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Introduction
•	� Rozanolixizumab is a neonatal Fc receptor blocker that was 

approved in the USA on June 26, 2023 for the treatment of adults 
with anti-AChR Ab+ or anti-MuSK Ab+ gMG1

•	� This retrospective, observational cohort study aimed to understand 
the profile of patients initiating rozanolixizumab in the USA outside 
of clinical trials

Methods
•	� De-identified data from July 2023 to February 2025 were collected 

from adults with gMG who had enrolled in a patient support 
program (ONWARD™) and/or had specialty pharmacy data

•	� Data were analyzed descriptively

•	� The primary objective was to describe patient, disease and 
treatment characteristics and rozanolixizumab utilization 
at baseline

	– Describing utilization patterns during follow-up was a 
secondary objective

Results
•	� Overall, 877 patients with an MG diagnosis and rozanolixizumab 

initiation at baseline were included

	– 61.3% (n=538) were enrolled in both the patient support 
program and the specialty pharmacy data collection program

Summary and conclusions

This retrospective, observational 
cohort study analyzed data from 
adults with gMG who initiated 
rozanolixizumab treatment in the USA

In the USA, rozanolixizumab 
treatment has been initiated in a 
broad population of patients with 
gMG, across a range of age and 
weight groups and with diverse 
disease characteristics

Rozanolixizumab treatment patterns 
over the first year of this real-world 
study were generally consistent 
with those observed in clinical trials 
(mean 3.7 cycles versus 4.1 cycles  
in the Phase 3 studies)2

•	� The baseline sociodemographic and disease characteristics 
reflected a broad gMG population (Figure 1)

	– The mean (SD) age at rozanolixizumab initiation was 62.2 (16.6) 
years (Figure 1a) with age ranging from 18 to 93 years

	– 51.5% (n=452/877) of patients were female

	– The largest proportion of patients was from the southern states 
(Figure 1b)

	– The cohort covered a wide range of weight categories 
(Figure 1c) with a median (range) of 87.0 (36–180) kg 

	– The mean (SD) MG-ADL score (n=695) was 8.4 (3.8) (Figure 1g)

•	� Of patients with available data, the majority were naïve to 
rozanolixizumab (98.3%, n=578/588) and had a neurologist as their 
specialty provider (96.2%, n=627/652)

•	� Mean (SD) follow-up for patients with ≥1 treatment date (n=393) 
was 33.5 (19.1) weeks

•	� Overall (n=393), the mean (SD) number of cycles initiated 
was 3.0 (1.9)

•	� Patients who had ≥2 cycles (n=301) had a mean (SD) of 5.9 (3.7) 
weeks between cycles (Figure 2)

•	� Patients with ≥1 year of follow-up since rozanolixizumab initiation 
(n=100) started a mean of 3.7 cycles in Year 1 (Figure 2)

	– The median time to initiation of a second cycle in this subgroup 
was 48 days (Kaplan–Meier analysis)

Figure 1	 Sociodemographic and disease characteristics at baseline reflected a broad gMG population
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Figure 2	 The cadence of rozanolixizumab treatment cycles in Year 1 followed a similar pattern to that observed in Phase 3 clinical studies*

Cycle 1

6 weeks 6 weeks 6 weeks 6 weeks

Cycle 2 Cycle 3 Cycle 4

6–8 weeks

Treatment-free

6–8 weeks

Treatment-free

6–8 weeks

Treatment-free

6–8 weeks

Treatment-free

Rozanolixizumab
SC infusion

Cycle pattern in Phase 3 clinical studies*2Cycle pattern in Phase 3 clinical studies*2

Mean cycles in year 1 4.1 (n=130)

Most frequent 
treatment-free interval ≥4 to <8 weeks

Cycle pattern in this study

Mean cycles in year 1 3.7 (n=100)†

Mean 
treatment-free interval 5.9 weeks  (n=301)‡

0

50

100

150

200

250

18–20 21–30 31–40 41–50 51–60 61–70 71–80 81–90 91–100

Patients,
n (%)

10
(1.1)

30
(3.4)

72
(8.2)

104
(11.9)

131
(15.0)

204
(23.3)

101
(11.6)

219
(25.1)

3
(0.3)

(a) Age (n=874), years

*Midwest: Indiana, Illinois, Michigan, Ohio, Wisconsin, Iowa, Kansas, Minnesota, Missouri, Nebraska, North Dakota, South Dakota; Northeast: Connecticut, Maine, Massachusetts, New Hampshire, Rhode Island, Vermont, New Jersey, New York, 
Pennsylvania; South: Delaware, District of Columbia, Florida, Georgia, Maryland, North Carolina, South Carolina, Virginia, West Virginia, Alabama, Kentucky, Mississippi, Tennessee, Arkansas, Louisiana, Oklahoma, Texas; West: Arizona, Colorado, Idaho, 
New Mexico, Montana, Utah, Nevada, Wyoming, Alaska, California, Hawaii, Oregon, Washington. 

Midwest Northeast South West Puerto Rico

104
(17.9) 68

(11.7)

278
(47.9)

128
(22.1)

2
(0.3)

0

100

200

300Patients,
n (%)

(b) Region (n=580)*

80

60

40

20

0

Patients, n

PR

CA

NV
UT

ID

MT ND

SD

NE IA
WY

OR

WA

AZ
NM

TX

HI
AK

OK

KS
CO

MO

MN
WI

MI

MI

IL IN OH

KY

TN
AR

MS
LA

AL GA

FL

SC

NC
VA WV

PA

NY

ME

NH
MA
CT

NJ
MD
DE

RI

VT

§Unknown: patients who were both anti-AChR Ab+ and anti-MuSK Ab+, patients who were only 
anti-AChR Ab−, and patients who were only anti-MuSK Ab−.

†Available from PSP data only. 
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*MycarinG (NCT03971422), MG0004 (NCT04124965) and MG0007 (NCT04650854).2 †Patients with ≥365 days since rozanolixizumab initiation (regardless of follow-up status). ‡Patients with ≥2 treatment cycles.


