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Clinical Trial Results – Layperson Summary 

A study to look at whether a shorter infusion (drip) of ocrelizumab is 
safe in people with a disease called ‘multiple sclerosis’ or ‘MS’ 
 
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.  
• People who took part in the study.  
 
This summary is based on information known at the time it was 
written (September 2020). More information may now be known. 

 

Contents of the 
summary 

1. General 
information about 
this study. 

2. Who took part in 
this study? 

3. What happened 
during this study? 

4. What were the 
results of this 
study? 

5. What were the side 
effects? 

6. How has this study 
helped research? 

7. Are there plans for 
other studies? 

8. Where can I find 
more information? 

 
The study started in September 2018 and ended in May 2019. This 
summary was written after the study had ended. 

 
One study can’t tell us everything about how well a medicine 
works and how safe it is. 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. 

 
Thank you to the people who took part in this study 

The people who took part have helped researchers answer important questions about a 
medicine to treat a disease called ‘multiple sclerosis’ or ‘MS’. MS affects the way the brain 
talks (or sends signals) to nerves in the body. 
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Key information about this study 

• This study was done to find out if it is safe 
to give a drug called ‘ocrelizumab’ by 
infusion (drip) into a vein over a shorter 
time than is currently approved by the US 
Food and Drug Administration (FDA). 

• This could reduce the time people spend 
in hospital and the overall cost of 
treatment.  

• In this study, people with 2 types of MS 
(relapsing and primary progressive MS) 
were given the study medicine 
(ocrelizumab) by infusion into a vein over 
about 1.5 hours (for a 300-mg infusion) 
or 2.5 hours (for a 600-mg infusion).  

• This study included 141 people living with 
MS at 5 centres in the United States. 

• The main finding was that shorter 
infusion times of ocrelizumab (between 
31% and 32% reduction) did not result in 
more people having severe or life-
threatening infusion-related reactions 
compared with the currently approved 
longer infusion of ocrelizumab.  

• Overall, the side effects related to 
infusions in this study were similar to side 
effects seen in previous studies in which 
people were given ocrelizumab over 
longer infusion times (2.5 hours for 300 
mg or 3.5 hours for 600 mg).   

 
 
1. General information about this study 
 
Why was this study done? 
The medicine in this study is called ‘ocrelizumab’. Ocrelizumab is a medicine approved by 
the FDA for the treatment of 2 types of MS – relapsing MS (RMS) and primary progressive 
MS (PPMS). People living with RMS have repeated attacks (relapses) of symptoms, which go 
away or get better between the attacks and can lead to permanent disability. People living 
with PPMS have symptoms which keep getting worse over time.  
 
Ocrelizumab is given as an infusion into a vein every 6 months. The FDA prescribing 
information for ocrelizumab says that the first dose is split into 2 separate infusions of 300 
mg given 2 weeks apart – each infusion lasts about 2.5 hours. After that,  a single infusion of 
600 mg is given that last about 3.5 hours. A shorter infusion time would mean people could 
spend less time in the hospital, which means costs would be less, and it would be less work 
for hospital staff.  
 
Previous studies have shown that people living with MS  may have side effects with 
ocrelizumab treatment that happen during the infusion or up to 24 hours after the infusion 
– these are called ‘infusion-related reactions’. Researchers wanted to find out if the number 
of infusion-related reactions would change with a shorter infusion time compared with the 
longer infusion time.  
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What is the study medicine? 

Ocrelizumab is an FDA-approved medicine given to people living with MS. 

• You say this as ‘oh-kre-liz-ooh-mab’. 
• Ocrelizumab is a kind of protein called a ‘monoclonal antibody’ that attaches to a 

specific type of white blood cells called B cells that are part of the immune system. 
In MS, these B cells attack and damage nerves in the body.  

• Ocrelizumab removes these types of B cells, which reduces the swelling around 
nerve cells. This helps to reduce the chances of relapsing and to slow down the 
progression of the disease.  

In this study, people with MS are given ocrelizumab infusions of 300 mg for about 1.5 hours 
(first dose of 2 infusions) or 600 mg for about 2 hours (all subsequent doses). This is shorter 
than the regular infusion times of 2.5 hours for the 300-mg dose and 3.5 hours for the 600-
mg dose.  

 
What did researchers want to find out? 

• Researchers did this study to find out if ocrelizumab can be safely given over a shorter 
infusion time than the time currently approved by the FDA – they checked how many 
people had side effects, and what type of side effects they had.  

 
The main question that researchers wanted to answer was:  
1. How many people who were given the shorter infusion of ocrelizumab 600 mg had a 

severe or life-threatening infusion-related reaction? 
 

Other questions that researchers wanted to answer included: 
2. How many people who were given the shorter infusion of ocrelizumab 300 mg had a 

severe or life-threatening infusion-related reaction?  
3. How many people who were given the shorter infusions of ocrelizumab 300 mg or 600 

mg had any infusion-related reaction – and what were the symptoms?  
4. Did people need to stop treatment because of infusion-related reactions? 
 
What kind of study was this? 

This study was a ‘Phase 3b’ study. This means that the study was done after ocrelizumab 
had been approved for doctors to give to patients.  

This was an ‘open label’ study. This means that both the people taking part in the study and 
the study doctors knew which ocrelizumab infusion people were given.  
 
When and where did the study take place? 

The study started in September 2018 and finished in May 2019. This summary was written 
after the study had ended.  The study took place at 5 centres in the United States. 
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2. Who took part in this study? 
In this study, 141 adults with RMS or PPMS took part. Here is more information about the 
people who took part in the study. 

 

 
 
People could take part in the study if they:  
• Had been diagnosed with RMS or PPMS.  
• Had a score between 0 and 6.5 on a scale used to measure the level of disability in 

people with MS – this scale is called the Expanded Disability Status Scale (‘EDSS’).  
 
People could not take part in the study if they: 
• Had been taking certain medicines that affect the immune system, including medicines 

that work like ocrelizumab.  
• Had a previous serious infusion-related reaction to ocrelizumab. 

3. What happened during the study? 
During the study, people were divided into 2 groups at a ratio 2:1 – that means for every 2 
people put into Group 1, one person was put into Group 2. Group 1 had 95 people and 
Group 2 had 46 people.   
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The treatment groups were: 
• Group 1 – had already received the starting dose of ocrelizumab (2 regular 300 mg 

infusions separated by 2 weeks) and may have received a second dose of 600 mg before 
entering the study. These people were given the next 600 mg dose over a shorter 
planned infusion time of 2.5 hours.  

o The actual average infusion time in these people was 2.4 hours, about 31% 
less than the currently approved infusion time of 3.5 hours.   

• Group 2 – had not been treated with ocrelizumab before starting the study. These 
people were given the first 300-mg infusion of ocrelizumab over 2.5 hours (the currently 
approved regular infusion time) – they were given the second infusion of 300 mg 2 weeks 
later over a shorter planned infusion time of 1.5 hours. 

o The actual average time for the second infusion of ocrelizumab 300 mg in 
these people was 1.7 hours, about 32% less than the currently approved 
infusion time of 2.5 hours.  

 
The US FDA prescribing information recommends that people who are treated with 
ocrelizumab be given other medicines before each infusion to lower the risk of infusion-
related reactions, and that they are  closely checked by the doctors for at least 1 hour after 
the infusion is given. Patients who received the shorter ocrelizumab infusion in this study 
received the same medicines and monitoring.  
 
People in the study were contacted by phone 24 hours after their ocrelizumab infusion and 
asked if they had any infusion-related reactions. They were also contacted 30 days after the 
infusion and asked if they had any side effects. Here is more information about what 
happened in the study. 

 
 
 
4. What were the results of the study? 

Question 1: How many people who were given the shorter infusion of ocrelizumab 
600 mg had a severe or life-threatening infusion-related reaction? 
Researchers looked at how many people had a severe or life-threatening infusion-related 
reaction during the 24 hours after the shorter infusion of ocrelizumab 600 mg.  
• Among the 95 people who were given a shorter infusion of ocrelizumab 600 mg, no one 

had a severe or life-threatening infusion-related reaction. 
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Question 2: How many people who were given the shorter infusion of ocrelizumab 
300 mg had a severe or life-threatening infusion-related reaction?  
Researchers also looked at how many people had a severe or life-threatening infusion-
related reaction during the 24 hours after the shorter infusion of ocrelizumab 300 mg.  
• Out of the 46 people who were given a shorter infusion of ocrelizumab 300 mg, no one 

had a severe or life-threatening infusion-related reaction. 
 

Question 3: How many people who were given the shorter infusions of ocrelizumab 
300 mg or 600 mg had any infusion-related reactions – and what were the 
symptoms?  

Researchers also looked at all the infusion-related reactions that people in both groups had 
during the study.  
• Out of the 95 people who were given a shorter infusion of 600 mg of ocrelizumab, 46 

people (48%) had infusion-related reactions.  
• Out of 46 people who were given a shorter infusion of 300 mg of ocrelizumab, 5 people 

(11%) had infusion-related reactions. 
• The most common infusion-related reactions included general symptoms (called 

‘systemic infusion-related reactions’), such as an irritated throat, itchy skin, headache, 
feeling sick (nausea) and feeling tired – these occurred in 46 patients (33%). 

• Symptoms directly related to the needle injection (called ‘local infusion-related 
reactions’), such as pain, occurred in 7 patients (5.0%).  

 
 People taking  

ocrelizumab  
600 mg 

(95 people total) 

People taking  
ocrelizumab  

300 mg 
(46 people total) 

All people taking 
ocrelizumab 

(141 people total) 

Any infusion-related 
reaction 

48% 
(46 out of 95) 

11% 
(5 out of 46) 

36% 
(51 out of 141) 

Severe or life-
threatening infusion-
related reactions 

0 
(0 out of 95) 

0 
(0 out of 46) 

0 
0 out of 141 

Mild or moderate 
infusion-related 
reactions 

48% 
(46 out of 95) 

11% 
(5 out of 46) 

2% 
3 out of 141 

Systemic infusion- 
related reaction 

43% 
(41 out of 95) 

11% 
(5 out of 46) 

33% 
(46 out of 141) 

Local infusion-related 
reaction 

7.4% 
(7 out of 95) 

0 
(0 out of 46) 

5.0% 
(7 out of 141) 

 

Question 4: Did people need to stop treatment because of infusion-related 
reactions? 

Researchers looked at how the infusion-related reactions affected treatment.  

• Overall, 20 people (14.2%) had their ocrelizumab infusion slowed down (8.5%) or 
interrupted (6.4%) because of infusion-related reactions. 

• No people stopped treatment with ocrelizumab permanently because of infusion-
related reactions.  

 
This section only shows the key results from the study. You can find information about all 
other results on the websites at the end of this summary (see section 8). 



Layperson summary date: September-2020  Page 7 of 8 
  

 
5. What were the side effects? 
Side effects (also known as ‘adverse reactions’) are unwanted medical problems (such as a 
headache) that happen during the study. 
• They are described in this summary because the study doctor believes the side effects 

were related to the treatments in the study. 
• Not all of the people in this study had all of the side effects. 
 
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. 
 
During this study, no one had a serious side effect that was a result of their ocrelizumab 
infusion, and no one had a side effect that led to stopping treatment.  
 
Most common side effects 

The most common side effects reported in this study were infusion-related reactions, as 
described in section 4.  
 
6. How has this study helped research? 
The information presented here is from one study of 141 people living with MS. These 
results helped researchers learn more about the safety of giving ocrelizumab infusions over 
shorter time periods than are currently recommended by the FDA.  

The results of the study show that giving shorter ocrelizumab infusions (1.5 hours for 300 
mg or 2.5 hours for 600 mg) does not cause severe or life-threatening infusion-related 
reactions, and does not increase the risk of infusion-related reactions in general compared 
with regular-length infusions (2.5 hours for 300 mg or 3.5 hours for 600 mg).  
 
One study can’t tell us everything about how well a medicine works and how safe it is. 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? 
Other studies are looking at the safety of shorter ocrelizumab infusions in people living with 
MS. 

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/NCT03606460  
• https://forpatients.roche.com/en/trials/neurodegenerative-disorder/multiple-

sclerosis/a-study-to-evaluate-the-safety-of-administering-ocreliz-75757.html  
 

https://clinicaltrials.gov/ct2/show/NCT03606460
https://forpatients.roche.com/en/trials/neurodegenerative-disorder/multiple-sclerosis/a-study-to-evaluate-the-safety-of-administering-ocreliz-75757.html
https://forpatients.roche.com/en/trials/neurodegenerative-disorder/multiple-sclerosis/a-study-to-evaluate-the-safety-of-administering-ocreliz-75757.html
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If you want to find out more about the results of this study, the full title of the relevant 
scientific paper is: “Safety results of administering ocrelizumab per a shorter infusion 
protocol in patients with primary progressive and relapsing multiple sclerosis”. The authors 
of the scientific paper are: T. Vollmer, J. Cohen, E. Alvarez, K. Nair, A. Boster and others. The 
paper is published in the journal Multiple Sclerosis and Related Disorders, volume number 
46, article number 102454.  
 
Who can I contact if I have questions about this study? 

If you have any more questions after reading this summary: 
• Visit the ForPatients platform and fill out the contact form –

https://forpatients.roche.com/en/trials/neurodegenerative-disorder/multiple-
sclerosis/a-study-to-evaluate-the-safety-of-administering-ocreliz-75757.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 Genentech, Inc., who have their headquarters in 
South San Francisco, CA, USA. 
 
Full title of the study and other identifying information 

The full title of this study is: “A Phase IIIb study to evaluate the safety and tolerability of 
shorter infusions of ocrelizumab in patients with primary progressive and relapsing multiple 
sclerosis”. 
 
The study is known as ‘SaROD’. 
 
• The protocol number for this study is: ML40638. 
• The ClinicalTrials.gov identifier for this study is: NCT03606460. 

 
 

https://forpatients.roche.com/en/trials/neurodegenerative-disorder/multiple-sclerosis/a-study-to-evaluate-the-safety-of-administering-ocreliz-75757.html
https://forpatients.roche.com/en/trials/neurodegenerative-disorder/multiple-sclerosis/a-study-to-evaluate-the-safety-of-administering-ocreliz-75757.html

