
Introduction
•	� Rozanolixizumab is a humanized IgG4 mAb that targets and blocks 

FcRn with high affinity, approved for the treatment of adult patients 
with anti-AChR Ab+ and anti-MuSK Ab+ gMG1,2

•	� In the Phase 3 MycarinG study (NCT03971422), one 6-week cycle 
of rozanolixizumab (7 mg/kg or 10 mg/kg) significantly improved 
MG-ADL and QMG scores versus placebo3

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

•	� In MG0007, after an initial 6-week treatment cycle, subsequent 
rozanolixizumab cycles were initiated at the investigator’s 
discretion, with advisory protocol guidance to consider a new 
cycle upon ≥2-point MG-ADL or ≥3-point QMG score increase

•	� The objective of this post hoc analysis was to understand the 
factors leading to the initiation of a new rozanolixizumab cycle 
during long-term rozanolixizumab treatment

Methods
•	� In MycarinG, patients were aged ≥18 years with MGFA Clinical 

Class II–IVa anti-AChR Ab+ or anti-MuSK Ab+ gMG, with an 
MG‑ADL score ≥3 (for non-ocular symptoms) and a QMG 
score ≥11

•	� Patients who completed MycarinG or whose disease severity 
worsened during the treatment-free observation period 
were re‑randomized to receive rozanolixizumab 7 mg/kg or 
10 mg/kg, given once weekly in MG0004 or as symptom-driven 
cycles in MG0007

•	� Final data from patients with available MG-ADL and QMG data 
who had received or were awaiting a symptom-driven cycle were 
pooled across MycarinG, MG0004 (first 6 weeks, representing the 
only symptom-driven cycle in this study) and MG0007

•	� MG-ADL and QMG score changes during the treatment-free 
period from Day 43 in the previous cycle to the baseline of the new 
cycle, up to Cycle 13, were analyzed post hoc in patients receiving 
or awaiting a new cycle after initial rozanolixizumab treatment

Results
•	�	 Overall, 167 patients had received rozanolixizumab treatment 

and had initiated or were awaiting a symptom-driven treatment 
cycle (Table 1), of whom 147 had available MG-ADL and/or 
QMG data

•	� Among patients with available MG-ADL and/or QMG data, a total 
of 908 cycles were analyzed

•	� Initiation of a new rozanolixizumab cycle was generally preceded 
by worsening in at least one assessment, defined as a ≥2-point 
MG-ADL or ≥3-point QMG score increase (Figure 1):

	 – �In total, 619/908 (68.2%) and 557/908 (61.3%) cycles were 
initiated having met the definition of MG-ADL and QMG score 
worsening, respectively

	 – �Initiation of new cycles followed worsening on either or both 
scales in 694/908 (76.4%) cycles, and on neither scale in 140/908 
(15.4%) cycles. Both QMG and MG-ADL data were missing for 
74/908 (8.1%) cycles

•	� New rozanolixizumab treatment cycles were initiated following a 
mean (SD) worsening of 3.8 (3.3) and 4.9 (4.6) points in MG-ADL 
and QMG, respectively

•	� Changes in MG-ADL and QMG scores from the end of one cycle 
(Day 43) to the start of the next were generally consistent across 
cycles. Small increases in score changes between cycles were 
observed over the study, however these were not statistically 
significant (Figure 2) 

•	� Overall, 214 cycles were initiated without following the protocol 
guidance for worsening on MG-ADL or QMG (i.e., scores had not 
met the threshold for worsening or had not been recorded). In a 
subset of these cycles, worsening was captured by other measures:

	 – �Worsening of MG Symptoms PRO Physical Fatigue scores was 
observed in 36.9% (n/N=79/214) of cycles, which was above the 
clinically meaningful threshold of 20.0 points in 4.2% (n/N=9/214) 
of cycles. Fatigue is a particularly important symptom to patients 

	 – �Worsening of MG-QoL15r scores was observed in 25.2%  
(n/N=54/214) of cycles 
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Summary and conclusions

In the MycarinG and OLE studies, 
initiation of a new cycle of 
rozanolixizumab treatment was at 
the investigator’s discretion, with 
advisory protocol guidance to 
consider a new cycle when MG-ADL 
or QMG scores worsened

Study and
extensions

In this post hoc analysis, 
we found that new cycles of 
rozanolixizumab were generally 
initiated following deterioration 
in MG-ADL and/or QMG scores

Some patients received new 
rozanolixizumab cycles without 
prior worsening in MG-ADL or 
QMG scores. Some of these 
patients experienced worsening on 
other measures, including the MG 
Symptoms PRO Physical Fatigue 
scale and the MG-QoL15r

Initiation of additional 
rozanolixizumab treatment cycles 
can be individualized based on 
patients’ symptoms, including 
fatigue or impaired quality of life
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Figure 2	 �Changes in MG-ADL and QMG scores during 
the treatment-free period from Day 43 of one 
rozanolixizumab cycle to the start of the next 
cycle were generally consistent across cycles

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

RLZ total 
(N=167)

Age, mean (SD) 52.7 (16.3)

Female, n (%) 96 (57.5)

MGFA Clinical Class, 
n (%)

II 69 (41.3)

III 93 (55.7)

IV 5 (3.0)

Duration of disease, years, mean (SD)* 8.4 (8.5)

Anti-AChR Ab+, n (%) 152 (91.0)

Anti-MuSK Ab+, n (%) 16 (9.6)

MG-ADL score, mean (SD) 8.4 (3.5)

QMG score, mean (SD) 15.7 (3.6)

*From diagnosis.

Figure 1	� New cycles were generally initiated 
following a worsening in MG-ADL and/or 
QMG score
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Cycles 7–86–75–64–53–42–31–2 12–1311–1210–119–108–9

Mean 3.64.03.83.83.73.33.1 5.55.74.04.43.9

N 72808793101121147 2531415159

Mean 5.15.25.14.85.54.24.1 6.05.75.65.54.9

N 72808793101121147 2531415159

Cycles 7–86–75–64–53–42–31–2 12–1311–1210–119–108–9

Median 4433332 65433

Median 4545543 56544

Making sense of this information

y= The change in scores during the treatment-free period 
 between cycles
x= Density of patients
The widest part of the shape represents the most common 
change in score between cycles 
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