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Summary of Clinical Trial Results  

 

A study, named Marguerite RoAD, to look at how safe gantenerumab 
is in people with early Alzheimer’s disease and whether it works 

 
See the end of the summary for the full title of the study. 
 

About this summary 
This is a summary of the results of a clinical trial (called a ‘study’ 
in this document) – written for: 
● members of the public and  
● people who took part in the study (participants) 

 
This summary is based on information known at the time of 
writing.  
  
The Marguerite RoAD study, which was conducted in 2 parts, 
started in March 2014 and finished in April 2021. This summary 
was written after the study ended and represents the final results 
for Part 2 of the study, which have been fully analysed. 
 
This study investigated the medicine gantenerumab for the 
treatment of a disease of the brain that affects memory and 
other brain functions – called ‘Alzheimer’s disease’. The original 
study (Part 1) was a double-blind study, meaning that neither the 
participants in the study nor the research doctors knew who was 
taking gantenerumab or placebo. Part 1 was stopped early in 
November 2015 after a different study investigating 
gantenerumab at similar doses (called SCarlet RoAD) found that, 
at the doses studied, gantenerumab was not working as well as 
expected compared with a placebo.  
 

Using information from SCarlet RoAD, Part 1 of the Marguerite 
RoAD study was halted early, and replaced with an open-label 
extension study (Part 2), which explored higher doses of 
gantenerumab. 

 
No single study can tell us everything about the risks and benefits 
of a medicine. It takes lots of participants in many studies to find 
out everything we need to know. The results from this study may 
be different from 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. 
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Glossary  
● Open-label study = a 

study where both the 
research doctors and 
participants know 
which treatment the 
participant is 
receiving  

● ARIA-E = build-up of 
fluid in the brain seen 
in imaging, with or 
without side effects 

● ARIA-H = small 
bleeding in the brain 
seen using medical 
imaging techniques, 
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 with or without side 
effects 

 
 

Thank you to the people who took part in this study 

The participants who took part in this study, and their families and caregivers, have helped 
researchers to answer important questions about Alzheimer’s disease and the medicine 
studied – gantenerumab, such as whether gantenerumab was safe in treating people living 
with Alzheimer’s disease. 

 
Key information about this study 

● The Marguerite RoAD study was made up of two parts.  
o Part 1 of the study was double-blind and compared a new, investigational 

medication called gantenerumab with a placebo in participants with early 
Alzheimer’s disease. A ‘placebo’ looks the same as a medicine but does not 
contain any real medicine. This means that it does not have any medicine-
related effect on the body. A placebo is used so that the participants and 
the research doctors do not know whether they are receiving the real 
medicine or not. This is because knowing can sometimes affect the results 
of the study. 

o Part 2 of the study was an open-label extension, in which participants from 
Part 1 of the study were given gantenerumab in higher doses than 
previously studied in Part 1. 

● There were 387 participants who took part and received either placebo or 
gantenerumab in Part 1 of the Marguerite RoAD study. Participants who completed 
Part 1 were offered the option to take part in Part 2 of the study, where all 
participants received gantenerumab for up to an additional 5 years. 

● Marguerite RoAD Part 1 was converted to Part 2 after data from SCarlet RoAD 
determined that gantenerumab was well tolerated (side effects experienced in 
participants who took gantenerumab were similar in those that took the placebo), 
but showed that gantenerumab was unlikely to be effective (unlikely to help 
participants with early Alzheimer’s disease) at the doses studied (105 and 225 mg 
per month), and that higher doses of gantenerumab may be needed to have an 
effect on people living with Alzheimer’s disease. As Marguerite RoAD Part 1 studied 
gantenerumab at the same doses (105 and 225 mg per month), it was converted to 
an open-label extension (OLE) study (Part 2), where participants from Part 1 could 
be treated with gantenerumab at higher doses of 1,200 mg per month.  

● Out of the 225 participants from Part 2, 117 had previously received a placebo and 
108 participants had previously received gantenerumab during Part 1 of the study. 

● Results from Part 2 of the study found that: 
o Treatment with higher doses of gantenerumab was generally well tolerated.  
o In total, 60% of participants who received gantenerumab had at least 1 

treatment-related side effect. Most side effects were well tolerated and 
easy to treat, and the participants recovered, which was similar to Part 1 of 
the study. 

o Participants treated with higher doses of gantenerumab showed decreased 
levels of a potentially harmful protein that is linked to Alzheimer’s disease, 
called amyloid, in their brains over time.  
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1. General information about this study 
Why was this study done? 

Studies have shown that participants with Alzheimer’s disease have abnormal levels of a 
certain protein, called amyloid. This protein can gather together to form small clusters 
(oligomers) and clumps (amyloid plaques) in the brain. 

Part 1 of the Marguerite RoAD study was initially done to test whether a new drug 
treatment, called gantenerumab, was effective in slowing down the build-up of amyloid in 
the brain and how symptoms progressed. In Part 2, the research doctors wanted to make 
sure gantenerumab was still safe at higher doses than those previously studied. 

 
 
What was the medicine being studied? 

The Marguerite RoAD study looked at a medicine called ‘gantenerumab’. 
● Gantenerumab is a type of targeted treatment called an antibody. It is designed to work 

by helping the immune system to specifically recognise the harmful amyloid protein that 
is linked to Alzheimer’s disease. 

● This may mean that gantenerumab could slow down the build-up of amyloid protein in 
the brain and affect how symptoms progress.  

● This medicine was given as a subcutaneous injection, which means that it was delivered 
through an injection just under the skin. 

 
In Part 1 of the study, gantenerumab was compared to a ‘placebo’, at doses of 105 and 225 
mg per month.  
● The placebo looked the same as gantenerumab but did not contain any real medicine. 

This means it had no medicine-related effect on the body. 
● Research doctors compared the medicine being studied with a placebo so they could 

show which benefits or side effects are actually caused by the medicine.  
 

In Part 2 of the study, gantenerumab alone was tested at higher doses of 1,200 mg per 
month.  
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What did the research doctors want to find out? 

● Previous studies suggested that gantenerumab was more effective at treating 
participants with early Alzheimer’s disease, rather than those with more advanced 
disease.  
 

● An analysis from a different study of gantenerumab showed that, at the lower doses 
studied in Part 1 of Marguerite RoAD, gantenerumab was unlikely to work as well as 
expected compared with a placebo, so for Part 2 the research doctors wanted to gather 
long-term information on: 

o How safe gantenerumab was in the long term at the higher dose  
o How participants’ bodies tolerated gantenerumab in the long term 

 
The main questions that the research doctors wanted to answer were:  
1. In Part 2, what are the side effects of gantenerumab, when given at higher doses to 

participants with early Alzheimer’s disease every month up to 5 years? 
2. In Part 2, how does gantenerumab affect the symptoms of Alzheimer’s disease and 

amyloid protein in the brain when given at higher doses to participants with early 
Alzheimer’s disease every month up to 5 years? 

 
What kind of study was this? 

This study was a ‘Phase 3’ study. This means that gantenerumab had been tested in a 
smaller number of participants with Alzheimer’s disease before the start of this study.  

In Part 1 of this study, a larger number of participants with Alzheimer’s disease took either 
gantenerumab or a placebo – this was to find out about the side effects of gantenerumab, 
and if gantenerumab worked to improve the symptoms of Alzheimer’s disease. Part 1 was a 
double-blind study, meaning that neither the participants taking part in the study or the 
research doctors knew if the participants were taking gantenerumab or placebo. Part 1 of 
the study was converted to Part 2 early, as an analysis showed that gantenerumab was 
unlikely to be effective (unlikely to help people with Alzheimer’s disease) at the doses 
studied in Part 1. 
 
Part 2 of this was an ‘open-label extension (OLE)’ study. This means that both the 
participants taking part and the research doctors knew all participants were taking 
gantenerumab. All participants actively receiving treatment in Part 1 of the study (at the 
time it was converted to Part 2) could receive gantenerumab at higher doses.  
 
When and where did the study take place? 

The study started in March 2014 and finished in April 2021 This summary was written after 
the study had ended. 

 
Part 1 of the study took place at 225 study centres – across 30 countries. Of the original 225 
sites, 75 took part in Part 2 of the study across 17 countries.  
 
The following map shows the countries where any part of this study took place. The 
countries were: 
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2. Who took part in this study? 
Marguerite RoAD Part 1 

● 387 participants with early Alzheimer’s disease received either gantenerumab or 
placebo.  

Marguerite RoAD Part 2 

● A total of 225 adults with early Alzheimer’s disease who participated in Part 1 chose 
to participate in Part 2 of the study.  

● Participants from this part of the study were between 52 and 91 years of age.  

● 108 of the participants (48%) previously received gantenerumab, and 117 
participants (52%) had previously received the placebo during Part 1. 
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Participants in Part 2 of the Marguerite RoAD study   

 
Participants could take part in the open-label extension (Part 2) if:  
● They met the criteria for Part 1 of the study, including having early Alzheimer’s disease, 

and were between the ages of 50 and 90 
● They had been actively participating in Part 1 of the study at the time it was converted to 

the open-label extension study (Part 2)   

 
Participants could not take part in Part 2 of the study if: 
● They had dropped out of the study during Part 1 
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3. What happened during the study? 
Marguerite RoAD Part 1 

During Part 1 of the study, the treatments participants received were selected at random by 
a computer. This part of the study was double-blind, which means that nobody taking part in 
the study knew if they would receive gantenerumab or a placebo. ‘Blinding’ of a study is 
done so that any effect seen from the medicine is not because of something participants 
expected to happen – if they had known which medicine they were taking.  
 
Part 1 of the study stopped early because a planned analysis of the medicine’s effectiveness 
during a similar study called SCarlet RoAD found that gantenerumab was not working as well 
as expected at the doses studied in either study. After participants finished taking either the 
study medicine or the placebo, they were asked to go back to their study centre for more 
visits – to check their overall health. The study flowchart shows all stages planned for the 
study. 
 

Marguerite RoAD Part 2 

Participants who previously took part in and carried on taking the study medicine 
throughout Part 1 of the Marguerite RoAD study were invited to take part in Part 2 of the 
study, and everyone who participated was given gantenerumab.  
 
The study was done to gather long-term information on: 
● How participants bodies coped with gantenerumab in the long term and at a higher 

dose 
● How gantenerumab affects the course of Alzheimer’s disease at a higher dose than in 

Part 1 of the original study  

 
Part 2 of the study was open-label, meaning that both the participants and the research 
doctors involved in the study knew that all of the participants were given gantenerumab in 
this part of the study. The dose of gantenerumab that the participants received was 
gradually increased (up-titrated) until they reached the higher doses that the study doctors 
wanted to investigate for this study. Part 2 of the study also included a voluntary sub-study, 
involving the use of medical imaging techniques to look at the effect of gantenerumab on 
the levels of amyloid protein in the brain over time.  

 
 

Marguerite RoAD study design 
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4. What were the results of the study?  
 
Question 1: In Part 2 of the study, what are the side effects of gantenerumab, when 
given at higher doses to participants with early Alzheimer’s disease for up to 5 
years? 

The Marguerite RoAD study looked at the safety of gantenerumab by recording the number 
of side effects or ’adverse events’, and particularly the number of serious side effects, that 
participants had during the study. 

 
 
The study showed that gantenerumab was well tolerated at the doses studied. All types of 
side effects reported during this study were similar to those reported in other studies of 
gantenerumab. Most side effects were mild or moderate, meaning that they were easy to 
treat if necessary, and participants recovered. 
 
Overall, out of 225 participants in Part 2, 210 participants (93%) who received 
gantenerumab had at least 1 side effect. In these 210 participants, a total of 2,028 side 
effects occurred. During Part 2, the side effects reported were similar in participants who 
were previously treated with gantenerumab or a placebo (Part 1). 
 

Number of participants who had side effects in this study 
 

 
In the 225 participants in 
Part 2 (who all received 

gantenerumab) 

In the 117 participants 
who received a 

placebo in Part 1 

In the 108 participants 
who received 

gantenerumab in Part 
1 

At least 1 side effect 
93% 

(210 out of 225) 
92% 

(107 out of 117) 
95% 

(103 out of 108) 

Side effects or ‘adverse events’ are unwanted medical problems (such as a headache) 
that may happen to participants receiving study medications or placebo. They are 
described in this summary because the research doctor believes the side effects were 
related to the study treatment. 

The side effects experienced by participants in this study varied between different 
participants. 

Side effects can be different from person to person, and are sometimes considered 
serious. Serious side effects are side effects that are life-threatening or require 
immediate treatment or hospitalisation. 

Side effects and serious side effects are not necessarily related to the use of a specific 
treatment. 

In some cases, side effects may be related to study treatment. These are the ones that 
occur during the study period and which the research doctors think may have been 
related to the treatment received. 

It is important to be aware that the side effects reported here are from this single 
study. Therefore, the side effects shown here may be different from those seen in other 
studies. 
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Serious side effects 
31% 

(70 out of 225) 
25% 

(29 out of 117) 
38% 

(41 out of 108) 
Side effects considered 

related to study treatment 
by the research doctors 

60% 
(136 out of 225) 

58% 
(68 out of 117) 

63% 
(68 out of 108) 

 
 

Most common side effects in this study  
(reported in more than 10% of participants) 

 

 
 
Some side effects were experienced more frequently than others. The graph above 
summarises the most common side effects, that were reported in at least 10% of 
participants. 

● Injection site reaction is a reaction at the place where a medicine is injected under 
the skin. This can include redness, rash or swelling near the site.  

● Amyloid-related imaging abnormalities (ARIA) are a group of side effects 
experienced by some participants who receive drugs similar to gantenerumab, 
which can be seen in the brain using medical imaging techniques. The two types of 
ARIA are ARIA-E, which is the build-up of fluid in the brain, and ARIA-H, which is 
small bleeding in the brain. In this study, ARIA-E did not always cause side effects. 
When side effects of ARIA-E occurred, they were non-serious. 

● Nasopharyngitis is a swelling in the passages of the nose and throat – commonly 
known as a ‘cold’. 

 

Side effects related to study medication 

In Part 2 of the study, of the 225 participants receiving gantenerumab, 136 (60%) 
experienced side effects that were related to the study treatment. 

The most frequently reported treatment-related side effects were injection site reactions in 
80 participants (36%), build-up of fluid in the brain (ARIA-E) in 59 participants (26%) and 
small bleeding in the brain (ARIA-H) in 41 participants (18%). The majority of these 
treatment-related side effects were mild or moderate in intensity. 
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Serious side effects 

The side effects experienced in this study varied between different participants. 

A side effect is considered ‘serious’ if it is life-threatening, needs hospital care, or causes 
lasting problems. 

In Part 2 of the study, 70 out of the 225 participants (31%) experienced at least 1 serious 
side effect. A total of 97 serious side effects were reported. 

Not all serious side effects were determined to be related to gantenerumab treatment. 11 
out of 225 participants (5%) had at least 1 serious side effect that was related to 
gantenerumab treatment according to the research doctors. These were: 

● Build-up of fluid in the brain (ARIA-E)  
● Small bleeding in the brain (ARIA-H)  
● Build-up of blood between the brain and skull (subdural haematoma)  
● Stroke  
● Frequent seizures (epilepsy)  
● Weakness or paralysis on one side of the body (hemiplegia) 
● Bleeding in the large intestine  
● Mental health problems such as behavioural or emotional problems  

 
 

Side effects which made more than 1 participant stop study treatment 

 

A total of 31 participants (14%) receiving gantenerumab experienced a total of 41 side 
effects that made them stop treatment. The only side effects that caused more than 1 
participant to stop treatment were ARIA-H (12 participants), ARIA-E (10 participants), 
cognitive disorders (2 participants), and colon cancer (2 participants). Participants with too 
many ARIA-H had to stop treatment because of study guidelines.  

A total of 10 (4%) participants died during Part 2 of the study. None of the deaths that 
occurred were considered by the research doctors to be caused by treatment with the study 
drug. 

 
Question 2: How do higher doses of gantenerumab affect the symptoms of 
Alzheimer’s disease and amyloid protein in the brain when given to participants with 
early Alzheimer’s disease for up to 5 years? 

Research doctors wanted to understand how the higher doses of gantenerumab affected 
the amount of harmful amyloid protein in the brain over time in participants with early 
Alzheimer’s disease. 
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● A small number of participants in Part 2 voluntarily took part in an additional part of 
the study. Participants who took part had scans of their brain, which looked at the 
amount of amyloid protein in the brain over time. 

● The amount of amyloid protein in the participant’s brains lowered over time, which 
may have a beneficial effect on the symptoms of some people with Alzheimer’s 
disease.  

● After Week 104 of Part 2, the amyloid protein levels in participants with Alzheimer’s 
disease were similar in those without Alzheimer’s disease. 

 

 
 
 
This section only shows the key results from this study. You can find information about all 
other results on the websites and publications at the end of this summary (see section 8). 
 
 
5. What were the side effects? 

 

The safety and side effects of gantenerumab were the primary focus of this study. As such, 
side effects have been reported in full in Section 4.  
 
Other side effects 

You can find information about other side effects (not shown in the sections above) on the 
websites listed at the end of this summary – see Section 8. 
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6. How has this study helped research? 
The information presented here is from the Part 2 of the Marguerite RoAD, an open-label 
extension study of 225 participants with Alzheimer’s disease. These results helped research 
doctors learn more about the effect of gantenerumab treatment on Alzheimer’s disease. 
Results from this study have shown that higher doses of gantenerumab are well tolerated by 
participants with Alzheimer’s disease. 

 
No single study can tell us everything about the risks and benefits of a medicine. It takes lots 
of participants in many studies to find out everything we need to know. The results from this 
study may be different from 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. 

 
 
7. Are there plans for other studies? 
Studies with gantenerumab are still happening, and further studies are planned. These 
studies include investigation into:  

● Participants with early Alzheimer’s disease (ClinicalTrials.gov Identifiers; 
NCT03444870 and NCT03443973) 

● Participants with or at risk for inherited familial Alzheimer’s disease 
(ClinicalTrials.gov Identifier; NCT01760005) 

● Long-term safety studies for those who have completed other trials 
(ClinicalTrials.gov Identifiers; NCT04374253 and NCT04339413) 

● At-home administration (ClinicalTrials.gov Identifier; NCT04592341) 

 

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/results/NCT02051608 

● https://www.clinicaltrialsregister.eu/ctr-search/search?query=2013-003390-95 

● https://forpatients.roche.com/en/trials/neurodegenerative-disorder/ad/a-study-of-
gantenerumab-in-participants-with-mild-alzhe-16675.html 

 
 
If you would like to find out more about the results of this study, the title of the relevant 
scientific paper is: “Gantenerumab reduces amyloid-β plaques in patients with prodromal to 
moderate Alzheimer's disease: a PET substudy interim analysis”. The authors of the scientific 
paper are: Gregory Klein, Paul Delmar, Nicola Voyle, Sunita Rehal, Carsten Hofmann, and 
others. The paper is published in the journal ‘Alzheimer’s Research and Therapy’, volume 
number 11.  
 
Further information can be found in: “Thirty-Six-Month Amyloid Positron Emission 
Tomography Results Show Continued Reduction in Amyloid Burden with Subcutaneous 
Gantenerumab”. The authors of the scientific paper are: Gregory Klein, Paul Delmar, 
Geoffrey A. Kerchner, Carsten Hofmann, Danielle Abi-Saab, and others. The paper is 
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published in the journal ’The Journal of Prevention of Alzheimer’s Disease’, volume number 
8. 
 
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/neurodegenerative-disorder/ad/a-study-of-
gantenerumab-in-participants-with-mild-alzhe-16675.html 

● Contact a representative at your local Roche office. 

 
If you took part in this study and have any questions about the results: 
● Speak with the study doctor or staff at the study hospital or clinic. 

 
If you have questions about your own treatment: 
● Speak to the doctor in charge of your treatment. 

 
Who organised and paid for this study? 

This study was organised and paid for by F. Hoffmann-La Roche Ltd who have their 
headquarters in Basel, Switzerland. 
 
Full title of the study and other identifying information 

The full title of this study is: “A Phase III, Randomized, Double-Blind, Placebo-Controlled, 
Parallel-Group, Multicenter, Efficacy and Safety Study of Gantenerumab in Patients With 
Mild Alzheimer's Disease; Part II: Open-Label Extension For Participating Patients”. 
 
The study is known as ‘Marguerite RoAD’. 
 
● The protocol number for this study is: WN28745. 
● The ClinicalTrials.gov identifier for this study is: NCT02051608. 
● The EudraCT number for this study is: 2013-003390-95. 

 


