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Introduction

gMG is a chronic, autoimmune, neuromuscular disease that can
significantly affect patients’ HRQol!

The MG-QolL15r is a PRO measure that investigates the physical,
social and emotional impact of MG on HRQoL?

Rozanolixizumab, a humanised |lgG4 mAb that targets and blocks
FcRn with high affinity, is approved for the treatment of adults with
anti-AChR Ab+ or anti-MuSK Ab+ gMG*#

In the randomised, double-blind, Phase 3 MycarinG study
(NCT03971422), one 6-week cycle of rozanolixizumab improved
MG-QoL15r total scores compared with placebo in patients

with gMG (LS mean difference from placebo in CFB to Day 43:
—2.2 [p=0.018] and —3.7 [p<0.001] with rozanolixizumab 7 mg/kg
and 10 mg/kg, respectively)>©

This post hoc analysis evaluated the effect of long-term,
cyclic rozanolixizumab treatment on patients’' HRQoL using
MG-QolL15r item-level scores

Methods

In MycarinG, patients were aged >18 years with MGFA Disease
Class II-1Va anti-AChR Ab+ or anti-MuSK Ab+ gMG with

Final efficacy data were pooled across MycarinG, MG0OQ0O04 (first
6 weeks) and MGOQOQ7 for patients with >2 symptom-driven
rozanolixizumab treatment cycles

— CFB to Day 43 in MG-QolL15r item-level scores across
Cycles 1-13 was assessed post hoc using means weighted
by sample size

Final safety data were pooled across MycarinG and MGOQOQ7 for
patients with >1 treatment cycle; incidence of TEAEs was assessed

Results

Overall, 129 patients received >2 symptom-driven cycles of
rozanolixizumab (7 mg/kg or 10 mg/kg)

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

Across Cycles 1-13 (N=890), weighted-mean (SD) MG-QolL15r
total score decreased from 15.0 (7.2) at baseline to 104 (7.4) at
Day 43

Similarly, weighted-mean scores improved between baseline
and the end of each 6-week rozanolixizumab cycle (Day 43)
for all MG-QoL15r items across Cycles 1-13 (Figure 1)

— The greatest improvements in weighted-mean score between
baseline and Day 43 were observed for the items “trouble eating”,
"difficulty speaking’, "trouble using my eyes” and "bothered by
limitations in performing work”

Summary and conclusions
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Study and
extensions

In this post hoc analysis of
MycarinG and its OLE studies,
the effect of long-term, cyclic
rozanolixizumab treatment on
patients’ HRQoL was evaluated
using MG-QolL15r item-level scores

Long-term rozanolixizumab
treatment across 13 cycles led
to improvements in all
MG-QolL15r item-level scores
over multiple cycles

an MG-ADL score >3 (for non-ocular symptoms) and a
QMG score >11 °

e Following MycarinG, patients could enrol in OLE studies
MGO0004 (NCT04124965) then MGOOO7/ (NCT04650854),
or MGOOO7/ directly

— In MGOOO04, patients received once-weekly rozanolixizumab
7 mg/kg or 10 mg/kg for <52 weeks

speaking” (Figure 2)
mild or moderate

— MGO007 comprised an initial 6-week rozanolixizumab 7 mg/kg cyclic treatment

or 10 mg/kg cycle, with further cycles administered upon
symptom worsening at the investigator’s discretion

Figurel Across all MG-QoL15r items, weighted-mean scores improved between
baseline and Day 43 over 13 cycles
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Efficacy pool, defined as patients with >2 symptom-driven cycles. N=890. *N=889.

Abbreviations: Ab+, antibody positive; AChR, acetylcholine receptor; CFB, change from baseline; FCRn, neonatal fragment crystallisable receptor; gMG, generalised myasthenia
gravis; HRQoL, health-related quality of life; IgG4, immunoglobulin G4; LS, least squares; mAb, monoclonal antibody; MG, myasthenia gravis; MG-ADL, Myasthenia Gravis Activities of
Daily Living; MGFA, Myasthenia Gravis Foundation of America; MG-QolL15r, Myasthenia Gravis Quality of Life 15-item revised; MuSK, muscle-specific tyrosine kinase; OLE, open-label
extension; PRO, patient-reported outcome; QMG, Quantitative Myasthenia Gravis; SD, standard deviation; TEAE, treatment-emergent adverse event.
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Across Cycles 1-13 (weighted average), the proportion of patients
who improved to having no symptom impacts at Day 43 was
greatest for the MG-QoL15r items “trouble eating” and “difficulty

e Intotal, 93.1% (175/188) of patients experienced a TEAE; most were
— The incidence of TEAEs did not increase with repeated

— The three most common TEAEs were headache (50.0% [94/188]),
diarrhoea (33.5% [63/188]) and COVID-19 (21.8% [41/188])

This post hoc analysis
demonstrated that long-term use
of rozanolixizumab had consistent
efficacy across the range of
Impacts on HRQolL caused

by MG symptoms

Figure 2 Across Cycles 1-13, each MG-QoL15r item-level score was improved
In up to 38.5% of patients
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Efficacy pool. Percentages may not add to 100.0% due to rounding.

from Indiana University Health. He has no financial relationship with any pharmaceutical company and receives no compensation from any pharmaceutical company (present or past).
Robert M. Pascuzzi speaks at educational seminars on a broad variety of general neurology topics for primary care physicians through the organisation Medical Education Resources
(an educational organisation with no links or ties to any pharmaceutical or healthcare business company). Therefore, Robert M. Pascuzzi has no conflicts of interest related to this
research, manuscript, presentation or publication. Sabrina Sacconi has nothing to disclose. John Vissing has been a Consultant on advisory boards for Amicus Therapeutics, Biogen,
Edgewise Therapeutics, Fulcrum Therapeutics, Genethon, Horizon Therapeutics (now Amgen), Lupin, ML Biopharma, Novartis, Regeneron Pharmaceuticals, Roche, Sanofi Genzyme
(how Sanofi), Sarepta Therapeutics and UCB. He has received research and travel support and/or speaker honoraria from Alexion Pharmaceuticals,
argenx, Biogen, Edgewise Therapeutics, Fulcrum Therapeutics, Lupin, Sanofi Genzyme (now Sanofi) and UCB. He is a Principal Investigator in clinical trials
for Alexion Pharmaceuticals, argenx, Atamyo Therapeutics, Genethon, Horizon Therapeutics (now Amgen), Janssen Pharmaceuticals (how Johnson &
Johnson Innovative Medicine), ML Biopharma, Novartis, Regeneron Pharmaceuticals, Roche, Sanofi Genzyme (now Sanofi) and UCB. Jos Bloemers, Paul
Mahoney and Thais Tarancon are employees and shareholders of UCB. Vera Bril is a Consultant for Akcea, Alexion Pharmaceuticals, Alnylam, argenx,
CSL, Grifols, Immunovant, lonis, Janssen Pharmaceuticals (now Johnson & Johnson Innovative Medicine), Momenta (now Johnson & Johnson), Novo
Nordisk, Octapharma, Pfizer, Powell Mansfield, Roche, Sanofi, Takeda Pharmaceuticals and UCB. She has received research support from Akcea, Alexion
Pharmaceuticals, argenx, CSL, Grifols, Immunovant, lonis, Momenta (now Johnson & Johnson), Octapharma, Takeda Pharmaceuticals, UCB and Viela Bio
(how Amgen).

References: 1. Jackson K, et al. Neurol Ther. 2023;12(1):107-128. 2. Burns TM, et al. Muscle Nerve. 2016;54(6):1015-1022. 3. RYSTIGGO® EU SmPC.
www.ema.europa.eu/en/documents/product-information/rystiggo-epar-product-information_en.pdf. Accessed June 2026. 4. Smith B, et al. mAbs.
2018;10(7):1111-1130. 5. Bril V, et al. Lancet Neurol. 2023;22(5):383-394. 6. Sacconi S, et al. Quality of life in patients with generalised myasthenia gravis
receiving rozanolixizumab: Post hoc analysis of MycarinG [poster]. EAN 2025. Poster EPO-307.

Please use this QR code to
download a PDF of the poster.



