
MARKETING

Novartis calls off 3 Beovu trials testing more

frequent dosing on concerns of vision-

threatening side effect
By
Angus Liu Jun 1, 2021 11:41am

age-related macular degeneration drug safety VEGF Beovu
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Novartis has terminated three clinical trials testing eye drug Beovu at an increased dosing frequency thanks to safety concerns. (Novartis)

The vision-threatening safety risk from Novartis’ new VEGF inhibitor Beovu just got even clearer.
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Sponsored by IQVIA 
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Friday, Novartis said it had decided to nix three Beovu trials early after an interim analysis of the phase 3

Merlin study found increased rates of inflammation of the eyes in patients who got Beovu compared with

those who received Regeneron and Bayer’s rival Eylea.

The Merlin trial, as well as the Raptor and Raven studies, were testing Beovu given every four weeks. The

drug currently carries an FDA label for dosing every eight to 12 weeks after three initial monthly loading

doses.

Novartis said it has communicated the data to health authorities and will seek an update to the Beovu label.

It will also amend the protocols of other ongoing Beovu trials to remove the four-week dosing intervals for

the maintenance phase.
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Novartis launched the Merlin trial to see if the more frequent dosing could help age-related macular

degeneration patients who still have unresolved retinal fluid despite anti-VEGF therapy. On the efficacy

front, 6 mg monthly Beovu matched up to 2 mg monthly Eylea in change in visual acuity after one year of

treatment. The drug also bested Eylea on some anatomical secondary endpoints, Novartis said.
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RELATED: 'Lightning struck': How a safety alert shifted doctor sentiment on Novartis' Beovu

But Beovu doubled the rate of intraocular inflammation compared with its rival, with 9.3% percent of

patients suffering the complication in the Beovu trial arm. That compared with 4.5% for Eylea. None of the

Eylea patients developed reginal vasculitis or retinal vascular occlusion, while those side effects happened

in 0.8% and 2% of Beovu patients, respectively. The problem could potentially damage a person’s vision.

In Merlin, the rate of vision loss from any cause was 4.8% for Beovu patients and 1.7% for Eylea patients.

“These data help inform our trials moving forward, so we can best determine how appropriate patients can

benefit most from this important medicine,” John Tsai, M.D., Novartis’ chief medical officer, said in a

statement.

Shortly after Beovu’s launch in late 2019, the American Society of Retina Specialists raised the risk of the

potential vision-damaging safety problem in a communication to its member doctors. Novartis later

confirmed it through its own internal investigation.

RELATED: Novartis' hot new eye drug Beovu tied to potential vision loss: experts

The safety flag essentially deprived Beovu’s chance at challenging Eylea. Novartis previously had high

hopes for the drug as it matched Eylea in best-corrected visual acuity and showed it could consistently dry

retinal fluid. Now, though, the drug has almost disappeared from Novartis’ public discussions about its

financial performance. And with the latest safety finding, Novartis will likely have a hard time restoring

confidence in Beovu.

In the first quarter, Beovu only pulled in $39 million in sales, a 44% decline over the prior year thanks to the

safety scare and the pandemic’s constraint on the overall ophthalmology market. That’s compared with

Eylea’s 15% U.S. sales boost during the same period to $1.35 billion. 

The company has yet to identify the root cause behind Beovu’s safety problem.
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ASCO 2021 Highlights
The ASCO Annual Meeting gathers oncology professionals from around the world to discuss the latest in cancer research and treatment. This year's event included more

than 2,500 abstract presentations - and while each study is valuable, we want to share comments on a few topics of particular interest. Read more.

Article

Managing Clinical Trial Complexity
The three factors driving up average study duration, and how to respond. Complexity isn't going anywhere, so instead of reducing these factors, let's make better ways to

manage them  Learn more.
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RBQM Is Our Future
Let's talk about the future of clinical trials. There's no crystal ball, but we have plenty of data - and it shows the growing need for risk-based quality management (RBQM) in

clinical research. Read more.
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Komodo and cancer charity map out dealing

with the colorectal cancer

By
Sharon Klahr Coey Apr 4, 2022 11:02am

Komodo Health colorectal cancer awareness campaigns Congress

Anjee Davis, The president of Fight CRC, in a #StrongArmSelfie. (Komodo Health)

Regeneron Exhibit 1190.005
Regeneron v. Novartis

IPR2021-00816
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://googleads.g.doubleclick.net/pcs/click?xai=AKAOjstT13DIGAHqmReo-dSKkeWh9o2hgwD0AjRe5LHRbGHXpoPHjWwh-kV2b2BD5hX1cZR0ePXzHa_spJooWDBZ9dXV-COtBBfHqLK6ihxFKUz_x3DrIcT63rjuFHH7wTqmXBQYqds078mwgiZ9lV0C7vXNYA5Cdle996DpfvOtNlYXMMTDzaMyogIqldzHXfC2tgURmHHVpYe-84bX-Ra7v1w3nrC7DgMIjkl6oSqR9_kt9B0q1XQYVZK3dwo2-Tns6vtZ6SVCXluvEV0iVTD023uIY08wq761wgL3FkZzLBdpUTTxt6JOdlLIQjt7CdTtFk1jzC8N9SMRY4wqIiegxvrnYMAvab-_kcEv&sig=Cg0ArKJSzA0xta2-KVrq&fbs_aeid=[gw_fbsaeid]&adurl=https://go.pulsepoint.com/ctv&nm=2
javascript:void(0)
javascript:void(0)
javascript:void(0)
javascript:void(0)
https://www.fiercepharma.com/marketing/komodo-and-charity-map-out-dealing-colorectal-cancer
https://www.fiercepharma.com/marketing
https://www.fiercepharma.com/person/sharon-klahr-coey
https://www.fiercepharma.com/keyword/komodo-health
https://www.fiercepharma.com/keyword/colorectal-cancer
https://www.fiercepharma.com/keyword/awareness-campaigns
https://www.fiercepharma.com/keyword/congress
https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


