lan Pearce, MBChB?; Vaibhavi Patel, BPharm?; Balakumar Swaminathan, MSc3; Hugh Lin, MD, MBA#*; Jeffrey R Willis*; and Aachal

Faricimab in NAMD: Year 2 Patient Case Profiles Kotecha, PhD?
From the Phase 3 TENAYA/LUCERNE Trials

On behalf of the TENAYA and LUCERNE Investigators

1 Royal Liverpool University Hospital, Liverpool, UK; 2 Roche Products Ltd., Welwyn Garden City, UK; 3 F. Hoffmann-La Roche Ltd., Mississauga, ON,
Canada; 4 Genentech, Inc., South San Francisco, CA, USA

Conclusions

TENAYA/LUCERNE treatment criteria were desig
During year 2, the majority of faricimab-treated patie n

During the T&E phase, the majority of patients on g
dosing interval

The majority of patients on an extended interval (= ‘
remaining on Q16W &

Faricimab was well tolerated with a safety profile similar to aflib

[N
N

Disease activity assessment criteria (at weeks 20 and 24) based on

— .

1. TENAYA and LUCERNE Trial Design: Faricimab nAMD Trials Use Disease Criteria Reflective of Clinical Practice 2. Over 2 Years, Patients in the Faricimab Arm Achieved Disease Control With Fewer 3. ~80% of Faricimab-Treated Patients Achieved 2 6. Patient Case 2: Faricimab Q12W Dosing, Extended to Q16W at Week
Injections vs Aflibercept Q8W Q12W Dosing at 2 Years 60, Reduced to Q12W at Week 92, Extended to Q16W at Week 104
TENAYALUCERNE Pooled TENAYAILUCERNE Pooled Baseline (day 1): Week 4: BCVA 57 ETDRS letters,
T&E Regimen (PTI per Protocol) Median number of injections through week 108 Week 112 BCVA 51 ETDRS letters, CST 425 um CST 273 um

(n = 558)2 g

t 2 AN

Faricimab up to Q16W: 10} Aflibercept Q8W: 15

@ Dosing extended (by 4 weeks, max Q16W) based on CST AND BCVA AND macular haemorrhage?

CST OR BCVA OR new macular haemorrhage?

10' 0.

@ Dosing reduced (by 4 or 8 weeks,? min Q8W) based on CST OR BCVA OR macular haemorrhage?

= Dosing maintained if extension or reduction criteria not met During T&E phase®

e.omguptoQlew [N 1 I I

(n = 665) l

° Median number of injections Week 16: BCVA 63 ETDRS letters, Week 20: BCVA 69 ETDRS letters,
Randomised Matched-Dosing Disease Activity 50 - o o 16w CST 262 um CST 287 um
: ' - - ' aricimab up to :
1:1 Period Assessment Primary Endpoint Study End 6 | ‘...".‘._ SNy Average Average P
104-1122 104-1122
Faricimab . ! / l || 1 ! l 743 lottrs 1001 144.0 ym 3 } f }
= l l

/‘

Week 24: BCVA 61 ETDRS letters, Week 36: BCVA 66 ETDRS letters,
CST 315 pm CST 321 pm

-150 A =

llllj
Y

Q12W + Q16W
77.8%

T&E Phase T&E Phase

Adjusted Mean CST Change From Baseline, pm

0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 /6 80 84 88 92 96 100 104 108 112

0

-200

0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 80 84 88 92 96 100 104 108 112 0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 80 84 88 92 96 100 104 108 112

Adjusted Mean BCVA Change From Baseline, ETDRS Letters

Time, Weeks Time, Weeks |
' ~80% Achieved = Q12W Dosin - :
Time, Weeks - _ o _ 80% Ac = g )
’ [l Aflibercept Q8W (n = 664) @ Faricimab up to Q16W (n = 665) Week 48: BCVA 72 ETDRS letters, Week 60: BCVA 78 ETDRS letters,
B Aflibercept 2.0 mg B Faricimab 6.0 mg ] Sham O T&E visit (sham or faricimab 6.0 mg) B Final study visit CST 291 pm CST 295 um
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Results are based on a mixed model for repeated measures analysis in the ITT population. The median number of injections is based on the safety-evaluable population. 95% Cls are shown. CST is measured as ILM-RPE, as the faricimab arm who have not discontinued the study at that visit. Treatment interval at a given visitis defined as the treatmentinterval :
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aPer the investigator. P If = 2 of the reduction criteria were met or 1 criterion includes new macular haemorrhage, the interval was reduced to an 8-week interval. Patients whose treatment interval is reduced by 8 weeks from Q16W to Q8W will not be allowed to return to a Q16W interval during the study. BCVA, best-corrected visual acuity; CST, central subfield thickness; ETDRS, Early Treatment Diabetic Retinopathy Study; ILM, internal limiting membrane; ITT, intent-to-treat; Q8W, every 8 weeks; Q16W, every 16 weeks; RPE, ITT, intent-to-treat; Q8W, every 8 weeks; Q12W, every 12 weeks; Q16W, every 16 weeks; T&E, treat-and-extend.
BCVA, best-corrected visual acuity; CST, central subfield thickness; max, maximum; min, minimum; nAMD, neovascular age-related macular degeneration; PTI, personalised treatment interval; Q8W, every 8 weeks; Q16W, every 16 weeks; T&E, treat-and-extend. retinal pigment epithelium; T&E, treat-and-extend.
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No serious ocular adverse drug reactions were observed/reported in the treated eye. CST is measured as ILM-BM, as graded by central reading
No serious ocular adverse drug reactions were observed/reported in the treated eye. CST is measured as ILM-BM, as graded by central reading centre. centre. BCVA, best-corrected visual acuity; BM, Bruch's membrane; CST, central subfield thickness; ETDRS, Early Treatment Diabetic Retinopathy
These heat maps show the faricimab dosing interval journey over time for each patient who completed the study. Each individual horizontal row represents a single patient over the course of the study. BCVA, best-corrected visual acuity; BM, Bruch's membrane; CST, central subfield thickness; ETDRS, Early Treatment Diabetic Retinopathy Study; ILM, internal limiting membrane; Q4W, Study; ILM, internal limiting membrane; Q4W, every 4 weeks; Q8W, every 8 weeks; Q12W, every 12 weeks;
D, day; Q8W, every 8 weeks; Q12W, every 12 weeks; Q16W, every 16 weeks, T&E, treat-and-extend. every 4 weeks; Q8W, every 8 weeks; Q12W, every 12 weeks; Q16W, every 16 weeks; T&E, treat-and-extend. Q16W, every 16 weeks; T&E, treat-and-extend.
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