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   Summary of Clinical Trial Results 

 

A study to compare a study medicine called faricimab with an 
approved medicine called aflibercept in people with age-related 

damage to the back of the eye (wet AMD) 

 
See Section 8 at the end of this summary for the full title of the study. 
 

About this summary 

This summary describes the results of a clinical trial (also called 
a study), written for: 
● Members of the public, and  
● People taking part in the study. 
 
This summary is based on information known at the time of writing 
(June 2022). More information may now be available. 
 
The study started in March 2019 and ended in March 2022. This 
summary includes the key results up until October 2020 and describes 
the first year of the study. Another summary will be written when the 
results from the second year of the study are analyzed 
and available. 
 
No single study can tell us everything about the risks and benefits of a 
medicine. It takes a lot of people in many studies to find out everything 
we need to know about a new study medicine. The results from this 
study may be different than other studies with the same medicine. 
● This means that you should not make decisions based on this 

one summary—always speak to your doctor before making any 
decisions about your treatment. 

 

Thank you to the people who took part in this study 

The people who took part in this study have helped study doctors 
answer important questions about age-related damage to the back of 
the eye caused by the growth of abnormal blood vessels (wet AMD) 
and the study medicine (faricimab). 
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Key information about this study  

● This study compared a study medicine called faricimab (also known 
as Vabysmo™) with an approved medicine called aflibercept (also 
known as Eylea®) in people with damage to the back of the eye (the 
retina) caused by the growth of abnormal blood vessels. This 
causes swelling in the central part of the retina that provides sharp, 
clear vision (the macula). This condition is called wet age-related 
macular degeneration (wet AMD for short). Another name for wet 
AMD is neovascular AMD (or nAMD). 

● The aim of this study was to find out if faricimab eye injections 
improve vision as well as aflibercept eye injections, and how well 
faricimab works when given at different intervals.  

● 658 people took part in this study and were randomly split into two 
groups. 
 During the first year of the study, the first group received their 

first four faricimab eye injections once a month, and then they 
could receive faricimab eye injections every 2, 3, or 4 months, 
depending on their wet AMD symptoms. 

 The second group received their first three aflibercept eye 
injections once a month, and then they received aflibercept eye 
injections every 2 months according to the recommended 
dosage in the prescribing information. 

● The study took place at 122 study centers across 20 countries in 
North America, South America, Asia-Pacific, and Europe. 

● This summary describes the key results from the first year of 
the study. So far, people who received faricimab eye injections 
gained a similar amount of vision as people who received 
aflibercept eye injections. 

● People who received faricimab gained a similar amount of vision as 
people who received aflibercept every 2 months, but with fewer 
injections. Most people in this group could go 3 to 4 months 
between faricimab eye injections. 

● Faricimab eye injections also reduced swelling in the back of the 
eye by a similar amount as aflibercept eye injections. 

● Faricimab has been well tolerated so far and no new or unexpected 
side effects have been reported. 

● Another summary will be written when the results from the second 
year of the study are analyzed and available. 

● An identical study with an additional 671 people took place at the 
same time and showed similar results. Together, these studies have 
allowed study doctors to collect information from 1329 people with 
wet AMD over 2 years. 
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Glossary 

Wet age-related macular degeneration (wet AMD for short):  
age-related damage to the back of the eye (the retina) caused by the 
growth of abnormal and leaky blood vessels. 
 
Retina: the layer at the back of the eye that senses light and sends 

images to the brain. 
 
Macula: the central part of the retina that provides sharp, clear vision 

for activities such as reading, driving, and recognizing faces. 
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Section 1: What are the results of the study so far?  

Question 1: How well did faricimab improve vision for people with 
wet AMD? 

Study doctors measure people’s vision by testing how many letters 
they can read on a standardized eye chart. This chart has rows of 
letters that get smaller from top to bottom. The study doctors compared 
the results of eye tests taken after 1 year with eye tests taken at the 
start of the study. 
 
After 1 year, people who received faricimab eye injections gained a 
similar amount of vision as people who received aflibercept. 
● On average, people who received faricimab up to every 4 months 

were able to see about 7 more letters on an eye chart than when 
they started the study. 

● People who received aflibercept every 2 months were able to see 
about 7 more letters on an eye chart than when they started the 
study. 

 
There is a graph showing these results in Section 9 (see Figure 1). 
 
Question 2: How many people were able to go longer than 
2 months between faricimab eye injections? 

In the group who received faricimab up to every 4 months, everyone 
received their first four faricimab eye injections once a month. Then 
study doctors could change the time between faricimab injections, 
depending on a person’s wet AMD symptoms. People with wet AMD 
symptoms that were well controlled received faricimab every 3 or 4 
months. People with wet AMD symptoms that were not well controlled 
received faricimab every 2 months. 
● At 1 year, almost half of the group (45%) was receiving faricimab 

injections every 4 months, and around 1 out of 3 people (33%) were 
receiving faricimab every 3 months. 

● About 1 out of 5 people (22%) were receiving faricimab injections 
every 2 months. 

 
There is a chart showing these results in Section 9 (see Figure 2). 
 
Question 3: How well did faricimab reduce swelling in the back of 
the eye? 

In people with wet AMD, leaky blood vessels cause swelling in the 
back of the eye. Study doctors assessed this swelling by measuring 
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the thickness of the retina in microns, which is a scale to measure very 
small things. For example, the average width of a human hair is 75 
microns, and the normal thickness of the central part of the retina (the 
macula) is about 250 microns. On average, people who took part in 
this study had a macula thickness of around 360 microns before 
receiving faricimab or aflibercept eye injections. A decrease in swelling 
means there is less damage to the eye. 
 
After 1 year, faricimab reduced swelling by a similar amount 
as aflibercept. 
● On average, swelling was reduced by 137 microns in people who 

received faricimab up to every 4 months.  
● Swelling was reduced by 131 microns in people who received 

aflibercept every 2 months. 
 
There is a graph showing these results in Section 9 (see Figure 3). 
 
This section only shows the key results from the first year of 
the study. Information about other results from this study can 
be found on the websites listed in Section 8 at the end of 
this summary. 
 

Section 2: General information about this study 

Question 1: Why was this study done? 

As they age, some people develop a condition that damages the layer 
at the back of the eye that sends images to the brain (the retina). This 
condition is called age-related macular degeneration (AMD for short). 
The macula is the area in the center of the retina that provides sharp, 
clear vision. In people with AMD, damage to the macula affects the 
central part of vision and may lead to permanent blind spots. 
 
One type of AMD is called wet or neovascular AMD. Wet AMD 
develops when tiny, abnormal blood vessels grow in the retina. These 
vessels leak blood or fluid in the macula, which lead to swelling 
and scarring. 
 
There is a drawing of a healthy eye and an eye with wet AMD in 
Section 9 (see Figure 4). 
 
The most common treatments for wet AMD are medicines such as 
ranibizumab (Lucentis®) and aflibercept (Eylea®), which are injected 
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into the eye. These medicines block one pathway that causes fluid 
leakage and growth of abnormal blood vessels. 
 
Approved medicines have improved vision for many people with wet 
AMD, but they usually require eye injections every 1 to 2 months over 
a long period of time. Newer medicines, such as faricimab 
(Vabysmo™), which block other pathways, may allow people to control 
their wet AMD symptoms with less frequent injections.  
 
Question 2: What were the study treatments? 

Aflibercept (Eylea®) is an approved medicine for people with wet AMD. 
Many people receive aflibercept eye injections every 2 months. 
● You say this as ah-flib-er-sept.  

● Aflibercept blocks one pathway that causes fluid leakage and 

growth of abnormal blood vessels in the eye. 

 
Faricimab (Vabysmo™) is the medicine being tested in this study. 
Faricimab is also injected into the eye, but it works in a different way 
than aflibercept. 
● You say this as far-ih-see-mab. 

● Like aflibercept, faricimab blocks the same pathway that causes 

fluid leakage and growth of abnormal blood vessels. In addition, 

faricimab also blocks another pathway that weakens blood vessels 

and makes them more likely to leak and cause swelling. 

● By blocking two pathways that cause wet AMD, faricimab may be 

able to more effectively strengthen blood vessels and protect vision 

with fewer eye injections. 

 
Question 3: What did the study doctors want to find out? 

Study doctors wanted to find out if faricimab can improve vision as well 
as aflibercept, and how well faricimab works when given at different 
intervals (see Section 1). 
 
The study doctors also wanted to find out how safe faricimab is for 
people with wet AMD. To test this, they compared the number of side 
effects in each study group and how serious the side effects were (see 
Section 5). 
 
The main question that study doctors wanted to answer was: 
● How well did faricimab improve vision for people with wet AMD? 
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Other questions that study doctors wanted to answer included: 
● How many people were able to go longer than 2 months between 

faricimab eye injections? 
● How well did faricimab reduce swelling in the back of the eye? 
● How many people had side effects with faricimab compared 

with aflibercept? 
 
Question 4: What kind of study was this? 

This was a phase 3 study. This means that before this study, faricimab 
was tested in a smaller number of people with wet AMD to make sure 
that faricimab is effective and safe. You can find more information 
about these earlier studies on the websites listed below: 
● https://clinicaltrials.gov/ct2/show/NCT02484690 
● https://clinicaltrials.gov/ct2/show/NCT03038880 

The results of this phase 3 study will help health authorities decide 
whether faricimab should be approved for people with wet AMD. 
 
This study was randomized. This means that it was decided by 
chance, like tossing a coin, which treatment each person in the study 
would receive. 
 
This study was double masked. This means that neither the people 
taking part in the study, nor the study doctors, knew if people were 
receiving the study medicine (faricimab) or the approved medicine 
(aflibercept). 
 
Masking of a study is done so that any effect seen from the medicine is 
not due to something people expect to happen if they know which 
medicine they are taking, or how often they are being treated. 
 
Question 5: When and where did the study take place? 

The study started in March 2019 and ended in March 2022. This 
summary includes key results up until October 2020 and describes the 
first year of the study.  
 
The study took place at 122 study centers across 20 countries in North 
America, South America, Asia-Pacific, and Europe. There is a full list of 
countries in Section 9 at the end of this summary. 
 
The study took place during the COVID-19 pandemic, but this has not 
had a major impact on the results so far. 

https://clinicaltrials.gov/ct2/show/NCT02484690
https://clinicaltrials.gov/ct2/show/NCT03038880
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Section 3: Who took part in this study? 

In total, 658 adults with wet AMD took part in this study. Around 
4 out of 10 (267 people) were men and 6 out of 10 (391 people) were 
women. At the start of the study, people were between 50 and 
95 years of age (The average was 76 years of age). 
 
People could take part in the study if they were aged 50 years or older, 
and if they: 
● Had active growth of abnormal blood vessels in the center of the 

retina due to wet AMD (see Section 2) 

● Could read between 78 and 24 letters on a standard eye chart, 
which means that they had vision between 20/32 and 20/320. A 
person with 20/32 vision needs to be 20 feet away to see what a 
person with good vision can see at 32 feet away. A person with 
20/320 vision needs to be 20 feet away to see what a person with 
good vision can see at 320 feet away. People with 20/320 vision 
have very poor vision. 

 
People were unable to take part in the study if they had: 
● Any major illness or surgery less than 1 month before the start of 

the study 
● Cancer less than 12 months before the start of the study, unless 

they were receiving treatment for cervix, prostate, or skin cancer 
● High blood pressure that was not well controlled 
● A stroke or a heart attack less than 6 months before the start of 

the study 
● Abnormal blood vessel growth in the macula caused by something 

other than AMD 
● Any other eye condition that might make treatment less likely to 

work or might make eye injections unsafe 
● Received treatment for wet AMD or another eye disease at any time 

before the start of the study 

● Cataract surgery (to replace the lens of the eye if it has become 

cloudy) less than 3 months before the start of the study 

● Any other type of eye surgery at any time before the start of 

the study. 

 

Section 4: What happened during the study? 

At the start of the study, people were randomly split into two treatment 
groups. The treatment groups were: 
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● Faricimab up to every 4 months: This group received their first 

four faricimab eye injections once a month. Then study doctors 

could change the time between faricimab injections, depending on a 

person’s wet AMD symptoms. People could receive faricimab once 

every 2 months, every 3 months, or every 4 months until the end of 

2 years. There were 331 people in this group.    

● Aflibercept every 2 months: This group received their first three 

aflibercept eye injections once a month. Then they received 

aflibercept eye injections every 2 months until the end of 2 years. 

There were 327 people in this group. 

 
The dose of each faricimab eye injection was 6 milligrams. The dose of 
each aflibercept eye injection was 2 milligrams. 
 
Everybody had monthly check-ups and eye tests until the end of 
2 years. There is a diagram showing what happened during the study 
in Section 9 (see Figure 5). 
 

Section 5: What were the side effects? 

Side effects are medical problems (such as dizziness) that can happen 
during a study. This section describes the side effects reported during 
the first year of the study: 
● One or more people had these side effects while receiving faricimab 

or aflibercept eye injections 
● Some side effects may be related to the study medicines, the 

injection procedure, or the disease itself 
● Not all of the people in this study had all of the side effects 
● Side effects can vary from mild to serious and may differ from 

person to person. 
 
During the first year of the study, faricimab and aflibercept eye 
injections were well tolerated. A low number of people stopped taking 
their study treatment because of side effects. 
● In the group who received faricimab up to every 4 months, around 

2% of people (8 out of 331) stopped taking faricimab due to side 
effects. 

● In the group who received aflibercept every 2 months, less than 1% 
of people (1 out of 336) stopped taking aflibercept due to side 
effects. 

 
Serious and common side effects are listed in the following sections. 
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Question 1: What serious side effects have been reported so far? 

A side effect is considered serious if it is life threatening, causes vision 
loss, needs hospital care, or causes lasting problems. 
 
During the first year of the study, around 1 out of 50 people (2%) had 
at least one serious side effect in the treated eye. 
● A similar number of people who received faricimab had a serious 

side effect compared with people who received aflibercept. 
● The study doctors believe that most of these serious side effects 

were not caused by faricimab or aflibercept. 
 
There is a table showing the number of people with different types of 
serious side effects in Section 9 (see Table 1). 
 
Question 2: What were the most common side effects reported 
so far? 

During the first year of the study, around 4 out of 10 people (38%) had 
at least one side effect in the treated eye. 
● The number of people with side effects in the treated eye was 

similar between people who received faricimab or aflibercept. 
● Most of these side effects were mild or moderate in severity. 
● The study doctors believe that most of these side effects were not 

caused by faricimab or aflibercept. 
 
There is a table showing the five most common side effects reported 
across both treatment groups in Section 9 (see Table 2). 
 
Question 3: Were there any other side effects? 

You can find information about other side effects on the websites listed 
in Section 8 at the end of this summary. 
 

Section 6: How is this study helping research? 

The results described in this summary are from a single study of 671 
people with wet AMD. These results are helping study doctors learn 
more about wet AMD and faricimab. 
 
The main result so far is that people who received faricimab eye 

injections gained a similar amount of vision as people who received 

aflibercept eye injections. People who received faricimab up to every 4 

months improved their vision with fewer injections compared with 

people who received aflibercept every 2 months. Most people in this 
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group could go 3 to 4 months between faricimab eye injections. 

Faricimab also reduced swelling in the back of the eye by a similar 

amount as aflibercept eye injections. Faricimab has been well tolerated 

so far and no new or unexpected side effects have been reported. 

 
No single study can tell us everything about the risks and benefits of a 
medicine. It takes a lot of people in many studies to find out everything 
we need to know about a new study medicine. The results from this 
study may be different than other studies with the same medicine.  
● This means that you should not make decisions based on this 

one summary—always speak to your doctor before making any 
decisions about your treatment. 

 

Section 7: Are there plans for other studies? 

In addition to the study described in this summary, an identical study of 
671 people with wet AMD took place at the same time and showed 
similar results. Together, these studies have allowed study doctors to 
collect information from 1329 people with wet AMD over 2 years. 
 
People who completed these studies have the option to join another 2-
year study. In this follow-up study, everybody will receive faricimab eye 
injections up to every 4 months, depending on their wet AMD 
symptoms. This study will provide more information on the long-term 
effectiveness and side effects of faricimab. 
 
Similar studies are also testing faricimab eye injections in people with 
damage to the back of the eye caused by diabetes (called diabetic 
macular edema, or DME for short) and in people with a blood clot in 
the back of the eye (called retinal vein occlusion, or RVO for short). 
 

Section 8: Where can I find more information? 

You can find more information about this study on the websites listed 
below: 
● https://clinicaltrials.gov/ct2/show/NCT03823300 
● https://forpatients.roche.com/en/trials/eye-disorder/wamd/a-study-

to-evaluate-the-efficacy-and-safety-of-faricima-82370.html 

 
If you would like to find out more about the results of this study so far, 
the full title of the scientific paper is: Efficacy, durability, and safety of 
intravitreal faricimab up to every 16 weeks for neovascular age-related 
macular degeneration (TENAYA and LUCERNE): two randomised, 

https://clinicaltrials.gov/ct2/show/NCT03823300
https://forpatients.roche.com/en/trials/eye-disorder/wamd/a-study-to-evaluate-the-efficacy-and-safety-of-faricima-82370.html
https://forpatients.roche.com/en/trials/eye-disorder/wamd/a-study-to-evaluate-the-efficacy-and-safety-of-faricima-82370.html
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double-masked, phase 3, non-inferiority trials. The authors of the 
scientific paper are Jeffrey Heier, Arshad Khanani, Carlos Quezada 
Ruiz, Karen Basu, Philip Ferrone, and others. The paper is published 
in a medical journal called The Lancet, in volume number 399, on 
pages 729-740, February 2022.  
 
Question 1: Who can I contact if I have questions about this 
study? 

If you have any further questions after reading this summary: 
● Visit the ForPatients platform and fill out the contact form: 

https://forpatients.roche.com/en/trials/eye-disorder/wamd/a-study-
to-evaluate-the-efficacy-and-safety-of-faricima-82370.html  

● Contact a representative at your local Genentech, Roche, or 
Chugai office. 

 
If you are taking part in this study and have any questions about the 
results so far: 
● Please speak with the study doctor or staff at the study hospital 

or clinic. 
 
If you have questions about your own treatment: 
● Please speak to the doctor in charge of your treatment. 
 
Question 2: Who organized and paid for this study? 

This study was organized and paid for by F. Hoffmann-La Roche Ltd., 
which has its headquarters in Basel, Switzerland. 
 
Full title of the study and other identifying information 

The full title of this study is: A Study to Evaluate the Efficacy and 

Safety of Faricimab in Participants With Neovascular Age-Related 

Macular Degeneration. 

● The study is known as LUCERNE. 

● The protocol number for this study is GR40844. 

● The ClinicalTrials.gov identifier for this study is NCT03823300.  

 

https://forpatients.roche.com/en/trials/eye-disorder/wamd/a-study-to-evaluate-the-efficacy-and-safety-of-faricima-82370.html
https://forpatients.roche.com/en/trials/eye-disorder/wamd/a-study-to-evaluate-the-efficacy-and-safety-of-faricima-82370.html
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Section 9: Figures, tables, and other details 

Figure 1: How well did faricimab improve vision for people with 
wet AMD? 

 
Alt text: This graph shows that after 1 year, people who received 
faricimab up to every 4 months were able to see about 7 more letters 
on an eye chart than when they started the study. People who 
received aflibercept every 2 months were able to see about 7 more 
letters. 
 
Figure 2: How many people were able to go longer than 2 months 
between faricimab eye injections? 

 
Alt text: This chart shows that in the group who received faricimab 
injections up to every 4 months based on their wet AMD symptoms, 
almost half (45%) were receiving faricimab injections every 4 months 
at the end of 1 year. Around 1 out of 3 people (33%) were receiving 
faricimab every 3 months, and about 1 out of 5 people (22%) were 
receiving faricimab injections every 2 months. 
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Figure 3: How well did faricimab reduce swelling in the back of 
the eye? 

 
Alt text: This graph shows that after 1 year, swelling in the back of the 

eye was reduced by 137 microns in people who received faricimab up 
to every 4 months. Swelling was reduced by 131 microns in people 
who received aflibercept every 2 months. 
 
Figure 4: What is wet AMD? 

 
Alt text: This figure shows a healthy eye and an eye with wet AMD. 
On the left is a drawing of a healthy eye, showing the pupil and lens at 
the front of the eye, and the blood vessels, retina, macula, and optic 
nerve at the back of the eye. On the right is a drawing of an eye with 
wet AMD. Abnormal blood vessels grow and leak fluid into the macula, 
which causes swelling and scarring at the back of the eye. 
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Which countries took part in the study? 

People who took part in the study lived in the following countries: 

 Argentina 

 Australia 

 Austria 

 Brazil 

 Bulgaria 

 Canada 

 Denmark 

 France 

 Germany 

 Hong Kong 

 Hungary 

 Italy 

 Korea, Republic of 

 Poland 

 Portugal 

 Russia 

 Singapore 

 Spain 

 Taiwan 

 Turkey 

 United States 

 
Figure 5: What happened during the study? 

 
Alt text: This figure shows what happened during the study. After 
selecting people with wet AMD to take part in the study, people were 



 

Layperson summary date: June 2022  Page 16 of 18 
  

randomly split into two groups. The first group of 331 people received 
faricimab up to every 4 months, and the second group of 327 people 
received aflibercept every 2 months. Everybody received faricimab or 
aflibercept eye injections until the end of 2 years. 
 
Table 1: What serious side effects have been reported so far? 

You can find information about other side effects on the websites listed 
in Section 8 of this summary. 
 

 
Alt text: This table shows the number of people with different types of 
serious side effects during the first year of the study. Some people may 
have had more than one type of serious side effect—this means they 
are included in more than one row of the table. 

 Of the 331 people who received faricimab up to every 4 months, 2 
people (less than 1%) had a tear in the lining of the retina, 1 person 
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(less than 1%) had inflammation of the middle layer of the eye, 2 
people (less than 1%) had inflammation of the gel-like substance 
that fills the eyeball, and 1 person (less than 1%) had increased 
pressure inside the eye. 

 Of the 326 people who received aflibercept every 2 months, 1 
person (less than 1%) had inflammation of the middle layer of the 
eye, 1 person (less than 1%) had an infection of the eye with 
inflammation inside the eye, and 1 person (less than 1%) had 
bleeding in the back of the eye in the gel-like substance that fills the 
eyeball. 

 

Table 2: What are the most common side effects reported so far? 

You can find information about other side effects on the websites listed 
in Section 8 of this summary. 
 

 
Alt text: This table shows the five most common side effects reported 
during the first year of the study. Some people may have had more 
than one type of side effect—this means they are included in more 
than one row of the table. 

 Of the 331 people who received faricimab up to every 4 months, 26 
people (8%) had visible bleeding in the outer layer that covers the 
white of the eye, 7 people (2%) had moving spots in their vision, 10 
people (3%) had eye pain, 9 people (3%) had increased pressure 
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inside the eye, and 10 people (3%) had a tear in the lining of the 
retina. 

 Of the 331 people who received aflibercept every 2 months, 29 

people (9%) had visible bleeding in the outer layer that covers the 
white of the eye, 4 people (1%) had moving spots in their vision, 9 
people (3%) had eye pain, 7 people (2%) had increased pressure 
inside the eye, and 3 people (1%) had a tear in the lining of the 
retina. 

 
 


