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BACKGROUND AND OBJECTIVE

•
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•

Figure 2. SymptoMScreen domains and Likert scale7

Ocrelizumab is a recombinant humanised monoclonal antibody that selectively targets CD20+ B cells1
Ocrelizumab is approved for the treatment of relapsing multiple sclerosis (RMS) and is the first
approved treatment for primary progressive multiple sclerosis (PPMS)
The efficacy and safety profiles of ocrelizumab have been studied in one Phase II2 and three Phase III3,4
randomised controlled clinical trials
The Phase III trials demonstrated a favourable benefit:risk ratio of ocrelizumab in patients with RMS and PPMS3,4
However, long-term effectiveness and safety data for ocrelizumab in real-world settings, in particular
capturing patient-reported outcomes (PROs), are still missing
The objective of this presentation is to report the design of the MuSicalE study (NCT03593590), a
multicentre, non-interventional prospective study, which will evaluate the effectiveness and safety of
ocrelizumab in patients with RMS and PPMS when used in routine clinical practice

METHODS

Study Design
• This primary data collection, multicentre, non-interventional study will evaluate the real-world
effectiveness and safety of ocrelizumab in the treatment of patients with RMS and PPMS prospectively
over a period of 4 years
• Figure 1 presents an overview of the study design
• Patients will receive ocrelizumab according to the approved label and will be managed as per routine
clinical care over 4 years
• The study will consist of the following periods/timepoints:
—— Baseline: after an informed consent is taken, eligibility assessments will be performed as per clinical
practice (over several weeks, depending on the patient’s medical history)
—— Treatment period (4 years):
• Initial ocrelizumab dose will be 600 mg, administered as two separate intravenous
300 mg infusions (separated by 2 weeks); subsequent doses will be administered as
a single 600 mg intravenous infusion every 6 months
• MRI assessments will be routinely performed in accordance with local current guidelines and
clinical practice
• PRO assessments will be completed at enrolment and every 6 months as per clinical practice
—— Safety follow-up: patients who discontinue ocrelizumab early or who complete the 4-year treatment
period will be followed up for 6 months after the last ocrelizumab infusion for safety assessments

Figure 1. Overview of MuSicalE study design
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Figure 3. Other patient-reported outcomes assessed in MuSicalE
HRU11
MSIS-299
A disease-specific HRQoL instrument, that
assesses both the psychological
and physical impact of MS

ABILHAND10
An instrument used to measure a person’s
ability to manage daily activities that
require the use of the upper limbs

WPAI12
A 6-item questionnaire used to assess the
ability to work and perform normal daily
activities

A comprehensive assessment of cost of illness
that collects data on direct health costs such
as hospitalisations, medical consultations,
investigations, and treatments, and indirect
costs such as equipment and aids directly
related to the disease and carer burden

FSMC13

TSQM14,15

A validated 20-item scale instrument used
to measure cognitive and motor fatigue for
people with MS

A 14-item patient-rated questionnaire used
to measure treatment satisfaction

FSMC, Fatigue Scale for Motor and Cognitive Functions; HRQoL, health-related quality of life; HRU, healthcare resource utilisation;
MS, multiple sclerosis; MSIS, Multiple Sclerosis Impact Scale; TSQM, Treatment Satisfaction Questionnaire for Medication; WPAI, Work Productivity and Activity Impairment.
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Various conventional clinical and imaging outcomes will also be collected, including the number and
character of MS relapses, and the EDSS, and MRI outcomes as per routine care
Where an MRI is performed as part of usual care, the patients will have the option for their scan to
be centrally read by icometrix software in an anonymous manner, which allows automated lesion
segmentation and brain volume longitudinal measurement
Safety and tolerability will be evaluated by adverse event reporting at each visit. Safety variables include:
—— Incidence, seriousness, severity and causality of all adverse events during ocrelizumab treatment and
at a follow-up of 6 months after ocrelizumab discontinuation
—— Time to treatment discontinuation
—— Reason for treatment discontinuation

RESULTS

PROs
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As per clinical practice

•
•

Patients from 20 countries in the European Union, Eastern Europe (including Russia), the Middle East
and North Africa will take part in the study (Figure 4)
Study duration is expected to be approximately 7 years
Interim analyses will be reported approximately annually throughout the study

Figure 4. MuSicalE study site locations
EOS, end of study; OCR, ocrelizumab; PRO, patient-reported outcome.
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In patients with RMS and PPMS (analysed separately) over a period of 4 years:

Effectiveness Objectives
•
•

•
•
•
•
•

To describe the impact of ocrelizumab treatment using changes in overall SymptoMScreen score and
other PROs listed below
To describe the impact of ocrelizumab on employment status (using Work Productivity
and Activity Impairment [WPAI] Questionnaire), physical and psychological domains
(using Multiple Sclerosis Impact Scale MSIS-29), manual function (using ABILHAND)
and fatigue (using Fatigue Scale for Motor and Cognitive Functions [FSMC])
To describe the treatment satisfaction (using Treatment Satisfaction Questionnaire for Medication [TSQM])
To describe the impact of ocrelizumab treatment on multiple sclerosis (MS)-related healthcare resource
utilisation (HRU)
To describe the impact of ocrelizumab treatment on progression of disability
To describe the impact of ocrelizumab treatment on relapses in patients with RMS over a period of 4 years
To describe the impact of ocrelizumab on Expanded Disability Status Scale (EDSS) and MRI variables
(total number of FLAIR and new T1 Gd-enhancing lesion counts, brain volume) if available

CONCLUSIONS
• MuSicalE is the first multinational observational study to include patients with PPMS and
RMS on an approved MS disease-modifying therapy

Safety Objectives
•
•

• The study results are expected to provide meaningful patient-related information on the
real-world effectiveness and safety of ocrelizumab in patients with RMS or PPMS and help
establish correlation between PROs and conventional clinical endpoints

To describe the safety of ocrelizumab in patients with RMS and PPMS (separate and pooled analysis)
To describe the time to treatment discontinuation with ocrelizumab and reasons for
treatment discontinuation

• The MuSicalE study is currently recruiting patients in the European Union together
with patients from additional countries from Eastern Europe (including Russia), the
Middle East and North Africa

Safety Population
•
•

•

Over 1,000 patients with RMS or PPMS for whom ocrelizumab has been newly prescribed are planned
for enrolment
Participants must meet the following criteria for study entry:
—— Definite RMS (relapsing remitting MS and relapsing secondary progressive MS) or PPMS diagnosis,
according to either the 20105 or 20176 McDonald criteria
—— A decision to initiate ocrelizumab has been taken as part of routine clinical practice
—— Prescription of ocrelizumab in line with the label
—— Provision of signed informed consent
Patients who meet any of the following criteria will be excluded from study entry:
—— Previous treatment with ocrelizumab
—— Not receiving ocrelizumab in line with the label

Data Collection
•
•

•

•

Patients’ clinical data will be obtained from medical records, clinical assessments, PROs and MRI
assessments, if available
PROs will always be administered before the infusion, on the day of the infusion or up to 3 weeks before
(this can be timed with visit to collect routine blood samples; alternatively PROs can be completed at
home). For the first dose, PROs will only be administered before infusion 1
One of the key outcome measures for evaluating the real-world effectiveness of ocrelizumab is changes
in overall SymptoMScreen score, which is a new PRO tool for the rapid assessment of MS symptom
severity in routine clinical practice, and consists of 12 distinct domains assessed across a 7-point
Likert scale ranging from 0 to 67,8 (Figure 2)
Various other PROs will also be assessed (Figure 3)
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