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The effectiveness of PAUL® in decreasing IOP as well as reducing the need for glaucoma therapy is sustained longer
term beyond 12 months.

Weber et al.b, reported 2-year PAUL® clinical results. Of the 56 eyes included in the study, mean pre-operative IOP
was 25.4 mmHg, and all patients used topical IOP-lowering medications with a mean of 3.5 agents. Figure 5 shows
a 46.8% reduction in IOP at 12 months and 50.6% reduction after 24 months. The mean number of medications
was reduced from 3.5 to 0.45 and 0.46 at 12 and 24 months respectively. Surgical success (with and without
medication) rates were 89%, 79%, 64% and 38% using IOP cutoffs of 21 mmHg, 18 mmHg, 15 mmHg and 12 mmHg,
respectively, after 24 months.

Tan et al.” reported similar results in a 3-year PAUL® study, where 48 eyes completed 36 months follow-up.
Reduction of IOP and decreased need for glaucoma therapy were consistent and sustained through the 3 years.
IOP reduction was 56%, 56% and 54%, and mean number of meds was 0.06, 0.19, and 0.17 in Year 1, 2 and 3
respectively (Figure 6). 85.4% of patients achieved the surgical success criteria at 3-years (IOP>6 and <18 mmHg,
with and without the need for medication).

Additional long-term study results will be posted on www.aoi.sg as they are published.

Figure 5. 2-year IOP & medication trends reported by Weber et al.¢ Figure 6. 3-year IOP & medication trends reported by Tan et al.”
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PAUL® GLAUCOMA IMPLANT
KEY NOVEL FEATURES

REDUCING IOP
EFFECTIVELY AND SAFELY
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Clinical Data

Multiple clinical studies reported that the PAUL® procedure leads to sustained IOP reduction and decreased need
for pressure-lowering therapy with lower risk of complications. These outcomes have been observed 1 year after
surgery and in the longer-term, including 2- and 3-years post-operatively.

The 1-year study by Koh et al.” was the first published outcome of the PAUL® device, reporting a significant IOP
reduction 1 year after PAUL® implantation with a corresponding reduction in IOP lowering medication. Figure 1
shows the IOP trend post-operatively up to 1 year. Figure 2 shows the mean number of IOP-lowering medications
used after surgery.

At the end of 12 months, among the 74 eyes which completed the study, 93.2% were classified as surgical successes?,
with and without medications, at IOP cutoff of 21 mmHg.

Figure 1. 10P trend before and after surgery up to 1 year Figure 2. I0P-lowering medications used before and after surgery
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Consistency Across Multiple Studies

There were 3 additional clinical studies reporting 1-year outcomes published since Koh et el.! They are Vallabh
et al.®(99 eyes), José et al.* (24 eyes) and Weber et al.® (45 eyes). The 4 studies were independently conducted
by different institutions among varying patient populations. While not directly comparable, results from these
studies display certain consistency.

Figure 3 displays PAUL®'s efficacy in lowering IOP reported by each of the 4 studies 1 year after surgery. Figure
4 displays the reduction of the mean number of IOP-lowering medications needed reported by each study for the
same period. There was a notable reduction in mean IOP and mean number of medications needed across the
4 independent studies.

Figure 3. I0P trends pre-op and 12 months post-op

Figure 4. Need for medications pre-op and 12 months post-op
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