Summary of Clinical Trial
Results
The effects of prasinezumab treatment on early Parkinson’s
disease over 1 year
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.
This summary is based on information known at the time of
writing.
The study started in June 2017 and this summary includes the
study data that was analysed in January 2020, when the last
patient had completed 52 weeks (1 year) of treatment.
At the time of writing, this study is still ongoing – this summary
presents the complete results for Part 1 of the study. This
document will be updated when the full study (Part 1, Part 2, and
Part 3) ends.
Roche and Prothena Corporation PLC co-sponsored the study
and they are the first companies to use this specific molecule
for treatment of Parkinson’s Disease (PD) progression.
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No single study can tell us everything about the risks and
benefits of a medicine. To find out if a medicine is beneficial for
your condition and at the same time also safe, many studies
need to be completed.
•

This means that you should not make decisions
based on this single study – 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 researchers answer important
questions about PD and the medicine studied – “prasinezumab”.
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Key information about this study
● This study was done to see whether the medicine under investigation, “prasinezumab”,
could slow the speed at which PD worsens.

● In this study, people were given either prasinezumab or a placebo – the treatment
each person was given was decided by chance.

● This study included 316 people in 57 hospitals across 5 different countries.

● After 1 year (52 weeks) of treatment, researchers could not see any difference
between people who took prasinezumab and people who took placebo when looking
at the overall symptoms including both motor (i.e. bradykinesia, resting tremor and
rigidity) and non-motor (e.g constipation, sleep problems etc.).

● However, when researchers looked at motor symptoms only, those taking
prasinezumab seemed to be doing slightly better. Prasinezumab seemed to have the
biggest effect on bradykinesia.
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Glossary
●
●
●
●
●

●
●

●

Autoimmune disease = where the
immune system attacks the body
BMI = body mass index
Bradykinesia = slow movements
COMT = catechol-Omethyltransferase
DaT-SPECT = a scan used to
confirm the diagnosis of PD by
showing how dopamine is working in
the brain)
IV = intravenous (into a vein)
Freezing episode = where someone
is temporarily unable to move).
– They can happen at any time, but
usually happens more when you
are starting to move or are
changing movements (e.g. sitting
in a chair to standing up, opening
doors, changing direction and
rolling over).
MDS-UPRS = Movement Disorder
Society-Unified Parkinson's Disease
Rating Scale
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●

●
●

●

●
●

MMSE = Mini Mental State
Examination
–

(http://www.oxfordmedicaleducat
ion.com/geriatrics/mini-mentalstate-examination-mmse/)

–

The MMSE is a widely used test
of brain function: it assesses
orientation, attention, memory,
language and spatial awareness

PD = Parkinson’s disease
Placebo = A ‘placebo’ looks the
same as a medicine but does not
contain any real medicine.
Resting tremor = shaking that
happens when your body is still and
relaxed
Rigidity = muscle stiffness
Screening = the process you go
through to work out if you are
suitable to take part in a clinical trial

1. General information about this study
Why was this study done?
Parkinson’s disease (PD) is a slow, long-term brain condition that gets worse over time.
PD develops when brain cells producing the chemical dopamine die. Dopamine is a
chemical ‘messenger’ that is needed to control movement – when brain cells start to die,
a person with PD cannot make enough dopamine to control their movement properly and
begins to show movement-related symptoms such as tremor, bradykinesia and rigidity.
The drop in dopamine levels also causes a range of symptoms that are not movement
related (‘non-motor symptoms’), including constipation and sleep problems. These
symptoms are often more subtle and can start to appear many years before either tremor,
bradykinesia or rigidity are noticed.
As more and more of these cells die over time, PD symptoms worsen.
PD is estimated to affect over 10 million people worldwide (Parkinson’s Foundation).
There are currently no treatments that prevent or slow the worsening of the disease.
Current treatments help to manage the early effects of the disease on movement, mainly
using medicines that replace the lost dopamine. However, this does not reverse, slow
down or stop brain cells from dying, so as the disease gets worse, these medicines
become less effective at controlling the symptoms.
Researchers are testing new medicines that can prevent brain cell death in order to stop
or slow the speed at which PD gets worse. Prasinezumab is one of these medicines.
There are many challenges in assessing how well a treatment works in early PD. PD
develops very slowly and many of the movement symptoms associated with the disease,
such as tremor, are not visible until the disease is well advanced. Changes in non-motor
symptoms such as cognition (e.g. changes in thinking, understanding, remembering and
problem-solving) can also be difficult to measure.
This study was done to find out if prasinezumab was safe and to evaluate whether it
could slow the progressive worsening of the disease or help motor and non-motor
symptoms.

What was the medicine being studied?
A medicine called ‘prasinezumab’ was the focus of this study.
α(alpha)-synuclein is a protein that is naturally present in the brain. It is normally found
inside brain cells, at the ends of the cells where chemicals are released to allow
communication between cells. Scientists do not yet fully understand what α-synuclein
does, but it is thought to be involved in the release of dopamine and may therefore be
important in the control of movement.
Normally α-synuclein has a spiral shape, but in PD, the protein does not form properly
and clumps together. These clumps are found in the brain of individuals of PD, if analysed
post-mortem. They might be toxic and cause brain cells to die. Sometimes, clumps are
able to exit the cell they were produced in and enter neighbouring brain cells. When this
happens, it causes neighbouring cells to die and PD to worsen.
Prasinezumab is an antibody that binds to these toxic clumps of α-synuclein and might
stop the clumps from damaging brain cells. This may help to slow the worsening of PD.
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What did researchers want to find out?
Researchers did this study to compare prasinezumab with placebo (explained below) to
see whether prasinezumab was safe (see section 5 “What were the side effects?”) and
potentially able to slow the worsening of motor and non-motor symptoms (see section 4
“What were the results of the study?”).
The main question (also known as the primary endpoint) that researchers
wanted to answer was:
1. After 52 weeks (1 year) of treatment with prasinezumab, what was the
change in the total score of the Movement Disorder Society-Unified
Parkinson's Disease Rating Scale (MDS-UPDRS) compared with people
receiving placebo?
The MDS-UPRS* is a questionnaire with 50 questions completed by people affected by
PD with the assistance of a researcher. It has four parts.
Parts 1 and 2 ask people to describe their experiences – the researcher provides a score
between 0 and 4 depending on their answers.
People are asked to think about their experiences over the last 7 days while answering
questions focusing on two areas:
1. motor experiences: movement-related experiences with everyday living (e.g.
chewing and swallowing, walking and balance)
2. non-motor experiences: experiences with everyday living that are not related to
movement (e.g. sleep and mood problems, pain).
Part 3 is a “rate what you see” movement assessment carried out by a researcher.
Total score in this study refers to the score achieved when you add together scores for
Part 1, Part 2 and Part 3 of the MDS-UPDRS.
A higher score means that symptoms are worse.
*For more information on the MDS-UPDRS assessment scale please see:
https://www.movementdisorders.org/MDS-Files1/PDFs/Rating-Scales/MDSUPDRS_English_FINAL_Updated_August2019.pdf

Other questions that researchers wanted to answer included:
After 12 months of treatment with prasinezumab:

1. what are the changes in MDS-UPDRS scores for Parts 1, 2 and 3
individually?

2. how long does it take before symptoms get worse (defined as an increase
of at least 5 points on the MDS-UPDRS)?

3. how long did it take for the participants to begin dopamine replacement
treatment?
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What kind of study was this?
This study was a ‘Phase 2’ study. This means that prasinezumab had been tested in two
other earlier Phase 1 studies. One in healthy volunteers, and one in people with early PD.
In the PASADENA study, people with PD either took prasinezumab at a high or low dose,
or a placebo – this was to find out if prasinezumab has any effect on the worsening of the
symptoms of PD, and if so, whether a higher dose works better.
The study was ‘randomised’. This means that it was decided by chance who would be
given prasinezumab and who would be given placebo – like tossing a coin. Randomly
choosing whether someone gets placebo or medicine makes it more likely that the types
of people in both groups (for example, gender, age, ethnicity) will be a similar mix. Apart
from the medicines being tested in each group, all other aspects of care were the same
between the groups.
A ‘placebo’ looks the same as a medicine but does not contain any real medicine.
A placebo is used so that participants and the researcher do not know who is receiving
the real medicine. This is because sometimes just knowing you are taking something that
might help you can cause small improvements in a condition, which affects the results of
the study.
This was a ‘double-blind’ study*. This means that neither people taking part in the study
or the researchers knew which of the study medicines (prasinezumab or placebo) people
were taking. ‘Blinding’ of a study is done so that any effect seen from the study medicine
is real and not exaggerated due to the expectations of the researchers on the effects of a
study medicine.
*If you would like to learn more about clinical studies, please see:
https://clinicaltrials.gov/ct2/about-studies/learn#WhatIs

November 2020
M-XX-00003693

When and where did the study take place?
The study started in June 2017 and this summary includes results up until November
2019 (complete results for Part 1 of the study). At the time of writing this summary, Parts
2 and 3 of the study are ongoing. People who were given placebo in Part 1 are now
receiving either high- or low-dose prasinezumab, alongside those who received
prasinezumab in Part 1.

The study took place at 57 hospitals across Austria, France, Germany, Spain and the USA.
The following map shows the countries where this study took place.

2. Who took part in this study?
316 people with PD took part in the PASADENA study.
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People could take part in the study if they:

People could not take part in the study if they:

These criteria make sure that the people taking part in the study were as similar as possible
and excludes other medications or medical conditions which might make it difficult to
interpret the results.
*For more information on who could and could not take part in the PASADENA study,
please see: https://clinicaltrials.gov/ct2/show/results/NCT03100149
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3. What happened during the study?
During the study, people were selected at random by a computer to get one of the three
treatments by injection into a vein (sometimes called an IV).
The treatment groups were:
• prasinezumab (low dose): prasinezumab at a dose of 1500 mg
•

prasinezumab (high dose): prasinezumab at a dose of 4500 mg or 3500 mg
depending on their weight

•

placebo: non-active substance.

Parts 2 and 3 of the study are still happening. At the time of the development of this
summary, 310 patients have moved on to Part 2 and are now being treated with
prasinezumab. This summary shows results of Part 1, after 52 weeks of treatment with
prasinezumab or placebo.
Six patients (two in the high-dose group and four in the low-dose group) dropped out of
the study:
• four patients decided they wanted to stop treatment
• one patient left the study due to developing skin cancer (researchers decided this
was not caused by prasinezumab)
• one patient moved out of their country.
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4. What were the results of the study?
This section shows the key results from Part 1 of the PASADENA study only. You can find
information about additional results on the websites listed at the end of this summary
(see section 8).

Question 1: Was there any difference overall in how symptoms of PD
changed in people after 52 weeks of being treated with either
prasinezumab or placebo?
After 52 weeks, there was no overall difference between people who took prasinezumab
and people who took placebo when researchers added together their scores on Parts 1, 2,
and 3 of the MDS-UPDRS.

Question 2: Was there any difference in how specific symptoms of PD
changed in people after 52 weeks of being treated with either
prasinezumab or placebo?
After 52 weeks, researchers also looked at individual sections of the MDS-UPDRS to see
how scores had changed over time in people who took prasinezumab compared with
people who took placebo.
A description of what was measured in individual sections of the MDS-UPDRS can be
found below.
Part 1A: behaviours – this section of the questionnaire asks people about examples of
behaviours that can appear as symptoms of PD, such as processing information and
memory (cognitive symptoms), mood symptoms (depression and anxiety), impulsive
behaviours (gambling, addictive or repetitive behaviours) and hallucinations
(seeing/hearing/smelling things that are not there). For each person, the researcher
decides on a score from 0 to 4 depending on the person’s response.
Part 1B: non-motor symptoms – this section of the questionnaire asks people about
examples of problems that are not related to movement that can manifest as symptoms of
PD, such as pain, bladder problems, constipation, light-headedness and fatigue. The
researcher decides on a score from 0 to 4 depending on the person’s response.
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Part 1 total: non-motor symptoms of PD – this score adds together the scores from
Part 1A and Part 1B to give an overall score for non-motor symptoms.
Part 2 total: movement experiences of daily living – this section of the questionnaire
asks people about problems with movement that might affect daily activities such as
speaking, eating (chewing and swallowing), drooling, using a knife and fork, dressing,
hygiene, writing and everyday movements such as turning in bed, getting out of a chair
and walking/balance.
Part 3 total: motor examination – this section is a ‘rate what you see’ examination by a
researcher looking at speech, facial expression, rigidity, bradykinesia and resting tremor.
When results from these different sections are looked at individually, the main
change we can see is an improvement in movement, assessed in Part 3.
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Part 3 subsets: Rigidity, bradykinesia, resting tremor

Question 3: How long did it take for the symptoms of PD to get worse?
To work this out, researchers looked at the time it took for a person to show an increase
of at least 5 points in the total score of the MDS-UPDRS (Part 1, Part 2 and Part 3).

Patients who took the low dose of prasinezumab had the longest time on average until
their symptoms got worse.
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Question 4: How long did it take for people to need dopaminereplacement medicine?
•
•
•

In the low-dose group, 42% of people (44/105) needed to start dopaminereplacement treatment.
In the high-dose group, 34% of people (36/106) needed to start dopaminereplacement treatment.
In the placebo group, 41% of people (43/105) needed to start dopaminereplacement treatment.

Because there were so few people who needed to start dopamine-replacement
treatment during the study, the median time to start dopamine-replacement treatment
could not be calculated.
The range (the difference between the shortest and longest times) for the time to
start dopamine-replacement treatment was similar in the three treatment groups.
• In the low-dose group, the time until people started dopamine treatment ranged
from 15 days to 400 days.
• In the high-dose group, the time until people started dopamine treatment ranged
from 59 to 402 days.
• In the placebo group, the time until people started dopamine treatment ranged
from 17 to 399 days.
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5. What were the side effects?
Side effects are physical or psychological problems that were reported to the researchers
during the study.
• The side effects described in this summary are those that doctors consider related to
the different study treatments.
• Not all people in this study had all of the side effects.
• Side effects may be mild to very serious and can differ from person to person.
• It is important to be aware that side effects reported here are from this single study.
Therefore, they may be different from those seen in other studies.
• Serious and common side effects are listed in the following sections.

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

Around 1 in every 100 people (1%) who took prasinezumab
(at either dose) had at least one serious side effect.
The most common serious side effects across all treatment groups are shown in the
following table. Some people had more than one side effect – this means they are
included in more than one row in the table
Serious side
effects reported
in this study

People taking
placebo
(105 people)

A reaction related
to the injection*
PD
Flu-like symptoms

0%
(0 out of 105)
0%
0%

People taking
low-dose
prasinezumab
(105 people)
0%
(0 out of 105)
1%
1%

People taking
high-dose
prasinezumab
(106 people)
2%
(2 out of 106)
0%
0%

*This includes any sign and/or symptom that occurs during the injection procedure or for up to 24
hours afterwards.

No patients who took placebo had a serious side effect related to treatment.
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Out of 316 people who took part in the study, six people (2%) decided to stop taking part
in the study (two people in the high-dose group and four people in the low-dose group).
• No one taking part in the study left the study early due to side effects.
• One person out of 105 in the low-dose group decided to leave the study early
because of medical reasons that were not treatment related.

Most common side effects
During this study, around three out of every 10 people (30%) had a side effect that was
not considered serious.
●
●
●

Around 25 out of every 100 people (25%) taking prasinezumab at a low dose had
a side effect that was not considered serious.
Around 39 of every 100 people (39%) taking prasinezumab at a high dose had a
side effect that was not considered serious.
Around 27 out of every 100 people (27%) taking placebo had a side effect that
was not considered serious.

The most common (not serious) side effect across all treatment groups was a reaction at
the site of injection when the medicine was given, as shown in the following table.

Most common
side effects
reported in this
study
Injection site
reactions

People taking
placebo
(105 people)
16%
(17 out of 105)

People taking
low-dose
prasinezumab
(105 people)
19%
(20 out of 105)

People taking
high-dose
prasinezumab
(106 people)
34%
(36 out of 106)

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.

6. How has this study helped research?
Information presented here is from a single study of 316 people with early-stage PD.
These results helped researchers learn more about PD and prasinezumab both overall
and according to specific symptoms.
This study did not show any difference between placebo and prasinezumab after 52
weeks of treatment when researchers looked at the change in PD symptoms as measured
by the overall MDS-UPDRS (Part 1, Part 2, and Part 3), including both motor (i.e.
bradykinesia, shaking and stiffness) and non-motor (e.g. constipation, sleep problems
etc.).
However, people whose PD was at a worse stage at the start of the study did improve
compared with placebo.
Few people taking prasinezumab reported a side effect during the study, and two people
reported a serious side effect. As more studies are conducted with prasinezumab, and as
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people take the drug for longer periods of time, researchers will understand more and
more about the safety of the drug.
When researchers looked at Part 3 of the MDS-UPDRS, evaluating how well people
moved around (assessed by level of freezing and posture, bradykinesia, tremor and
rigidity), those taking prasinezumab seemed to be doing slightly better.
Prasinezumab seemed to work mostly on bradykinesia, with those taking this medicine
worsening less on this specific feature of the disease. This effect was confirmed also by
digital device.
Part 2 and Part 3 of the PASADENA study are already underway. This will allow us to see
if prasinezumab has an effect on PD symptoms over 5 years of treatment.
No single study can tell us everything about the risks and benefits of a medicine. It takes
lots of people 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?
Part 2 and Part 3 of this study with prasinezumab are still ongoing.

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/NCT03100149
• https://www.clinicaltrialsregister.eu/ctr-search/search?query=2017-000087-15
https://forpatients.roche.com/en/trials/neurodegenerative-disorder/pd/a-studyto-evaluate-the-efficacy-of-ro7046015-in-participants-wi.html

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 –

• 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 co-organised and co-paid for by F. Hoffmann-La Roche Ltd (headquarters
in Basel, Switzerland) and Prothena Corporation plc (headquarters in Dublin, Ireland).
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Full title of the study and other identifying information
The full title of this study is: “A Study to Evaluate the Efficacy of Prasinezumab
(RO7046015/PRX002) in Participants With Early Parkinson's Disease (PASADENA)”
The study is known as ‘PASADENA’.

• The protocol number for this study is: BP39529.
• The ClinicalTrials.gov identifier for this study is: NCT03100149.
• The EudraCT number for this study is: 2017-000087-15.
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