY AR A
7PERE 0] 28, Avtch 28ol9l thelx Sk 22 1Kol glet,

(iStent) 5%, 241EH(iStent inject) 68, 5 AX|% T LT A9 20|l EFL Mg 547
o] GHO.E 714 Wkeh. ¥ §-Rut B4 Q17 108 B shgugS olstel WA B2 151 Bk 4
Wit AREAQIE0] - LIS BASIAT, o] B A8lA TEoIA Hlg-muy

Holgick. W 84| A7 3HOR o] F 199] A7oA MY S ASAT, ATAER W 8%,
S 7k 82 Bastoc

R

3
Ay AEIEAN

Ry

jﬁ.
off
=)
o)
o ¥

B 3.26 WHEA E4-FHE A+

WA o pan mme nEz By ow BN FR oMy o
mENECTEY
JHeZE _
Tz ggor ML st o SiMo MesE® oE omyo oAy 207 5w
— o o
JHEZE i _
Gy e 1 GO wmse swies om o owr wv 1o
— o
JHErzE . ,
%Uggf)s SEES ;Hfﬁé Stentinject ABAIZE  MBABE  O:F Y QALY 2017 5%
_ JNErZE i _
Bar(t;(l;zf-clgfer =g inﬁ;* +H;3Lﬁ§pt¢% HLHR 44 EHEKEE O T QALY 2019 3%
— o il o
Ahmed M istent Ing
oned oAt s T a  HUMSE EENEE O 158 QALY 2017 15%
B XL =S
i HEzE i i
oo mya O DRIY wumas smE o mM o QMY 2019 4%
- o — o T
ezt '
ooy ame [ DRI wimas smy o By QMY 2020 3%
JHERZF i
ooay Ot R BERIRY wpmes asmE O mM QALY NR O 35%
Herzt .
Sood _Lﬂo;‘r iStent Inject  yy; uxp s ST = HAH 0
(2021) Dl_—‘_:f = LH =B + HHLHI"—/F% ﬁLH o T= A|.2|—|J|:I.D D|'ET [sXe] QALY 2021 3%
A
< iStent_/ orzAea
Hea|ey ~ 7HH|’7F IStent inject )
e 8% dad T iSeny SENHE O 159 QALY 2017 5%
T° iStentinject HHLHE 52
L s
HIZ =24
JHHEZE _ H
Bodoll o MY oisens  GSh. wemem om s U2 oo 3w
- o - oL =0
Hl
'O(rgg?i)us MUCH s Stent  UBAMEZ  EAER NA 6H LS 2011 MR
=20
Ngan C Ihezt iStent SLT/ J— (CIN)
U1y IS sl raumas  osagz HEE S NA opug 2016 A

SLT, selective laser trabeculoplasty;QALY, Quality Adjusted Life-Years; NA:not applicable; NR: not reported
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3.2. B8 X 2t

T AHEARIEO] Hl-8-8 IS H 1% A= & 10802 33 ARIEARIS T} FEARS
Aol & BT 45 3H, W peto] W-Bt 3t Wi Sl TS Bl WS A 73O Tt A
A2 HE-avH] AARES 7102 T A”IEAR]E0] H|-E-g b o|gtal B sttt Sl
AHIEARIEo] t2tof] vl X7} =k, AHIEARIEO] O] 7 H]-8-2 FEARE+o] H]5| WL
WU eI GARE S0l
I 3.27 HE-512M 26 21t
=Xz =2
XX HIE = Effect ! Effect IEEk A% a8
ch II:_}O L [=) —
@x) 2 Cost (QALYs) Cost (QALYs) (/QALY)
iStent vs. AEAIRT
22018777 2226612 35272096 2,098,641 dominant” - HIZ STEQYQYSH Thoh
Ordonez 0|2 22018777 2226612 44329841 1848325 dominant? NR O wEE aEyelse
(2019) €2 22018777 2226612 51,174890 1848325 dominant] X2 JHR|2 Mef F20| 2
22018777 2,226,612 56,135683 1,848,325 dominant” 2£0[ 100%
Patel LT b i - HIg FaNY(Ls Chon
0019 =@ 9,394 9.23 12,302 9.17 dominant  NR orearessionsrea e yous
R AHIENQISS
ST 6.429 SNl 23S o
ey et 19856 7.82 8,564 633 Jgeg 94761  DIHIZO| 2Asts Fere
= ’ EBH 1R QY A &
QAL 7102 SIEQ
iStent/iStent inject+H{LE £ vs. WL S5
- E 719 stent2 adte
7
Bertolt (17§)4,179 9.73 4,103 9.72 15,673 Zolq BlEoS i
~Hofer Q& 43433 &2
(2020) (274)4,240 9.74 4,103 9.72 10,955 - EEL SR
ZI7|X|22A 0|H0]| Qe
Ahmed  ZHLCH c . - HIZ2 SHHQ(sH THeh
(2020) == 21,384 9.42 21,773 9.40 dominant 50,000 incremental cost-utility ratio
2“2'8'231”)‘1 9z 13,949° 11.05 13,874 10.98 1,154 30,000 - HI® E1HQ
Teus ° . - HIE EotH0|H HIE HT
Qoo TR 13,344 12.36 12,293 12.27 12676 30000 5o
(QFOe?) oz 8,368° 11.11 7,134 11.01 13,037 50,000 - HIZ ST
2021 0= 49599° 1221 54409 1204 dominant 50,000 - H|® T
(Sood)  EHdY
Healey 3= 7,946° 6.50 7,770 6.43 2,4309 50,000 —
(2022) &3 6,594° 7.33 4,360 7.18 14,644° 50,000

QALY, Quality Adjusted Life-Years; NR, not reported

a. SEH|0F HAE 22 2M6IAS(1E22{=3000H4)

b. iStent(1MICH)2} iStent inject(2AICH) 25 Egt

c. iStent inject(2M|CH)

1) M= iStent+Timolol vs. CHZE=L: Lasesr selective trabeculoplasty+Timolol+Dorzolamida
2) X iStent+Timolol vs. LiZEF: Latanoprost+Timolol+Dorzolamide

3) X iStent+Timolol vs. L& F: Bimatoprost+Timolol+Dorzolamide

4) ZM=: iStent+Timolol vs. LHZE=: Travoprost+Timolol+Dorzolamide

5) SM=: iStent/iStent inject+MLi % & vs. 2 LA =

6) X iStent/iStent inject vs. LR ASAIR T
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S ARIEAII%0] ]G B S et G 3HOR Sl AUIEARIE T} O AL Alo] )
H18-2 BAsIGTt 18] £8(Berdahl 5, 2017)014 vHER S B8 51] 18NS 4153 A7)
Ea
J:’-_

f‘;

HIEAIES OFEARE ol Hsl 59 A1 B+t +4 -8 E7-2 2F 11,7972 912 27] H]-8-2

O} 2ugo] A= a7t AR Tordanous 5(2014) A= AF3 Hl-8-E A (modest)°]
SITHAL B XL, Ngan 5(2018) Aol 7ol & Ui OFE AMS- SAtollA] frillt AR EARRIEO]
H-§-a 79l Az & okl Hasteic

XX
o) Hig A 23t
—_
= X H|IgXI0|
T 2 e (hE-#2UE AHENDZ)
- HI8TQl: LT Z2f - 1drug  2drug  3drug  1drug  2drug  3drug
CEHYE: FHHIEME 19 1,044 1705 3860 5281 -8734 -657.9 -515.8
. HI% ZHHIB M=
OISH|R(RERZ QT XMt 2 1,044 3140 7721 10562 -702.9 -271.8 122
71%), o2 MHIE, M
'O(rggnz)us = 33 1,044 5116 1,0582 15843 -5323 1142 5403
1 . s
|StentHI ﬂl A
| 48 1,044 6821 15443 21124 -361.8 5003 10684
%HIQ( 3BE 1Y)
- ZF IR AlZ(start-up) 5 1,044 8526 19304 26406 -191.3 8864 1,59.6
HIR, #3922 (surgeo
ns' fee)= Q| 6 1,044 10232 23165 31687 -207 12725 21427
ZE: AU AHENQASS ASHIE HIEH 27| HIZEZ(modest)S MIE. 42
X, SIXj0) Chet 21, ZREHIS0) Chgt 27} 240| Tost
HISZZtol
L
do 2iSents %2 ST o@-  SLT-
= iStent iStent
J%Eﬁj EEE%E OA(ANZ) 28102 9962 8419
) 5T = 30277 20616 15325
Berdahl . HI%Z &"SHI% ME =
= 24 3,318.1 3,117.0 2,272.7
@017) _ fliﬂﬁf% o= 3d 3,661.2 41615 3,085.7
- Aabg ,661. 161, ,055.
- X2E o] BiE 4d 40189 51949  3,869.6
54 4,420.9 6,217.0 4,729.8 1,796.1 308.9
B Tl 3l AHEMAST ASAIET HWA|, H7|H0= StXid 1,796E 2
O ZENQI HIEHA SVt U, SLT=4} H|WA |0z AR
actol i o o= AY SIEHIE  29E7IHY)
- HIEHY FEUE g . -
- SN H|2 E| A KA Prostaglandin analogues and prostamides 140.5 8.5
- HIZ: RIHH|R AE Beta—blockers 99.7 12.0
- QF2H|2: 20164 Beta—blocker compound preparations 180.5 6.6
FEHE Kot Sympathomimetics 83.9 14.3
Ngan (Pharmac) i Carbonic anhydrase inhibitors 163.0 7.3
- iStentH8: 120052 (& Miotics 201.0 5.9
(2018) i
X *S9H| H|f>) K| 144.8 8.2
- B SSWIS T Coigug naE AdEaYS 618 12009209 SEANIE 2E
f;i;;%t;;' %ZE&Z A=+ 0171 OIOM|RTH A2 AHIEAILS BIRS H|T5H0 54 O|LY 197 O/ & 3x2
(orocedure  cost)/ Azt (15.8%), 1051 OILY 95=(47.3%), 153 OILY 1252(63.2%)2] I2HIS T} 25
Hotof Bl o S Rt AHENRISS WHE $22 W SR ST B (more

expensive) B4 =T ASS MEch= SXIOIA HIZ-SIE0I XZHU &~ QS

SLT, selective laser trabeculoplasty
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1.2 211
9 AREAIQIE) TS ol wiet Shalsisict
FEl T AR EARQIL T} OFEX| E & v WSk 27l 9] AE BASH AT, AT 7| 7F 5ot i ot}

G OHE A1 9] Aol GSich e SHEXRZ | H]’B‘H G ARIERYSIA Al
20%01 ZHABHAL 37} 27t BASH 41 B ARto] 6-18mmHgS A5 7

TR AHEAE 9 WY e B8 MY E TS B g AFHGINE AR AT,
FAEFoA Bt QFHmean difference (MD)= - 1.17mmHg; 95% confidence
interval (CI) -1.95, - 0.39, 12=24%), F=W k= AR (MD= -0.3271; 95% CI -0.46, -0.17;
2=0%% W5= a7t et to] 20%0 13 AAsHAY 7 A5 BRSHA| AL Bt qjto]
6-18mmHgE FAISh= 4—%‘3%"‘50“ UoA = AHIEAI S 43501 1.2341(95% CI 1.05, 1.45)
A WETH12=0%). Y%= 24 23, Hef R AR T= e F /97K 21 127H'°*J AR5
A= AP HA o BAIA 7ol A= A] ottt S8 7IThE =i oFE AR =
FARI O, SAA Fo1dS Q=X Gt & AT ES T AHEARIES TR o] 1277
A1 1.348] (95% CI 1.10, 1.63), 24784 A1l 1.238] (95% CI 1.05, 1.45)2 YERGT

ST AEAISO) AR L 1§ AT 108, 918 EA A7 38 tho2 Brselch
BA7IRke WA E 15U.02 ZPY5t AT 2 hete] - saky BE1(threshold) & Tee
W), A AHEAYSE Blgo] B AT} S 9 ¥tHdominany) THREO.E ek Ml &R
S I=4114:0] H 8] 27]0] koL, 4] 1] 8-S ORZAkgo] 18] LA Lheht
AT} Qs A0 Lt

2. 28
AAR AL

50] AHIE P PEFS 37140 BAgo] %6} ] O}AL}Tﬂ—g H %37 :aaium EREEE
A

=3
ol oIS, A SO S AR el Ohgﬂ} = 7ke] A7 Aol

Sy
AT, WU 5 S I S Bl i ARIEARIEo] Q1) %l OFE ARG 5:9] 7 EI}
o] %E

O™ S F 2ol 20%01 RolAA Si%fo] 6~18mmHgE FASH HIF Qs 7
2 =AU 8] 21 wsfo, v
T9l sto} B-847F A3k QILT, - ETA thero s A4
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kol fol
= ={
s
o o
ot
rH
Y
N

]
o] AT FAo|A & S 0= 1~23] 71431 Ag&o] 7Rs T FollA ofFo]

ZH=A] Qo 2

U= 7]&olEk= oA AATSIILE. thet, QA U MY R H= 2 12~24711 oW T Avjo]
A A F= olEgh WA IE v = BA7I7HS 159 B B aE 71Hgste] 4%
A= 7F X 31 AfsAof 2017 d a5t el AEAIE0] 4714 gl digh F7F A7t
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3.1 =2| HO|E{H|0]A

3.1.1 Ovid MEDLINE(R) and Epub Ahead of Print, In-Process & Other Non-Indexed
Citations, Daily and Versions(R) 1946 to June 16, 2022

(AAY: 2022. 07. 12.)
g ot 0] HMZNR)
glaucoma.mp. or exp Glaucoma, Open-Angle/ or
1 77,816
exp Glaucoma/
Chet Xt
exp Ocular Hypertension/ or exp Intraocular
2 : . 75,782
Pressure/ or intraocular hypertension.mp.
CHANRE S8 3 1or2 93,353
4 istent*.mp. 256
5 micro bypass.mp. 106
6 Glaukos.mp. 73
X —
7 microinvasive glaucoma surgery.mp. 107
8 minimally invasive glaucoma surgery.mp. 304
9 MIGS.mp. 529
S 10 4orbor6or7or8or9 891
AR & S 1M 3and 10 718
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3.1.2 Ovid—-Embase

AM7|7V: 19743~ (AA: 2022. 07. 12.)
22 ot 0] HMETH)
1 glaucoma.mp. or exp Glaucoma, Open-Angle/ or 105.621
exp Glaucoma/ ’
AR
9 exp Ocular Hypertension/ or exp Intraocular 70 867
Pressure/ or intraocular hypertension.mp. ’
CHAIR} Z5t 3 Tor2 132837
4 istent*.mp. 492
5 micro bypass.mp. 160
6 Glaukos.mp. 295
=X o
7 microinvasive glaucoma surgery.mp. 132
38 minimally invasive glaucoma surgery.mp. 405
9 MIGS.mp. 839
EXN S 10 4or5or6or7or8or9 1,392
CHAIRE & SXY 11 3and 10 1,046
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A7k ~3A (AA4: 2022. 07. 12.)
2z o ZHo] HMZIA
1 MeSH descriptor: [Glaucoma] explode all trees 3,447
2 glaucoma 8,665
3 open angle 4,825
ChARRY
4 intraocular hypertension 2,435
5 Ocular Hypertension 3,011
6 Intraocular Pressure 9,421
CHAKRF Z8F 7 #1 or #2 or #3 or #4 or #5 or #6 14,026
8 istent* 82
9 Glaukos 42
10 micro—bypass 51
X SV
11 microinvasive glaucoma surgery 12
12 minimally invasive glaucoma surgery 57
13 MIGS 152
N ESE 14 #3 or #9 or #10 or #11 or #12 or #13 270
CHAMRF & =X
het & S 15 #7 and #14 146
(Trial)
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3.2 - UH|0IE HO]A

(A 2022. 07. 12.)
GIO|E{H|0] A A =y MR H|Z
1 glaucoma AND stent 10
2 glaucoma AND micro-bypass 2 advanced
KoreaMed search
3 istent 2
2 14
1 glaucoma AND stent 14
2 glaucoma AND micro—bypass 3 ZMm ol
St=32lsk=20|0|E{t| 0] A(KMbase) 3 istent 4 HAHE 0|8
4 SUXAND AHE 4
A 25
1 glaucoma AND stent 21
. 2 glaucoma AND micro-bypass 0 AM|ZAMO|2
St FE(KISS)
3 =LHE AND ARIE 0
A 21
1 glaucoma AND stent 14
i i 2 glaucoma AND micro—bypass 3 APN|ZIA 0]
(o_ll_qigl_):?ﬁ%gE% 3  istent 7 UetEA=s
4 =L{E AND AHIE 6
A 30
1 glaucoma AND stent 5
2 glaucoma AND micro-bypass 0 ALM|Z4A
SEuts7 |2 I R(ScienceON) 3 istent 5 ===
4 =L AND AHE 0
A 10
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- RoB
StH(Ref ID)
1MIHETAE)
g9 HIZE S Ms
Adequate sequence O3
generation =2
(R A ) O ==
. O%2
Allocation concealment =2
(HHEz=A 2m) 0 %ijg
Blinding of participants Oue
and personnel 1O oo
(7 O, HERf0)| Tt oAl
]Est
=713 ===
Blinding of outcome O%=2
assessment O=s
(Z2tg71ol| Cist =7H) 0=
Incomplete outcome O%2
data addressed O=2
(E5E8 2UKE) O==4
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reporting ==
(MEfx] 2 1) O ==
Other bias : O%=2
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- Visual Science
Y.GF. dynamics 2010;51;3327-32.
Phacoemulsification versus phacoemulsification with Journal of Cataract &
2 Fea A. M. micro-bypass stent implantation in primary open—angle  Refractive Surgery
glaucoma: randomized double-masked clinical trial 2010;36;407-12.
S Randomized evaluation of the trabecular micro—bypass
3 amuelson stent with phacoemulsification in patients with Ophthalmology
T.W.K. P P 2011;118(3);459-67.
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4 Craven E.R K.

Cataract surgery with trabecular micro—bypass stent
implantation in patients with mild—to—moderate
open—angle glaucoma and cataract: Two—year follow-up

Journal of Cataract
and Refractive Surgery
2012;38(8);1339-45.

Prospective unmasked randomized evaluation of the

Clinical Ophthalmology

5 Fea A.M.B. iStent inject ( R) versus two ocular hypotensive agents 2014-8:875-82
in patients with primary open—angle glaucoma " '
Micro—Bypass Implantation for Primary Open—-Angle Journal of
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8 Fechtner R.D.V.
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2019;2(3);156-66.
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10 Kozera M.K.
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11 Singh I.P.S.
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NEC/\ sugss-AtEts-sum

Study or iStent Control Mean Difference Mean Difference
Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% Cl IV, Random, 95% CI
Vold(2016), Fechtner(2019) 165 1.2 35 16319 32 162% 0.20 [-0.57, 0.97] ——
Second Line Study (2014) 13.0 2.3 94 13.2 2.0 90 17.7% -0.20[-0.82, 0.42] R —
Fernandez-Barrientos (2010) 17.6 2.8 17 19.8 2.3 16 8.3% -2.20[-3.94, -0.46] —_—
Fea (2010, 2015) 17.5 2.3 10 204 3.2 14 6.1% -2.90[-5.10,-0.70] ———
Kozera (1) (2021} 156 2.1 28 16825 29 12.1% -1.22[-2.42,-0.02]
Kozera (2) (2021) 17124 16 18922 9  7.6% -1.80[3.66, 0.06]
US IDE trial (2011, 2012} 17.1 2.9 98 17.8 3.3 101 15.3% -0.70[-1.56, 0.186] —F

169 169 49.4% -1.38 [-2.38, -0.38] ~——
multicenter US pivotal trial (2019, 2021) 171 3.6 380 17.8 3.5 118 16.6% -0.70[-1.43, 0.03] —E
Total (95% €l 678 409 100.0% -0.87 [-1.65, -0.10] -
Heterogeneity: Tau® =0.507; Chi” = 15.88, df =7 (P =.03); I =56% f T T !
Test for overall effect: t,=-2.65 (P =.03) 4 -2 0 2 a4
Test for subgroup differences: Chi* =10.35, df = 3 [P =.02) Favours [iStent] Favours [Contn

groupl=med1: iStent TH|CH vs ASAIS T
group1=med2: iStent 2M|tH vs ASAIS T
groupl=cataract1: iStent 1MICH+EHLIE 5 vs SILHE 5,
groupl=cataract2: iStent 2M|CH+EHLIE 5 vs HILIY 5
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O Y A= A8 (U=)

Mean Difference
IV, Random, 95% Cl

-0.20 [-0.40, 0.00]

-0.70
-0.40 [-1.12, 0.32]
-0.44 [-0.76, -0.12]

Mean Difference
IV, Random, 95% CI

-0.41[-1.25, 0.43]

-0.20 [-0.38, -0.02]

-0.27 [-0.46, -0.07]

-0.40 [-0.60, -0.20]

-0.29 [-0.41, -0.17]

Favours [iStent]

Study or iStent Control
Subgroup Mean SD Total Mean SD Total Weight
Vold(2016), Fechtner(2019) 0.3 04 54 0.5 0.6 47  26.2%
Fernandez-Barrientos (2010) 0000 17 0710 16 0.0%
Fea (2010, 2015) 0.5 0.8 10 0.9 1.0 14 2.1%
Kozera (1) (2021) 0306 28 0807 29 10.2%
Kozera (2} (2021) 0913 16 1308 7 15%
US IDE trial (2011, 2012) 0.3 0.6 98 0.5 0.7 101 32.6%
169 167 46.4%
multicenter US pivotal trial (2019, 2021) 0.4 0.8 380 0.8 1.0 118 27.4%
Total (95% Cl) 603 332 100.0%
Heterogeneity: Tau® =0; Chi® =3.89, df =5 (P =.56); I’ = 0%
Test for overall effect: t; =-6.16 (P <.01)
Test for subgroup differences: Chi*=2.05,df=2 (P=.36)
group1=med1: iStent 1A} vs USALE T
group1=med2: iStent 2MIC] vs YSALE T,
groupl=cataract1: iStent 1M+E{LHE} & vs LT 45,
groupl=cataract2: iStent 2M[H+¥{LHE} & vs BLIT =&
o) AANMTE
T=o0o0o
Study or iStent Control
Subgroup Events Total Events Total
Vold(2016), Fechtner(2019) 27 35 17 32 11.4%
Second Line Study (2014) 89 94 90 98 26.2%
Kozera (1) (2021) 23 28 15 29 10.7%
Kozera (2) (2021) 15 16 6 7 13.1%
US IDE trial (2011, 2012) 61 116 54 123 16.1%
160 159 40.0%
multicenter US pivotal trial (2019, 2021) 293 387 73 118 22.4%
Total (95% Cl) 676 407 100.0%

Heterogeneity: Tau” =0.025; Chi* =17.20, df =5 (P <.01); I° = 71%

Test for overall effect: t; = 2.96 (P =.03)

Test for subgroup differences: Chi* = 8.28, df =3 (P =.04)

groupl=med1: iStent TH|CH vs ASAIS T
group1=med2: iStent 2M|tH vs ASAIS T

groupl=cataract1: iStent 1MICH+EHLIE & vs SILHE 5,
groupT=cataract2: iStent 2MTH+HLHE = vs HLIE &

Risk Ratio

Weight MH, Random, 95% CI

1.45 [1.00, 2.11]

1.03 [0.96, 1.11]

1.59 [1.07, 2.35]
1.09 [0.79, 1.52]
1.20 [0.92, 1.56]
1.24[0.81, 1.89]

1.22 [1.05, 1.43]

1.20 [1.02, 1.42]

-

[ I I
-1 -0.5 0 0.5

Risk Ratio
MH, Random, 95% Cl

-
[
.
-l

[ 1
1 2

0.5

Favours [Control]

Favours [iStent]

1
1

Favours [Control]
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