
Figure 1 MycarinG study design 
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Abbreviations: Ab+, autoantibody positive; AChR, acetylcholine receptor; AChR Ab+, positive for autoantibodies against acetylcholine receptors; CFB, change from 
baseline; CI, confidence interval; d, day; FcRn, neonatal Fc receptor; gMG, generalized myasthenia gravis; IgG, immunoglobulin G; IVIg, intravenous immunoglobulin; 
LS, least squares; mAb, monoclonal antibody; MG, myasthenia gravis; MG-ADL, Myasthenia Gravis Activities of Daily Living; MGC, Myasthenia Gravis Composite; 
MGFA, Myasthenia Gravis Foundation of America; MuSK, muscle-specific kinase; MuSK Ab+, positive for autoantibodies against muscle-specific kinase; NMJ, 
neuromuscular junction; OLE, open-label extension; PLEX, plasma exchange; QMG, Quantitative Myasthenia Gravis; RLZ, rozanolixizumab; SD, standard deviation; 
TEAE, treatment-emergent adverse event; Wk, week.
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Figure 2  CFB at Day 43 in MG-ADL (a), MGC (b) and QMG (c)

Figure 3 MG-ADL (a), MGC (b) and QMG (c) responders at Day 43

What we did

Summary Conclusions

• Rozanolixizumab improved MG-specific
outcomes in MuSK Ab+ gMG, consistent
with results in AChR Ab+ gMG and the
combined population

• There were 21 MuSK Ab+ patients in the
study, and in these patients the efficacy
results were numerically better than for
the overall population; however, the study
was not powered for MuSK Ab+ subgroup
statistical analysis

• These results indicate that rozanolixizumab
could potentially provide therapeutic
benefit in the subset of patients with
MuSK Ab+ gMG, who have particularly
limited treatment options4

• Safety and tolerability outcomes from
MycarinG are presented in this session as
a data blitz, and responder analyses for
the overall population are presented at the
AANEM 2022 meeting in Poster 204.

Why it matters

Efficacy of rozanolixizumab in muscle-specific kinase 
antibody-positive generalized myasthenia gravis:  
Outcomes from the randomized, Phase 3 MycarinG study 

• MycarinG assessed
the efficacy and safety
of the FcRn inhibitor
rozanolixizumab in
patients with AChR Ab+
and MuSK Ab+ gMG

• Rozanolixizumab
improved MG-specific
outcomes in MuSK Ab+
gMG, consistent with the
AChR Ab+ and overall
populations

• MuSK Ab+ gMG is often
more severe and harder to
treat than AChR Ab+ gMG
and these results suggest
that rozanolixizumab
could be a potential
treatment option for these
patients
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Table 1   Baseline patient characteristics and disposition

Placebo
(n=67)

RLZ 7 mg/kg
(n=66)

RLZ 10 mg/kg
(n=67)

Age, years, mean (SD) 50.4 (17.7) 53.2 (14.7) 51.9 (16.5)

Sex, female, n (%) 47 (70.1) 39 (59.1) 35 (52.2) 

Geographic 
region, n (%)

Europe 41 (61.2) 36 (54.5) 43 (64.2)

North America 21 (31.3) 21 (31.8) 18 (26.9)

Asia (inc. Japan) 5 (7.5) 9 (13.6) 6 (9.0)

Race, n (%)

White 46 (68.7) 41 (62.1) 49 (73.1)

Asian 5 (7.5) 9 (13.6) 7 (10.4)

Black 1 (1.5) 0 4 (6.0)

Native Hawaiian/
Pacific Islander

1 (1.5) 0 0

Missing* 14 (20.9) 16 (24.2) 7 (10.4)

AChR Ab+, n (%) 59 (88.1) 60 (90.9) 60 (89.6)

MuSK Ab+, n (%) 8 (11.9) 5 (7.6) 8 (11.9)

Duration of disease, years, 
mean (SD)

9.4 (9.3) 6.9 (6.8) 9.6 (9.9)

MGFA disease 
class at 
baseline,  
n (%)

Class II 23 (34.3) 29 (43.9) 26 (38.8)

Class III 41 (61.2) 34 (51.5) 39 (58.2)

Class IVa/b† 3 (4.5) 3 (4.5) 2 (3.0)

*Data on race were not permitted to be collected in certain countries.
†Only 1 patient, who was randomized to the placebo group, had Class IVb disease.

Objective

• To assess the efficacy and safety of rozanolixizumab
in patients with AChR Ab+ and MuSK Ab+ gMG

Introduction

• gMG is a rare, chronic, heterogeneous and
unpredictable autoimmune disease caused by
pathogenic IgG autoantibodies against NMJ
components such as AChR and MuSK1,2

• In MuSK Ab+ gMG, IgG4 autoantibodies bind
MuSK, interfering with normal MuSK function to
reduce post-synaptic AChR clustering, disrupting
neuromuscular transmission2

• MuSK Ab+ gMG is often more severe and harder to
treat than AChR Ab+ gMG.3 There is an unmet need
for efficacious, well-tolerated treatment options4

• Rozanolixizumab is a humanized IgG4 mAb that
targets the IgG-binding region of FcRn, accelerating
lysosomal degradation of IgG, including pathogenic
autoantibodies5

• MycarinG (MG0003/NCT03971422) was a Phase 3,
double-blind, randomized, placebo-controlled study
of rozanolixizumab in patients with AChR Ab+ or
MuSK Ab+ gMG6

Methods

• The study included patients with gMG aged ≥18 years
who were AChR Ab+ or MuSK Ab+, had MGFA Class
II–IVa disease with an MG-ADL score of ≥3 and a
QMG score of ≥11, were considered for additional
therapy such as IVIg or PLEX and had a body weight
of ≥35 kg

 – Antibody status for MuSK Ab+ and AChR Ab+
patients was determined using confirmed positive
medical records of antibodies against MuSK

• Patients were randomized 1:1:1 to receive weekly
rozanolixizumab 7 mg/kg, 10 mg/kg or placebo for
6 weeks, followed by an 8-week observation period
(Figure 1)

• The primary endpoint was CFB to Day 43 in MG-ADL
score in the overall population

• Secondary endpoints included CFB to Day 43 in
MG-ADL, QMG and MGC analyzed by autoantibody
subgroup (AChR Ab+ and MuSK Ab+ gMG)

• The MG-ADL (≥2.0-point improvement), QMG and
MGC (both ≥3.0-point improvement) response were
also assessed in a descriptive post-hoc analysis of
MuSK Ab+ patients

Results

Patients

• A total of 200 patients (21 MuSK Ab+) were
randomized to rozanolixizumab 7 mg/kg (66 patients
[five MuSK Ab+]), rozanolixizumab 10 mg/kg (67
patients [eight MuSK Ab+]) or placebo (67 patients
[eight MuSK Ab+])

• Baseline characteristics were generally balanced
between groups (Table 1)

What we found
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RLZ 7 mg/kg −9.56 (−15.25, −3.87)

RLZ 10 mg/kg −6.45 (−11.03, −1.86)
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(b) MGC

LS mean di�erence vs placebo (97.5% CI)

RLZ 7 mg/kg −15.54 (−22.48, −8.59)

RLZ 10 mg/kg −9.96 (−15.96, −3.96)

LS mean di�erence vs placebo (97.5% CI)

RLZ 7 mg/kg −3.90 (−6.32, −1.49)

RLZ 10 mg/kg −5.53 (−7.93, −3.12)
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(c) QMG

LS mean di�erence vs placebo (97.5% CI)

RLZ 7 mg/kg −6.92 (−14.24, 0.41)

RLZ 10 mg/kg −3.14 (−9.73, 3.45)

LLS mean di�erence vs placebo (97.5% CI)

RLZ 7 mg/kg −3.48 (−5.27, −1.70)

RLZ 10 mg/kg −4.76 (−6.54, −2.98)

Placebo
(n=67)

RLZ 10 mg/kg
(n=67)

RLZ 7 mg/kg
(n=66)

Placebo
(n=8)

RLZ 10 mg/kg
(n=8)

RLZ 7 mg/kg
(n=5)

–5.40

–6.67

–10.79

–7.01

–3.87

–1.92
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Efficacy

• MG-ADL CFB to Day 43 (primary endpoint) in both
rozanolixizumab 7 mg/kg and 10 mg/kg groups
was clinically meaningfully and highly statistically
significantly improved compared with placebo in the
overall population (p<0.001 for both doses; Figure 2)

• In patients with MuSK Ab+ gMG, CFB to Day 43
in MG-ADL, MGC and QMG was higher in both
rozanolixizumab groups than in the placebo
group (Figure 2)

• In patients with AChR Ab+ gMG, CFB to Day 43 in MG-
ADL (rozanolixizumab 7 mg/kg –3.03, rozanolixizumab
10 mg/kg –3.36, placebo –1.10), MGC (–4.45, –6.70,
–1.83) and QMG (–6.14, –7.77, –3.09) was also higher in
the rozanolixizumab groups than in the placebo group

• All 12 patients with MuSK Ab+ gMG with data
available at Day 43 were MG-ADL, MGC and QMG
responders except for one patient who was not a QMG
responder (Figure 3)

Safety

• Safety assessments were performed for patients who
had received at least one dose of rozanolixizumab

• A higher proportion of TEAEs occurred in the
rozanolixizumab 7 mg/kg (81.3%) and 10 mg/kg (82.6%)
groups than in the placebo group (67.2%)

– The majority of TEAEs were mild or moderate across
all groups

– The most frequent TEAEs were headache, diarrhea,
pyrexia and nausea
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Rozanolixizumab is not approved for treatment of myasthenia gravis by any health authority.


