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Figure 1	 Rozanolixizumab demonstrated efficacy across 13 cycles using the 
prespecified and more stringent MG-ADL responder thresholds

Figure 2	 Rozanolixizumab demonstrated efficacy across 13 cycles using the 
prespecified and more stringent QMG responder thresholds

Figure 3	 Over 130 weeks of repeated rozanolixizumab treatment cycles, a mean  
improvement in MG-ADL score of approximately 3.0 points from baseline 
was maintained

Includes patients in MycarinG and MG0007 who received ≥2 consecutive symptom-driven rozanolixizumab treatment cycles. Data at Weeks 0–6 represent observed MG-ADL 
scores in the Cycle 1 treatment period. After this, patients followed their own cadence of rozanolixizumab treatment cycles, with average monthly (28-day) MG-ADL scores 
calculated for each patient. The group-level average was calculated using data from all patients with at least one MG-ADL measurement at that time period, whether on 
treatment or not. If patients had multiple MG-ADL measurements during the period, their average MG-ADL score over the measurements was used.
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Introduction
•	� Rozanolixizumab is a humanized IgG4 mAb FcRn blocker 

approved for the treatment of adults with anti-AChR Ab+ or 
anti‑MuSK Ab+ gMG1

•	� In the double-blind, placebo-controlled, Phase 3 MycarinG study 
(MG0003/NCT03971422), one 6-week cycle of rozanolixizumab 
led to clinically meaningful and statistically significant 
improvements in MG-specific outcomes versus placebo and was 
generally well tolerated in adults with gMG2

•	� After MycarinG, patients could enroll in the now completed OLE 
studies: MG0004 (NCT04124965) then MG0007 (NCT04650854), 
or MG0007 directly

•	� Here, we evaluate the response to repeated rozanolixizumab 
cycles in patients with gMG using different MG-ADL and QMG 
responder thresholds 

Methods
•	� In MycarinG, patients were randomized to receive subcutaneous 

infusions of rozanolixizumab 7 mg/kg, 10 mg/kg or placebo once 
weekly for 6 weeks

•	� In MG0004, patients received once-weekly rozanolixizumab  
7 mg/kg or 10 mg/kg for up to 52 weeks

•	� In MG0007, following an initial 6-week rozanolixizumab  
7 mg/kg or 10 mg/kg cycle, subsequent cycles were administered 
upon symptom worsening at the investigator’s discretion

•	� Efficacy data were pooled for patients with ≥2 symptom-driven 
rozanolixizumab treatment cycles across MycarinG, MG0004 
(first 6 weeks) and MG0007; up to 13 cycles are reported

•	� Safety data were pooled for patients receiving ≥1 rozanolixizumab 
treatment cycle with an up to 8-week follow-up period across 
MycarinG and MG0007

Summary and conclusions

Similar improvements were  
observed in QMG score – more than  
60% of patients achieved a 
≥3.0-point improvement, and over  
40% achieved a ≥5.0-point 
improvement in each cycle

At the group level, long-term efficacy 
was maintained over 130 weeks of 
cyclic rozanolixizumab treatment

Clinically meaningful improvements 
in MG-specific outcomes were 
maintained over time, supporting 
a consistent response to 
rozanolixizumab across repeated 
treatment cycles

Across Cycles 1–13, high MG-ADL 
responder rates were observed; 
in each cycle, more than 63% of 
patients achieved a ≥2.0-point 
improvement in MG-ADL score, 
and over 30% achieved a  
≥5.0-point improvement

•	� MG-ADL response was prespecified as a ≥2.0-point improvement 
in MG-ADL score without rescue therapy at Day 43 in each cycle; 
≥3.0-point and ≥5.0-point thresholds were assessed post hoc

•	� QMG response was prespecified as a ≥3.0-point improvement 
in QMG score without rescue therapy at Day 43 in each cycle; 
a ≥5.0-point threshold was assessed post hoc

•	� Safety outcomes included the incidence of TEAEs

Results
•	� Overall, 129 patients received ≥2 symptom-driven cycles of 

rozanolixizumab

•	� Baseline demographics and disease characteristics were indicative 
of a broad population of patients with gMG (Table 1)

•	� Clinically meaningful (≥2.0-point) improvement in MG-ADL 
score was achieved by ≥63.7% of patients across Cycles 1–13 
(Figure 1)

	– More stringent ≥3.0-point and ≥5.0-point improvements were 
achieved by ≥54.0% and ≥30.6% of patients, respectively, across 
all cycles up to Cycle 13

•	� Clinically meaningful (≥3.0-point) improvement in QMG score was 
achieved by ≥60.6% of patients across Cycles 1–13 (Figure 2)

	– A ≥5.0-point improvement was achieved by ≥40.2% of patients 
across all cycles up to Cycle 13

•	� At the group level, a mean improvement in MG-ADL score of 
approximately 3.0 points from baseline was maintained over 
130 weeks of repeated rozanolixizumab treatment cycles (Figure 3)

•	� Over a total of 1,094 cycles, 93.1% (n=175/188) of patients 
experienced a TEAE; most were mild or moderate

	– The most common TEAEs were headache (50.0%), diarrhea 
(33.5%), COVID-19 (21.8%) and pyrexia (20.7%)

Table 1  Baseline demographics and disease characteristics were indicative of a 
broad population of patients with gMG

RLZ total
(N=129)

Age, years, mean (SD) 50.9 (16.3)

Sex, female, n (%) 77 (59.7)

Thymectomy, yes, n (%) 55 (42.6)

Anti-AChR Ab+, n (%) 117 (90.7)

Anti-MuSK Ab+, n (%) 12 (9.3)

MG-ADL score at baseline, mean (SD) 8.7 (3.4)

MG-ADL score, n (%)
<5 13 (10.1)

≥5 116 (89.9)

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

MGFA Disease Class, n (%)

II 52 (40.3)

III 72 (55.8)

IV 5 (3.9)

Duration of disease from diagnosis, years, mean (SD) 8.1 (8.5)n
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