
How can I learn more?

If you have any questions about this study 
or would like to find out more, please 
contact the study team. We will be happy  
to help.

For more information about clinical trials, 
please visit the About Clinical Trials  
section on BiogenTrialLink.com
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Research suggests that Alzheimer’s disease (AD)  
may be caused by an abnormal build-up of a protein  
in the brain called amyloid beta. We are conducting  
the ENVISION study to confirm if a study drug that  
has been designed to reduce this build-up can help 
people with early AD compared to placebo. 

We are looking for people, who, among other things:
 Are aged 60 to 85
  Have been diagnosed with either mild cognitive 

impairment (MCI) due to AD or mild AD dementia
 Have positive amyloid status

This brochure will tell you about clinical research in 
general and describe what taking part in this study  
would involve. If you have any questions or would like  
to learn more, please contact us using the details on  
the last page.

What would a care partner’s role be?

You will need a care partner who is able to accompany you to 
each of your study visits and answer questions about your 
health and condition.

Will I need to pay for anything?

If you take part, you will not have to pay for the study drugs  
or any study-related assessments. Reimbursement for travel 
costs may be available too.

Do I have to take part?

Participation is entirely voluntary. You have the right to leave at  
any time, without impact on your usual healthcare or any penalty.  
We would just ask you to visit the study clinic for a final round  
of assessments.



How will my health be monitored?

During the study, you will need to visit the clinic once every  
2 to 4 weeks (approximately 40 times in total). This is so that we  
can closely monitor your general health and see how your body  
is responding to the study drug or placebo. Health assessments  
will vary between visits, but may include:

Blood tests Neurological  
examinations

Brain magnetic 
resonance imaging 
(MRI) scans

Vital signs 
(e.g. blood pressure)

Urine tests

We will also call you up to eight times during  
the first 30 weeks of the treatment period,  
to check how you are doing.

Checks for amyloid related  
imaging abnormalities (ARIA)

The study drug can cause a common side effect called ARIA.  
ARIA does not usually cause symptoms but can be serious. 
Throughout the study, we will monitor your brain for ARIA using  
MRI scans. If your MRI shows ARIA, you will have additional MRI 
scans, blood tests, and cognitive tests so that we can monitor it.

What is a clinical study?

A clinical study (also known as a clinical trial) is a type 
of medical research that human volunteers take part in. 
Clinical trials help us answer questions about a drug, 
device, or diagnostic test, such as:

  What are the potential side effects 
and potential risks?

 Does it work? 
 Does it work better than existing options? 

Many people take part in clinical trials, globally,  
every year. Without them, medical progress would 
simply not be possible.



Screening period
Approximately 8 weeks
To assess your eligibility  

to take part and  
collect some initial  
health information

Treatment period
104 weeks (2 years)

You will be given either:
• The study drug 

(2 in 3 chance)
or

• A placebo 
(1 in 3 chance)

Follow-up period
18 weeks

You will return to the 
study center for a final 

health check

What will this study involve?

If you decide to take part, the ENVISION study will last for 
approximately 130 weeks (2 and a half years), as outlined below:

How are the study drug  
and placebo given?

Both the study drug and placebo will be given once every 
4 weeks as intravenous (IV) infusions. IV infusions are given 
through a cannula (a thin flexible tube with a needle) that is 
inserted into a vein, usually in the hand or arm. 

What is a placebo?

A placebo is a substance that looks the same as the study 
drug, but contains no active ingredients. 

What does double-blind mean?

This study’s treatment period is double-blind. This means  
that neither you nor the study doctor will know if you have 
been given the study drug or placebo. We do this so that we  
can be sure that any differences we see are due to the study 
drug and not some other factor.


