w1 JEERER:Y

1. iStent del= Of ASXE: 270 HF(EH 23)

HH(Ref ID) 7(10976), 8(10450)
1XMXHETAT) Vold(2016), Fechtner(2019)
a9 HIZEAH AR
Adequate sequence =S -Eyes were randomized within a non-blocked
generation O=s computergenerated, concealed 1:1 random allocation
(259 HEEM H4Y) O 28 sequence
-The sealed, unlabeled randomization envelope was
m=S opened at the conclusion of the screening visit if the

Allocation concealment

(HIEAA SH) 0= subject qualified for study participation.
o=l == —-The allocation sequence was produced by the study
sponsor (Glaukos Corporation)
Blinding of participants Lio
and personnel = = —-randomized in a 1:1 ratio under an open-label, unmasked
. Lo
&Oﬁj:;‘a’)éfmxh X0 CHEE . %g} A strategy
—/Ia
Blinding of outcome OXs
assessment O=s Pd=pts

(B4t thist =7t) m =2

|XIX| 48 A= Hetat
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—-Reasons for study discontinuation included loss to

LIS
ljr;i:rzgtljer’;i::;come Ef:; follow-up (2 and 4 subjects in the stent and travoprost
(2253 ZTK2) O %;Vé' groups, respectively), death unrelated to study (2 and 1
== - subject, respectively), investigator discretion (1 stent
subject), and moving out of the country (1 travoprost
subject).
-The study protocol had prespecified primary and
Free of selective =S secondary efficacy end points at 12 and 24 months, with
reporting O=2 planned extension through 5 years to gather long-term
(MEYR HT) 0O == safety and efficacy data
-NCT01443988, clinicaltrials.gov
-Grant support - Research to Prevent Blindness
_ . OYs —-Operational and financial support for completion of this
ghglré)llisai)Fundlng H=s study, writing assistance in manuscript preparation, and
== 0O == article processing charges were provided by Glaukos

Corporation, San Clemente, California.
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1M AHESTAE) Fea(2014)
g9 HIZE S At
Lt
Adequafte sequence O o= Sxtop Q0| X717]20] ¢S
generation O== — Subiect th domized
(@f0] HRAA 44) m =5 ubjects were then randomize
. OXs
Allocation concealment O=o ojzoto
(A 2H) =il mEe
[ ] E%‘I'E
Blinding of participants Oue
and personnel 1O gé ofzoie
(7 RO, HTERfO)| Tt S atAl
m=E
=718) -
Blinding of outcome O%=2
assessment O=2 Pl
(Zdhgotol tist =713) =2
H0AH229Y) & AF ATAXH192H)2 HIMZ |0l Tt MY
Incomplete outcome | s S0, GTHARLO] Do AR i8S AAGIRIS. LX)
data addressed O=s CHet AEE 1= QIRU| MEo| 20| F-S 7KK 242 A=
(E5=5 ZUXR) O == Tt
-with a nonresponder assumption for missing data
Free of selective ==
reporting O=2 MY FiEE B G2
(ME H) O ==
=y _ i i i i
Other bias : Funding O =5 fGIaukofs Co.rpori‘qon p(rjowded study devices, sponsorship
(2 9 v=2 H=s or performing this study
O =2 —Dr Fea received financial support from Glaukos
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2. iStentfQl=n} HHL

= Of WLiEsE = 57 S-4(8H 2%

HH(Ref ID)

3(11199), 4(9960)

1XMXHETAT) Samuelson(2011), Craven(2012)
a9 HIZEAH AR
Adequate sequence O%=2
generation O=s AEes
TR AN 4 =2 —Patients were randomized into 1 of 2 treatment groups:
stent implantation in conjunction with cataract surgery
_ owe (treatment group) or cataract surgery alone (control group).
Allocation concealment O=o
o oo
Blinding of participants O%s —-prospective, randomized, open-label, multicenter,
and pgrsonnel - | =S controlled US Investigational Device Exemption clinical
(7 FOIRE, HXtofl Chst =t :
L O == trial
=/t
=210 A[RHZR| iRt =710 ARFEII0 O|X|X| 23S
—However, although the procedure was not masked
. Lo . ,
aBSth;r;?nzZ?umome E_f:_g there is no way to see or identify the iStent at the
(ZIpm7I0) Ch3H =712) D%?&j’é‘ slit lamp without gonioscopy; thus, the examiner
was unable to tell to which group the patient
belonged at the time of tonometry.
ST 19, tiaat 22F S, A0 G2 OIXK]| 2 Ae=2
Incomplete outcome =S Tt
data addressed O=2 ITT 242 dol0] 200 &2 TXIX L2
(S5t ZHR=) O == ~the intent-to-treat population using a last-observation-
carried—-forward approach.
O2EZ g2 UCL THELE 7|50 UK 2L2.
Free of selective m =S o, G ¢ e ZUE B ol S
reporting O=s ~The protocol was amended in July 2007
(MENX] HT) 0= -This study was registered with clinicaltrials.gov as
NCT00323284
Other bias : Fundi 055
ther bias - Funding H== Funding: Glaukos Corp.

(a o HIEF)
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¢itH(Ref 1D)

9(11182), 11(11515)

1M AHETT) Samuelson(2019), Singh(2021)
a9 HIZEAH AR
Lto
g\sr?g;i;cgnsequence Ef:; -The randomization scheme was based on a
(DR HIAK M) 0 %g’w computer-generated list.
. O3
Allocation concealment O=o ojzoto
(=M 20H) ooy —Ee
=
Blinding of participants Oue
and personnel - oo —prospective, randomized, single—-masked, controlled,
(S AR, HAXLOf CHSt 0 S5l multicenter U.S. pivotal trial
=71) ==
Blinding of outcome [ s —-After surgery, subjects and the technicians performing
assessment O=s postoperative measurements were masked to treatment
(ZZrg7tol| thet =7+) O =54 assignment for the duration of study follow-up.
ITT 2ME ol At Fes 7IXIX| ¥S
—Effectiveness outcomes also were analyzed for the
Incomplete outcome H =S intent—to—treat cohort, consisting of all randomized
data addressed O=s subjects. Safety outcomes were assessed within the
(S5t ZHR=) = Safety Population, which consisted of all randomized
subjects, with analysis based on the treatment actually
received.
. DRES otg2 YOLY, FAXOR 7550l Y| 948,
LIS =2 -HTT M 3 = PN [ESy=]
Free of selective . o, oimHo] OfFE RE A0S 81 ol S
(A-]pEHI-I éﬂ_) 0 ggw -This study was registered with clinicaltrials.gov as
= === NCT00323284
Other bias : Fundi 055
ther bias - Funding H== Funding: Glaukos Corp.

(a o HIEF)

0 ==t
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¢iH(Ref ID) 10(10304)
1IN S HAT) Kozera(2021)
39 HIZE S At
Adequate sequence | s AL G20l Chal MAISH S
generation O0=s -A computer—-generated randomization list was created for
(22 HiE2M M) O =8 this study, with allocation concealment implementation.
m e —-Randomization was performed using sealed envelopes,
Allocation concealment 0 Zo opened on the day of surgery, to determine the
(Hi™&M 2) 0 S oAl randomization group.
== —Eyes were individually randomized in a 1:1 ratio
Blinding of participants oo
and personnel 0 Zo
(2% SO, R0 B | g 3 olzoie
II3_IindEilng of outcome e prospective, randomized, single—center trial
=
assessment O0=2
(Bnrg7tol| i3t =7t) H =3
LS _ _ -
[ncomplote ovtcome | =2 ZZ0) Cet 2 HAEIO] QUK O, HE TR
(2555 2TX=) SELN HE 88Xl BRs
. O2EF g2 oLt FHEC R 7|&50] UK L2,
(e} =2 LHT M ) = oS (Eoy=]
e oot s o, SPYE0l OIgE RE 202 K1 51 U
(A-|pEH75-| o) 0 E;‘w -The study was registered at ClinicalTrials.gov under the
= === number NCT03807869
o : =3
Other bias : Funding O=s The authors did not receive any funding.
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otH(Ref ID) 1(10459)

1XXHESHAT) Fernandez—Barrientos(2010)
39 HIZEHH At
Lo
qomaron " | D28 19 BELENON et 271 7120] 918
(CfQ| HYEAM AA) m = -Eligible patients were randomly assigned
. O3
/-l\jllcj)(cia:tfnoclc[)ncealment O== -prospective, randomized, clinical study
Blinding of participants Oue
and personnel O o olzolo
o o | L HHA O

(27 JOIX, ATxiol et | g S 5tAl

=713) =
Blinding of outcome O%=2
assessment O=2 Pl
(Borg7tol| o3t =7t) =2
o _ _ _ -
ncomp ste outcome | M =2 HOK & GIRHOIZ 28 MRS Molsh, 2t 2o
(2223t ZUKE) 0 %;’w SHEACH 2B AP et Z2EX = gUS
= ==
Free of selective == O2ES g2 oL, THEC R 7|50 UX| US.
reporting O=2 o, Ao OgE ZE ANE B0 510 AU
(MEYE &H17) 0O =4 —ClinicalTrials.gov number, NCT00326066
o , O%2
g;hglra%sai Funding H=sS Supported by Glaukos Corporation
a
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¢itH(Ref ID)

2(11096), 6(10814)

1XMXHEHAT) Fea(2010), Fea(2015)
a9 HIZEAH AR
Adequate sequence [ = —Patient randomization was generated with a 2:1 ratio
generation D—L{f_% using Stata data analysis and statistical software
(FES HiE2=A 4Y) O =54 (version 10, StataCorp LP).
Lo
Allocation concealment | = o ojzoio
= W=

Blinding of particioants —Patients were masked to their assignment, as were staff
and e?sonr?el P =S members w ho measured |OP throughout the study.
(oq:er,-érqu} N O =8 —-Investigators were masked to treatment assignment
_._"_‘7@) T = SO when measuring IOP and when determining when or
=H whether to add medications.
Blinding of outcome [ s —-Examinations at 6 months and 12 months included
assessment O=s gonioscopy by an operator unaware of the treatment
(Z2H71of st =7tH) O =84 assignment.

FHEM0| TSt 7|=0] HAIEN A2H, Aol FJS 7KK ¥

2 Aoz M
Incomplete outcome | s -Three patients, all in the control group, were lost to
data addressed O=s follow-up. One patient had a capsule rupture, 1 did not
(ESE5 dUR=) O == present for the 6-month scheduled visit, and 1 died.

-she subsequently died from complications from the ankle

surgery.
Free of selective m =S ODZEE Hg2 ACL, FHECZE J|aHH UX| 2.
reporting O=2 o, Ao OigE 2= AUE B ot AUS
(MEHE &H7) 0= ~This trial is registered with: NCT00847158
- . B<sS -The author has no financial or proprietary interest in an
Other bias : Funding 2 4 4 proprietary Y
(1 9 H=a =5 material or method mentioned.
=8 O ==t -The authors declare that they have no conflict of interests.






