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Introduction
• Patients living with MG experience fluctuating and variable symptoms, including muscle 

weakness, muscle fatigability and fatigue; each patient’s experience is different1,2

• The MG Symptoms PRO scales were developed using items relevant to patients, to fully 
understand patients’ experiences of the severity of specific MG symptoms, including the 
important symptom of physical fatigue2 

• Rozanolixizumab is a humanized IgG4 monoclonal antibody FcRn inhibitor approved 
by the US FDA for the treatment of adults with AChR Ab+ or MuSK Ab+ gMG3,4

• In the Phase 3 MycarinG study, treatment with one 6-week cycle of rozanolixizumab 
resulted in significant improvements versus placebo in MG-ADL score (primary 
endpoint) and other MG-specific endpoints, including the MG Symptoms PRO Muscle 
Weakness Fatigability, Physical Fatigue and Bulbar Muscle Weakness scale scores3

• Here, we assessed the effect of rozanolixizumab on patient-reported MG symptom 
severity across the Phase 3 MycarinG (MG0003/NCT03971422)3 study and its OLE 

(MG0004/NCT04124965; MG0007/NCT04650854) studies

Methods
• MycarinG enrolled patients aged ≥18 years with AChR Ab+ or MuSK Ab+ gMG, MGFA 

Disease Class II–IVa, MG-ADL score ≥3 (for non-ocular symptoms), and QMG score ≥11 

• After completing MycarinG, in which patients were randomized to receive one cycle 
(six once-weekly infusions) of rozanolixizumab (7 mg/kg or 10 mg/kg) or placebo, 
patients could enroll in MG0004 (≤52 weeks of once-weekly rozanolixizumab) and then 
MG0007 (six once-weekly infusions), or in MG0007 directly (Figure 1)

• Data for rozanolixizumab-treated patients were pooled across MycarinG, MG0004 
(first 6 weeks) and MG0007 (interim analysis; data cut-off: July 08, 2022) 

– Efficacy pool: patients with ≥2 symptom-driven treatment cycles 

– Safety pool: patients with ≥1 treatment cycle that was followed by a ≤8-week 
follow-up period across MycarinG and MG0007

• Outcomes included: 

– CFB to Day 43 for each cycle in MG-ADL score

– CFB to Day 43 for each cycle in MG Symptoms PRO Muscle Weakness Fatigability, 
Physical Fatigue and Bulbar Muscle Weakness scores

– Safety and tolerability

Results

 Patients

• A total of 196 patients received ≥1 dose of rozanolixizumab

– Efficacy pool: 127 (64.8%) patients

– Safety pool: 188 (95.9%) patients

• Baseline demographics and characteristics were generally balanced between the 

efficacy and safety pools (Table 1)

Efficacy 

• A clinically meaningful improvement from baseline to Day 43 in MG-ADL score was 
observed in Cycle 1, with a consistent profile across repeated cycles5

• MG Symptoms PRO scale scores showed improvement from baseline to the end of the 
first treatment cycle, with broadly consistent improvement observed across repeated 

cycles (Figure 2)

Figure 1  MycarinG and OLE study design

Table 1  Baseline demographics and characteristics

Summary and conclusions

Data from the MG Symptoms PRO Muscle 
Weakness Fatigability, Physical Fatigue and 
Bulbar Muscle Weakness scale scores showed 
improvement from baseline to the end of the first 
symptom-driven cycle; consistent improvement 
was observed in subsequent treatment cycles
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download a PDF of the poster.

Rozanolixizumab consistently improved MG 
symptoms of most relevance to patients 
across repeated treatment cycles

Figure 2  Mean CFB in key MG Symptoms PRO scale scores over 
time for repeated cycles of rozanolixizumab 

Efficacy pool. Efficacy data collected at or after rescue use are excluded with no imputation of missing data for the respective cycle. 
Data are presented for total rozanolixizumab (7 mg/kg and 10 mg/kg dose groups combined). Higher scores in the MG Symptoms 
PRO scales (0–100) represent more severe symptoms. 

*After the initial cycle, dose modifications from 10 mg/kg to 7 mg/kg and vice versa were permitted at the beginning of each treatment 
cycle provided the benefit–risk ratio remained favorable for the patient.

The MG Symptoms PRO scales were 
developed to collect detailed information 
about patients’ individual experiences of 
weakness across different muscle groups

In addition, the scales evaluate patients’ 
experiences of muscle weakness fatigability 
and physical fatigue, which are not commonly 
evaluated by other MG-specific measures2

Safety

• Across all cycles, 169 (89.9%) patients experienced a TEAE by most recent dose 
(rozanolixizumab 7 mg/kg: 77.4% [n=103/133]; rozanolixizumab 10 mg/kg: 91.6% 
[n=120/131])

• The incidence of TEAEs did not increase with repeated cycles of treatment compared 
with Cycle 1

• Rozanolixizumab was well tolerated over repeated treatment cycles; TEAEs leading to 
permanent discontinuation from the study occurred in 15.5% (n=29/188) of patients

• Pooled safety data have been presented previously5 and additional data will be 
presented at AANEM 2023 (Poster 269)

Rozanolixizumab was well tolerated over 
repeated cycles of treatment

Patients who had 
completed ≥6 treatment 
visits in MG0004 could 
enter the observational
period of MG0007 and 
then continued their last 
dose from MG0004 for 
the initial cycle 
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After the initial cycle, subsequent cycles were 
symptom-driven (based on MG symptom worsening 
at the investigator's discretion, e.g. an MG-ADL score 
increase of ≥2.0 or a QMG score increase of ≥3.0)

Patients without MG 
symptom worsening by 
the end of the observation 
period continued to be 
monitored until a further 
symptom-driven cycle 
was required

Efficacy pool Safety pool

RLZ total (N=127) RLZ total (N=188)

Age, years, mean (SD) 50.6 (16.2) 52.5 (16.3)

Sex, female, n (%) 76 (59.8) 111 (59.0)

Geographic region, 
n (%)

North America 28 (22.0) 54 (28.7)

Europe 84 (66.1) 114 (60.6)

Asia (excl. Japan) 3 (2.4) 7 (3.7)

Japan 12 (9.4) 13 (6.9)

Race, n (%)

Asian 15 (11.8) 21 (11.2)

Black 1 (0.8) 4 (2.1)

White 83 (65.4) 127 (67.6)

Native Hawaiian or other Pacific Islander 0 1 (0.5)

Missing* 28 (22.0) 35 (18.6)

Thymectomy at baseline, yes, n (%)† 55 (43.3) 75 (39.9)

AChR Ab+, n (%)† 115 (90.6) 170 (90.4)

MuSK Ab+, n (%)† 12 (9.4) 18 (9.6)

MG-ADL score at baseline, mean (SD) 8.8 (3.4) 8.3 (3.4)

QMG score at baseline, mean (SD) 16.0 (3.8) 15.6 (3.6)

Duration of disease, years, mean (SD) 8.2 (8.6) 8.5 (8.6)

*Data on race were not permitted to be collected in certain countries. No patients were American Indian/Alaska native or other/mixed.
†Captured from historical data case report form.
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BL 8 15 22 29 36 43 57 71 85 99

Cycle 1, n 127 91 88 59 94 43 125 – 73 – 92
Cycle 2, n 126 – – 37 14 1 123 – – – 16
Cycle 3, n 98 – – – – – 98 – – – –
Cycle 4, n 75 – – – – – 74 – – – –
Cycle 5, n 51 – – – – – 51 – – – –
Cycle 6, n 31 – – – – – 31 – – – –

 
BL 8 15 22 29 36 43 57 71 85 99

Cycle 1, n 127 91 88 59 94 43 125 – 73 – 92
Cycle 2, n 126 – – 37 13 1 123 – – – 16
Cycle 3, n 98 – – – – – 98 – – – –
Cycle 4, n 75 – – – – – 74 – – – –
Cycle 5, n 51 – – – – – 51 – – – –
Cycle 6, n 31 – – – – – 31 – – – –

 
BL 8 15 22 29 36 43 57 71 85 99

Cycle 1, n 127 91 88 59 94 43 125 – 73 – 92
Cycle 2, n 126 – – 37 14 1 123 – – – 16
Cycle 3, n 98 – – – – – 98 – – – –
Cycle 4, n 75 – – – – – 74 – – – –
Cycle 5, n 51 – – – – – 51 – – – –
Cycle 6, n 31 – – – – – 31 – – – –

Mean (SD)  
BL score

Mean (SD) 
CFB at Day 43

49.6 (24.9) –21.9 (23.3)
44.2 (23.7) –15.9 (19.9)
46.0 (23.5) –17.2 (19.5)
47.0 (22.8) –16.9 (18.6)
44.1 (21.6) –16.4 (17.9)
45.7 (23.2) –21.9 (19.7)

Mean (SD)  
BL score

Mean (SD) 
CFB at Day 43

52.3 (26.9) –20.4 (20.9)
47.3 (25.5) –15.9 (19.1)
49.4 (26.3) –15.7 (18.9)
50.0 (24.0) –16.2 (20.6)
47.5 (23.1) –14.5 (20.2)
48.5 (24.8) –19.8 (22.9)

Mean (SD)  
BL score

Mean (SD) 
CFB at Day 43

29.0 (22.5) –15.6 (19.1)
27.6 (22.8) –13.6 (19.7)
28.1 (23.3) –14.0 (16.8)
30.1 (22.8) –15.3 (19.8)
29.1 (26.0) –15.3 (21.4)
26.8 (22.8) –15.2 (19.1)

For more information on MG Symptoms PRO 
Scales visit: https://eprovide.mapi-trust.org/
instruments/myasthenia-gravis-symptoms-

patient-reported-outcome-scales


