Five-year Safety and Efficacy Results of a Supraciliary Drainage Device in Open Angle Glaucoma Patients (STAR-GLOBAL)
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PURPOSE MEAN DIURNAL IOP AND MEDICATION REDUCTION RESULTS
Five-year safety and efficacy of a minimally invasive glaucoma In this STAR-GLOBAL population, mean baseline diurnal IOP was
surgery (MIGS) device, MINlject® (iSTAR Medical, Belgium). mMedication () ~IOP (mmHg) -38.4% 23.8+3.5 mmHg with mean of 2.3+1.1 IOP-lowering meds (n=>55).
Implantation was ab interno into the supraciliary space in subjects 30 6 At 2-years post-implantation, mean diurnal IOP was 14.1+£4.0
with medically uncontrolled primary open-angle glaucoma. 23.8 mmHg (-9.7mmHg, -40.0%; p<0.0001) on 1.4+1.3 meds (n=54).
25 5 . . .
At 5-year post-implantation follow-up (n=47), mean diurnal IOP
METHODS >0 A was 14.8+5.6mmHg (-9.1mmHg, -38.4%; p<0.0001) on 1.5+1.4
The device was implanted in a standalone procedure in phakic and 141 15 1 meds (p=0.001).
pseudophakic eyes in four prospective trials (STAR-LII I IV). c : + 14& +14 3 3 Further, 83.0% of subjects achieved a >=20% IOP reduction,
The trials were completed in 83 subjects in 11 sites in Europe, Asia | 7/8.7% achieved IOP <=18 mmHg, and 85.1% used the same or
and Central America with two-year follow-up. 10 ) fewer medications compared with baseline at 5 years.

Upon study completion, subjects were invited to enrol into the

2.3 Since STAR-GLOBAL enrolment, adverse events related to
STAR-GLOBAL study to continue follow-up annually until five years 5 14 14 15 15 1 MINlject included one |OP increase, one cataract progression and
post implantation. ' ' ' one non-clinically significant iris neovascularization. Mean ECD
Outcome measures were intraocular pressure (IOP), IOP-lowering 0 0 loss at 5 years was 15.3%.

medications (meds), adverse events and measurement of corneal

Baseline 2 years 3 years 4 years 5 years
endothelial cell density (ECD). N=G5 ?,:_54 >|/1—48 yn—48 ?\/_47 CONCLUSION
T - - - N N B ) Standalone MINlject implantation resulted in a clinicall
Fifty-five subjects from the STAR-L 111l trials were enrolled in the N LAt JeC plantatior o d Y
STAR-GLOBAL trial, with 47 completing 5-year post-implantation Y significant and sustained reduction in IOP and medication use up
' STAR-LILII STAR-GLOBAL to five years post-implantation.

follow-up (85.4%). y P P
These are preliminary, interim results of subjects who have already NOTE: No washout at any time point This supraciliary MIGS device offers an effective, bleb-free
completed the STAR-GLOBAL trial Error bars represent 95% confidence interval. P<0.0001 for IOP reduction at all timepoints. Patients initially treatment option for glaucoma patients requiring low and

' treated in the STAR-LILII trials until 2 years and then followed from 3 until 5 years in the STAR-GLOBAL trial. sustained target |OPs.

SURGICAL PROCEDURE Results 5Y MINIDECT®
Ab interno, £2.2mm corneal incision, bleb-free

Proprietary STAR® material
Soft, flexible, with anti-fibrotic properties

cleft with a spatula Patients with IOP <18mmHg 799, Micro-pores for a natural flow of fluid;
Only 0.5mm of the implant stays allows bio-integration of surrounding

in the anterior chamber MiNlject in the supraciliary space Medication-free patients 32% tissues
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Patients with >20% IOP reduction from baseline 83%

Controlled creation of supraciliary

Study and analysis sponsored by:

Provisional and interim results. Data on file at iISTAR Medical.
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