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Retinal Diseases

To systematically generate, synthesize, and deliver high-impact Integrated early-warning
competitive and market intelligence that is relevant, actionable, and system delivering
aligned with Client’s Cl team on an annuity basis visibility into competitor

timelines and inflection
points, ensuring a steady,
Approach aligned intelligence flow
for the client’s Cl team
o CllInsights & Monitoring: Daily monitoring & reporting: Real-time alerts and
quarterly insights report
o Competitor Landscape: Holistic assessment encompassing direct, indirect, Business implications
and emerging players to evaluate strategic positioning and future market risks
o Company profile coverage/update: Ongoing structured tracking of , .
competitor activities to capture key developments and strategic shifts Supporting the client’s
influencing market dynamics strategic launch planning
Cl offering on an annuity basis o Brand profiling: Comprehensive evaluation of key competitor brands to n U.S/EU th'roug.h
assess positioning, differentiation, performance, and strategic direction actionable intelligence.
o Approval/launch timings forecast: Systematic tracking and forecasting of
Market: US, EU anticipated regulatory approvals and commercial launch timelines for key
competitive assets.
o Conference coverage: virtualand in-person
o Adhocworks

Methodology: Secondary research

Client: Big Pharma player in Retinal disease
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Quarterly Cl Insights: Roche:Product S PDS approved in DME; review for DR ongoing

Big Pharma R/Product S PDS / (Anti-VEGF/Ang-2)

Indication News / Data/Event

Susvimo PDS approved by the FDA for use in the treatment of DME. Big Pharma RPR, Feb 04, 2024; Endpoints News, Feb 04, 2024

o The FDA has approved Product S injection 100 mg/mL for the treatment of DME based on results from the Ph [l PAGODA (NCT04108156) The drug is now available to US retina specialists
and their DME patients

The company is engaged in discussions with other global regulatory agencies
Status of sBLA in DR: The company filed an sBLA for DME/DR in Apr 2024, which was accepted by the FDA in July 2024. Per the company, the FDA review for DR is currently ongoing.

o

O

Ph1lIPAGODA (NCT04108156) trial data:
o DME patients treated withProduct S Q6M achieved non-inferior visual acuity gains (1-2 lines on eye chart) compared with those receiving monthly 0.5 mg IVT ranibizumab (9.6 vs. 9.4 letters).
o ~95% of patients inProduct S arm did not need additional treatment with supplemental injections during the primary analyses study period (64 weeks).

Key comments

o Susvimo has experienced a turbulent journey: Approval for use in nAMD in Oct 2021, followed by a voluntary recall from the US market by the company in Oct 2022, due to septum dislodgement issues in the
PDS observed during Ph Il testing & additional commercial supply testing. Finally, the drug was re-launched into the nAMD market post-FDA approval in Jul 2024, after the PDS had undergone Component-
Level changes and manufacturing process improvements to enable long-term septum durability.

o BigPharma Rhas set a target of achieving a ‘low thousand’ implants completed in 2025. Their previous launch strategy included active training of retina specialists and initiation of implantation from the
clinics/ hospitals involved in nAMD trials. This strategy might be repeated.

o Thecompany also has a dedicated HCP website, delivering information on study data, patient resources and drug updates and potential source for recruitment and training programs.

Implications

With this FDA approval, Big Pharma R claims Product S to be the first and only FDA-approved continuous-delivery treatment to maintain vision in DME patients with fewer treatments (2 per year) vs current SOC
(monthly inj.)

Market is moving towards implants for durability of effect as also observed in 27 gen(TKls) and 377 gen( Genetherapy). Client portfolio should stay invested in platform tech - there should strategy on training
RS in clinical studly site and enabling adaptivity which is a perceived hurdle.


https://www.roche.com/media/releases/med-cor-2025-02-04
https://endpts.com/roches-ocular-implant-in-diabetic-macular-edema-gets-fda-approval/?utm_medium=email&utm_campaign=742+-+Pfizers+dealmaking+funds+Which+RFK+will+we+get+Basic&utm_content=742+-+Pfizers+dealmaking+funds+Which+RFK+will+we+get+Basic+CID_32e2bad57b248f1e37a3db8c2b23c46a&utm_source=ENDPOINTS+emails&utm_term=After+relaunch+FDA+approves+Roches+ocular+implant+in+diabetic+macular+edema
https://clinicaltrials.gov/study/NCT04108156
https://www.roche.com/media/releases/med-cor-2024-07-18
https://clinicaltrials.gov/study/NCT04108156
https://www.roche.com/media/releases/med-cor-2021-10-22b
https://www.gene.com/download/pdf/Susvimo_DHCP_Important_Prescribing_Information_2022-10-18.pdf
https://www.roche.com/media/releases/med-cor-2024-07-08
https://medically.roche.com/content/dam/pdmahub/restricted/ophthalmology/macula-society-2024/Macula-Society-2024-presentation-de-juan-the-return-of-PDS.pdf
https://medically.roche.com/content/dam/pdmahub/restricted/ophthalmology/macula-society-2024/Macula-Society-2024-presentation-de-juan-the-return-of-PDS.pdf
https://medically.roche.com/content/dam/pdmahub/restricted/ophthalmology/macula-society-2024/Macula-Society-2024-presentation-de-juan-the-return-of-PDS.pdf
https://www.susvimo-hcp.com/
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Cl News Alert

Company

RH - Competitive Intelligence Alert

UX

Cognition Therapeutics’ Oral Zervi

{CT1812) shows reduced lesion growth in Ph Il MAGNIFY (COG2201)
trial in GA

Key Points
Trial design & endpoints: Ph | MAGNIFY {COG2201) {MCTOS2935327) is 3 prospective, multicenter, randomized,
double-masked, placebo-contralled 104-week study designed to evaluate the efficacy, safety, and tolerability of
orally delivered CT1812 vs. placebo in patients with GA
. Intervention: 100 subjects randomized 1:1 to receive a daily dose of either CT1812 {200 mg) or placebo
across ~40-50 sites. All participants followed up to 28 days post-treatment peried (Total study duration =
108 weeks.)
o The study was concluded after 100 of the planned 246 participants were enrolled, for the company
to focus its resources on its other ongoing programs in Alzheimer’s and DLB.
* PEP: Change from baseline in GA lesion area over 104 weeks in the study eye.
o The change in GA lesions is measured using two methods: growth rate and size.
* SEP (Iime-frame: Through Week 104):
o Safety and Tolerability of CT1812
o Plasma concentration of CT1812

Topline results:
« ~2/3 patients completed 12 months of dosing and 1,/3 completed 18 months of dosing.
* Growth rate: Zervimesine-treated participants had 28.6% slower GA lesion growth on average.

= Size: At 18 months, the mean lesion size for zervimesing-treated participants was 28.2% smaller than that
observed in placebo-treated patients.

. 28%
§ - 16%
12% —_—

Mext Steps:
= The company plans to gnalyse and report additional data, including safety, demographics, and visual and
anatomic outcomes gf.a later dats-
o The company shall present complete findings at @ medical meeting later this year

*  Approved GA drugs (Syfowre and [zeryayland Avicedals late-stage drug (AVD-104) are all administered via
regular intravitreal injections. Conversely, Cognition's Zervimesine shows potential as an effective once-
daily oral treatment.

Comparative efficacy:

+ SYFOWRE DERBY & QAKS 13-Month results: Pegcetacoplan reduced GA lesion growth with both maonthly
[EM){22% & 13%) and every-other-month (ECM) treatment (16% &12%) in CAKS & DERBY trials,
respectively.

= 0Onthe other hand, IZERVAY GATHER-1,2 12- months results: Mean rate of ocbserved GA growth (slope
analysis) demonstrated 35.4% and 17.7% reduction vs sham in both GATHERL (NCTO26B6658) and
GATHER2 [NCTO4435366) studies, respectively.

= AVICEDA'S AVD-104 Ph 11/ SIGLEC (NCTO5839041) initial results: Substantial slowing of GA lesion growth,
and a majority of study subjects showed functional improvement that was sustained at 3 months after a
single injection of AVD-104, and no patient lost 15 letters or more BCVA owver 3 months.

+ Cognition's Zervimesine shows a comparable efficacy of 28.6% slower GA lesion growth rate

Other oral competitors:

+  Alkeus’ Gildeuretinol showed a clinically meaningful trend in slowing GA growth rate of 13.4% from 0 to 24
manths in Ph 11/ 11 SAGA (NCTO3845582) trial.

+ Belite Bio's Tinlarebant is currently being evaluated in an ongoing Ph Il PHOENIX [MCTO5948583 )study,
with PCD in Aug 2027

Zervimesine's potential USP:

+  The company belisves "zeryimesing hos the potentiol to be used as o manatherapy or in combination with
existing medications. This wowld allow physicians the flexihility to tailor treatment regimens for their
patients. Impartontly it would olsa allow patients who ore not oppropriote for injectobles ta hove access to
treatment.”

Potential for partnership:

+ Tofocus resources on the company's other programs in CNS TA, the company is likely to look for a
partnership for further development of Zervimesine.

o “"With the right partner and development plan, we believe Zeryimesing cowld be o treatment
breaxthrough in these large, underserved diseases .- Lisa Ricciardi, President & CEQ, Cognition
Therapeutics

Implications he MAGNIFY topline data positions CT181 as one of the most promising oral candidates in GA,
demonstrating efficacy that is directionally comparable to approved intravitreal therapies. This strengthens
industry momentum toward non-invasive treatment modalities—a space with high patient and physician
preference due to the burden of injections.

Source(s)

Cognition PR, May 08, 2025
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