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With Ranibizumab (PDS) in the Phase 3 Archway Trial

Conclusions

PDS is long lasting over 24 weeks
- The PDS continuously releases ranibizumab over the Q24W treatment interval at steady concentrations

N Methods

In the Archway trial, patients with nAMD were randomised to PDS Q24W or intravitreal
ranibizumab 0.5 mg injections every 4 weeks (monthly ranibizumab)?

Serum PK samples were collected at randomisation and at weeks 4, 24, 36 and 96,
with additional samples taken at selected sites and timepoints

Introduction

The PDS is an innovative drug delivery system that includes a pars plana implant for continuous
delivery of ranibizumab into the vitreous2

It is approved by the US Food and Drug Administration for the treatment of nAMD in adults who
have previously responded to 2 2 anti-vascular endothelial growth factor (VEGF) injections*

In the phase 3 Archway trial (NCTO3677934) in patients with nAMD, serum and aqueous Optional aqueous humour samples were collected at randomisation and at weeks 24, 28,
humour samples were collected to characterise the PK profile of ranibizumab delivered via the 48, 52, 72, 76 and 96

PDS Q24W3 Ranibizumab concentrations were measured using a validated enzyme-linked
immunosorbent assay

Key Clinical Question

What is the pharmacokinetic (PK) profile
of ranibizumab delivered via the Port
Delivery System with ranibizumab (PDS)
implant with fixed refill-exchanges every
24 weeks (PDS Q24W) in patients with
neovascular age-related macular
degeneration (hnAMD)?

PDS is comparable with intravitreal delivery
- Ranibizumab concentrations with PDS Q24W are within the range experienced with monthly intravitreal ranibizumab 0.5 mg injections

PDS has consistent PK profiles
- Aqueous humour PK profiles were consistent with serum PK profiles

PDS maintained vision while reducing treatment burden through continuous delivery of ranibizumab

2. Serum and Aqueous Humour PK Samples Collected Throughout Archway 3. Mean Ranibizumab Concentrations Were Steady and Continuous Over the Refill Interval With PDS 100 mg/mL Q24W

1. PDS Mechanism of Continuous Delivery: Passive Diffusion
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5. Predicted Vitreous Humour Concentrations of PDS 100 mg/mL Q24W Were in the Range of Intravitreal

Ranibizumab 0.5 mg Q4W 6. PK Findings Support the Durable BCVA and CPT Outcomes Observed Throughout Archway

4. Aqueous Humour PK Profiles Were Consistent With Serum PK Profiles
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Study and Product Disclosures

* The Port Delivery System with ranibizumab (PDS) has been approved by the US Food and Drug Administration for the treatment of nAMD in adults who have previously responded to = 2 anti-VEGF injections. Please note
that the PDS has not been approved for use outside the United States

» The US Food and Drug Administration has issued a boxed warning for the PDS because it has been associated with a 3-fold higher rate of endophthalmitis compared with monthly intravitreal injections of ranibizumab?

» This study includes research conducted on human subjects

* Institutional Review Board approval was obtained prior to study initiation

* Funding was provided by Genentech, Inc., a member of the Roche Group, for the study and third-party writing assistance, which was provided by Stephen Craig, PhD, CMPP, of Envision Pharma Group
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