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Prospective cohort study evaluating efficacy and safety of efgartigimod in Chinese generalized myasthenia gravis patients
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Background: Despite the efficacy of efgartigimod demonstrated in ADAPT phase 3 trial, data specifically derived from Chinese participants are not available. Therefore, we aimed to evaluate the efficacy and safety of efgartigimod in Chinese patients with generalized myasthenia gravis (gMG).

Methods: This is a prospective cohort study conducted in 8 hospitals across China. gMG patients received weekly intravenous infusions of efgartigimod (10 mg/kg) under a named patient program (NPP). The present study is an 8-week study, consisting of 4 consecutive doses of efgartigimod administered over 3 weeks (one cycle), followed by a 5-week follow-up period to assess the tolerability of efgartigimod’s therapeutic effects. The primary outcome was the mean change in MG activities of daily living (MG-ADL) total score from baseline to 4 weeks. MG-ADL responder was defined as a ≥ 2-point improvement that persisted for 4 weeks, starting by week 4. Safety evaluations encompassed the monitoring of adverse events (AE) and serious AE (SAE) throughout the study.

Results: Between 5 July 2022 and 25 August 2023, a total of 14 gMG patients were included. The mean age was 57.7 years, with a mean MG-ADL score of 10.86 ± 3.32. At week 4, MG-ADL scores showed a mean reduction of 6 points, reaching a maximum decline of 13 points. Among the patients, 85.7% (12/14) achieved MG-ADL responder status after one cycle of treatment. The most significant reduction in quantitative MG (QMG) scores also occurred at week 4, with a mean decrease of 7 points. Notably, the improvements in MG-ADL and QMG scores persisted until week 8. During treatment and follow-up period, only two mild neck rashes occurred and resolved promptly. No infections or SAE were reported.

Discussion: A single cycle of efgartigimod treatment demonstrates effectiveness and the tolerability through week 8, with no new safety signals observed in Chinese gMG patients.
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1 Introduction

Myasthenia gravis (MG) is an autoimmune disorder characterized by localized or widespread manifestations of muscle weakness, with about 85% of patients having IgG autoantibodies against the nicotinic acetylcholine receptor (AChR) in skeletal muscle (1). Generalized MG (gMG) severely impairs functions like speech, swallowing, breathing and eye movements, affecting quality of life (1, 2). In China, MG prevalence is rising (3), with an incidence rate of 0.68 per 100,000 person-years and a mortality rate upon admission of 14.69 per thousand (4). Current treatment options for Chinese MG patients primarily consist of thymectomy, pyridostigmine, non-steroidal immunosuppressants (NSIST), glucocorticoids such as prednisolone or methylprednisolone, intravenous immunoglobulin and plasma exchange (5). Patients with gMG may benefit from the depletion of B cells (e.g., CD20 monoclonal antibody) (6). These treatments are tailored to individual patient requirements, focusing on symptom management and minimizing side effects (7). However, there are some limitations to these approaches, making it crucial to develop more effective strategies for patients.

Efgartigimod, an Fc fragment of human IgG1, targets and reduces pathogenic immunoglobulin G (IgG) antibodies by blocking their recycling via the neonatal Fc receptor (FcRn), critical in preventing IgG degradation (8, 9). Results from phase I and II trials demonstrate its efficacy in lowering IgG without impacting other immunoglobulins or albumin, offering potential in treating IgG-mediated autoimmune diseases (10). The ADAPT phase 3 trial highlighted the efficacy and tolerability of efgartigimod in gMG, demonstrating consistent benefits across various MG scales (11). However, the limited representation of Asians, particularly the absence of Chinese patients, underscores the need for additional assessment of efgartigimod within this population. Additionally, the efgartigimod was not approved in China when the study was initiated. To bridge this gap, we launched a named patient program (NPP).



2 Materials and methods


2.1 Study design

This prospective cohort study was conducted at 8 centers in China. Efgartigimod was not approved in China when the study commenced in July 2022. Therefore, it was provided for compassionate use under an NPP, allowing the use of unapproved drugs when no satisfactory alternatives were available. This program in China was conducted in strict adherence to ethical guidelines to safeguard patient safety. Eligible patients were administered weekly intravenous infusions of efgartigimod at a dosage of 10 mg/kg, while maintaining their existing MG medication regimen. For patients weighing ≥ 120 kg, a maximum dose of 1,200 mg per infusion was administered. The whole treatment comprised a single cycle, consisting of 4 consecutive doses administered over a period of 3 weeks, with scheduled weekly visits (V1–V4, week 0–3). This was followed by visits at 1 week (week 4) and 5 weeks (week 8) after the last dose (V5, V6; Supplementary Figure 1). Efgartigimod treatment and visits V1-5 were conducted at Hainan General Hospital, while the screening and V6 were completed at other centers. This study adhered to the principles outlined in the Declaration of Helsinki, and the ethics committees and institutional review boards of each participating hospital provided approval for the study protocol. Written informed consent was obtained from all participants. The study was registered with the Chinese Clinical Trial Registry (registration number: ChiCTR2200066880).



2.2 Participants

Enrolled Chinese patients in this study were 18 years or older and diagnosed with gMG. Patients were eligible if their diseases were classified as MG Foundation of America (MGFA) class II to IV, presenting with a MG activities of daily living (MG-ADL) score of 5 or higher (>50% non-ocular) and a positive AChR-Ab test. Moreover, they had received one or more stable treatments (defined as treatment remained unchanged for the past month) for gMG (limited to acetylcholinesterase inhibitors, steroids, and/or NSIST) before screening. Patients were excluded if they had (1) received treatment with rituximab or eculizumab within 6 months, thymectomy within 3 months, or IVIg or PE within 1 month prior to screening, (2) active hepatitis B, serological response for hepatitis C, low CD4 cell count for HIV, serum IgG levels below 6 g/L, or were pregnant.



2.3 Efficacy assessments

In assessing disease burden/severity, various MG-related scales such as the MG-ADL profile score (12), quantitative MG (QMG) (13), and MG composite scales (14) were utilized. The revised 15-item Myasthenia Gravis Quality of Life scale (MG-QoL15r) (15) and the EuroQoL 5-Dimensions 5-Levels (EQ-5D-5L) (16) were employed to assess patients’ self-perceived HR-QOL and the impact of MG on their daily functioning and overall well-being. The primary outcome of this study was the improvement in MG-ADL scores from baseline to the week 4 visit of the cycle (1 week post the fourth infusion) (11). The MG-ADL responder was defined as a persistent improvement of ≥2 points for a minimum of 4 consecutive weeks, with the first improvement occurring by week 4 (1 week after the last dose). Secondary outcomes included (1) reduction in QMG scores from baseline after 4 weeks of efgartigimod treatment and the proportion of QMG responders (defined as a persistent improvement of ≥3 points in total QMG score for at least 4 consecutive weeks, with the first improvement occurring by week 4) (11); (2) reduction in MG-QoL15r scores from baseline post 4 weeks of efgartigimod treatment; (3) improvement in EQ-5D-5L scores post 4 weeks of efgartigimod treatment; (4) percentage reduction in IgG levels in patients; and (5) the correlation between the percentage reduction in IgG levels and the percentage reduction in MG-ADL scores.



2.4 Safety assessments

Safety assessments encompassed monitoring the incidence of adverse events (AEs) and serious AEs (SAEs), as well as changes in laboratory examination-related parameters throughout the study. These examinations, carried out at each visit, included lymphocyte count, blood white blood cell (WBC) count, urine WBC count, neutrophil count, low-density lipoprotein cholesterol (LDL-C) level, total cholesterol (TC) level and albumin level.



2.5 Measurements of IgG and AChR-Ab

Patients’ IgG levels were measured using the turbidimetric inhibition immunoassay, while the AChR antibody levels were detected using radioimmunoassay (RSR limited, United Kingdom).



2.6 Statistical analysis

Continuous variables were initially assessed for normality, and those meeting normal distribution were expressed as mean ± standard deviation or mean ± standard error. Categorical variables were described as frequencies (%). The correlation between the percentage reduction in IgG and the percentage reduction in MG-ADL scores was analyzed using simple linear regression. The comparison of MG-ADL and QMG scores across different visits was analyzed using paired t-test. A p-value of less than 0.05 indicates statistical significance.




3 Results


3.1 Patient’s baseline characteristics

A total of 14 gMG patients completed 4 infusions and 5-week follow-up between July 5, 2022 and August 25, 2023. Patient baseline characteristics are shown in Supplementary Table 1. The mean age was 57.7 years, and the duration of gMG was 6.2 years. The majority of the patients (71.4%) were classified as MGFA class III, and more than half (8/14, 57.1%) had undergone thymectomy more than 1 year before enrollment. Four patients (28.6%) had no history of prior NSIST, steroid treatment or any other immunotherapy, except for pyridostigmine. Despite receiving ongoing systemic therapy for MG, their mean baseline MG-ADL and QMG scores were notably high at 10.86 ± 3.32 and 20.00 ± 5.02, respectively (Table 1).



TABLE 1 Baseline characteristics of the patients.
[image: Table1]



3.2 Efficacy of efgartigimod

After efgartigimod treatment, both MG-ADL and QMG scores decreased rapidly. Following a single cycle of treatment, significant improvements were observed in both MG-ADL (Figure 1A) and QMG scores (Figure 1B) at week 4. The most significant improvement in MG-ADL scores occurred during this period, with a mean decrease of 6 points (Figure 1A) and a maximum decrease of 13 points. Among the patients, 85.71% (12/14) were MG-ADL responders (Figure 1C), while those with a 3-point reduction in QMG scores reached 100% (Figure 1D). Of the 12 MG-ADL responders, 75% (9/12) experienced an onset of response by week 1, increasing to 100% by week 2. At week 8 (5 weeks after the last dose, V6), 78.6% (11/14) remained MG-ADL responders. The mean ADL scores at weeks 2, 3, 4, 8 exhibited significant decreases compared to the baseline (p < 0.05). The most significant reduction in QMG scores also occurred at week 4, with a mean decrease of 7 points (Figure 1B) and a maximum decrease of 17 points.

[image: Figure 1]

FIGURE 1
 Changes in MG-ADL, QMG, MG-QoL15r scores and EQ-5D-5L scores during the treatment period and follow-up period. (A) Changes in MG-ADL and (B) QMG scores during the treatment and follow-up periods. The proportions of patients with different thresholds of (C) MG-ADL reduction and (D) QMG reduction in one treatment cycle. (E) Changes in MG-QoL15r and (F) EQ-5D-5L scores during the treatment period and follow-up period. *p < 0.05, compared with V1.


Patients exhibited a rapid decline in MG-QoL15r scores, achieving a maximum decrease of 25 points (Figure 1E), with the most significant improvement noted at week 4. Although the descent in MG-QoL15r scores slowed during the follow-up, there was still an obvious decrease compared to baseline (p < 0.05)[image: image] It is evident that the MG-QoL15r scores showed a consistent downward trend during both the treatment and follow-up periods of efgartigimod (Figure 1E). Furthermore, the EQ-5D-5L scores showed improvements during the treatment period, with a maximum improvement of 60 points, and the mean peak improvement occurred at week 4, reaching 24 points (Figure 1F). Despite a slight deceleration in the trend of improvement in EQ-5D-5L scores during the follow-up, the improvement in EQ-5D-5L scores during both treatment and follow-up remained notably distinct compared to the baseline (p < 0.05; Figure 1F).



3.3 Safety

Only 2 mild AEs were reported, both manifesting as red rashes on the anterior neck, resulting in an AE incidence rate of 14.3% over the 8 weeks. No infections or SAE occurred throughout the course of the study. The changes in lymphocyte count, blood WBC count, LDL-C, urine WBC count, neutrophil count and TC were within normal limits (Supplementary Figure 2).



3.4 Changes in total IgG and AChR-Ab levels

The IgG levels and AChR-Ab levels of patients during the treatment period declined rapidly within 3–4 weeks (Figures 2A,B). A consistent trend between the decline in IgG levels and the decrease in MG-ADL scores was observed (Figure 2C). There was a linear correlation (R2 = 0.519, p < 0.0001) between the change in MG-ADL scores and the change in IgG levels from baseline (Figure 2D).

[image: Figure 2]

FIGURE 2
 Changes in total IgG and AChR antibody levels during treatment period and follow-up period. (A) Changes in total IgG level and (B) AChR antibody level during treatment period and follow-up period. (C) Comparison of the trend of decreasing IgG levels with the trend of decreasing MG-ADL levels. (D) Linear correlation between changes in MG-ADL scores relative to baseline and changes in IgG levels relative to baseline.





4 Discussion

This is the first study to investigate Chinese gMG patients treated with efgartigimod, and the results regarding efficacy and safety were consistent with those observed in the ADAPT study (11). Our study showed that a single treatment cycle of efgartigimod was effective, and its therapeutic effects seemed to last over a period of 5 weeks. Efgartigimod was well-tolerated in Chinese gMG patients with no new safety signals.

Based on the ADAPT subset analysis of Japanese population, only 37.5% (3/8) efgartigimod-treated patients achieved MG-ADL responder status during cycle 1 treatment in the overall population. However, the limited sample size in that analysis may have introduced bias. In our study, patients experienced rapid and significant improvements in MG-ADL, QMG scores and their overall QOL. Only 1 week after the last dose of efgartigimod, most patients exhibited improvements. Moreover, these improvements persisted even after a 5-week discontinuation of efgartigimod, indicating the tolerability of its therapeutic effects.

The patients in our study had a shorter time since diagnosis (over 6 years) compared to efgartigimod group in the ADAPT study (10 years). Our patients had limited treatment options, with 71.4% having received steroid and NSIST, in contrast to 81% in the ADAPT (11). Despite some differences in patient characteristics, the efficacy of efgartigimod in Chinese gMG patients remains comparable to that observed in the ADAPT study. After a single cycle of efgartigimod treatment, both the MG-ADL and QMG scores improved rapidly, with all patients demonstrating clinically meaningful improvement starting from the second week. In our study, 85.71% of the patients achieved MG-ADL responder status, compared with 68% in the ADAPT study, while the overall magnitude of change in MG-ADL and QMG scores aligned with observations from the ADAPT study (11). The subgroup analyses from the ADAPT trial have shown that efgartigimod is effective in gMG patients, irrespective of the disease stage or treatment history. Similarly, in this study, patients with different disease durations, clinical scales, and baseline treatment regimens demonstrated rapid improvements in MG-ADL and QMG scores after a single cycle of efgartigimod treatment. This further substantiates the conclusions drawn from the ADAPT trial. Furthermore, the use of efgartigimod did not increase the risk of infection in Chinese patients. Laboratory testing showed that the leukocytes, neutrophils, and lymphocytes remained consistently within the normal range within 8 weeks. It has been reported that efgartigimod maintained satisfactory efficacy and safety profile, even in patients experiencing exacerbations of MG triggered by infections (11).

Administration of FcRn antagonists decreases the degradation of IgG, leading to a prolonged half-life and increased concentration of serum total IgG (10, 17, 18). As an FcRn antagonist, efgartigimod effective reduced serum total IgG levels, and there is gradual rise in IgG levels after discontinuation. Moreover, we found a linear correlation between the reduction in IgG levels and the improvement in MG-ADL scores. The clearance of IgG could yield clinical benefits, and serum total IgG levels may serve as a potential biomarker for predicting the clinical efficacy of efgartigimod in gMG patients.

A retrospective study conducted in USA aimed to the integration of efgartigimod into the existing treatment algorithm for MG and assess its efficacy (19). Among the 17 patients who completed at least a 3-month treatment of efgartigimod, 15 patients (88%) reported subjective improvements in their MG-ADL scores. The mean baseline MG-ADL score was 9.1, which decreased to 3.9 at 3 months. The treatment was generally well-tolerated, with 7 patients experiencing infections. The authors recommend considering efgartigimod for patients who have failed first-line therapies, experience toxicities from their current treatments, and/or need rapid symptom improvement. Studies from Japan, Italy, and the international ADAPT+ study provide insights into the long-term efficacy and safety of efgartigimod for treating gMG across diverse populations. A multi-center study involved Japanese 1,343 gMG patients, focusing on 36 who received efgartigimod (20). Significant improvements in MG-ADL and MG-QOL15-r scores were observed. The study confirmed efgartigimod’s efficacy across various MG subtypes and concluded that efgartigimod is a feasible and well-tolerated treatment for Japanese MG patients. The Italian study (21) evaluated efgartigimod in a real-world setting and demonstrated that efgartigimod exhibited significant clinical improvements, reducing the need for hospitalization. Throughout the treatment period and a14-month follow-up, no major side effects were reported, indicating good tolerability of efgartigimod treatment. The ADAPT+ study (22), an open-label extension of the pivotal phase 3 ADAPT trial, involved 151 participants continuing efgartigimod treatment. It provided long-term data on safety, tolerability, and efficacy, showing that most participants achieved clinically meaningful improvements in MG-ADL and QMG scores over multiple treatment cycles. The study highlighted efgartigimod’s sustained efficacy and well-characterized safety profile, making it a compelling option for long-term management of gMG.

The limitations of this prospective study include the following aspects. Firstly, this study design was observational and lacked a control group, which introduced the possibility for selection or misclassification bias. Secondly, this study was limited to a single efgartigimod treatment cycle and short-term follow-up, while the ADAPT study required patients to initiate the second cycle of treatment after the change in MG-ADL scores. Extending the follow-up period would enable a comprehensive assessment of safety. Thirdly, caution should be exercised when interpreting the conclusion because of the small sample size and exclusion of MG patients with sero-negative AChR-Ab. Subsequent research could benefit from an expanded investigation using a large, multi-cycle cohort study.



5 Conclusion

In conclusion, this study demonstrates that efgartigimod exhibits robust efficacy and tolerability in Chinese gMG patients, with outcomes comparable to those of the ADAPT study.



Data availability statement

The original contributions presented in the study are included in the article/Supplementary material, further inquiries can be directed to the corresponding authors.



Ethics statement

The studies involving humans were approved by the Ethics Committee of Hainan General Hospital. The studies were conducted in accordance with the local legislation and institutional requirements. The participants provided their written informed consent to participate in this study.



Author contributions

PW: Methodology, Data curation, Formal analysis, Validation, Writing – original draft. BZ: Data curation, Formal analysis, Methodology, Writing – original draft. JY: Formal analysis, Methodology, Validation, Writing – original draft, Investigation. JX: Formal analysis, Investigation, Methodology, Writing – original draft. YT: Formal analysis, Investigation, Methodology, Writing – original draft. FG: Formal analysis, Investigation, Methodology, Writing – original draft. FZ: Formal analysis, Investigation, Methodology, Writing – original draft. TC: Formal analysis, Investigation, Methodology, Writing – original draft. HZ: Formal analysis, Investigation, Methodology, Writing – original draft. HL: Formal analysis, Methodology, Writing – original draft, Data curation, Validation. ZZ: Data curation, Formal analysis, Methodology, Validation, Writing – original draft. HY: Validation, Conceptualization, Funding acquisition, Investigation, Project administration, Resources, Visualization, Writing – review & editing. CZ: Writing – review & editing, Conceptualization, Funding acquisition, Investigation, Methodology, Project administration, Resources, Visualization. SH: Writing – review & editing, Conceptualization, Funding acquisition, Investigation, Methodology, Project administration, Resources, Visualization.



Funding

The author(s) declare that financial support was received for the research, authorship, and/or publication of this article. This project was supported by Hainan Province Clinical Medical Center and Science and Technology special fund of Hainan Province (ZDYF2022SHFZ303).



Acknowledgments

The authors thank all the study participants and investigators for their participation in the trial. We would like to acknowledge the support provided by ZaiLab. The ZaiLab was not involved in the study design, collection, analysis, interpretation of data, the writing of this article, or the decision to submit it for publication.



Conflict of interest

The authors declare that the research was conducted in the absence of any commercial or financial relationships that could be construed as a potential conflict of interest.



Publisher's note

All claims expressed in this article are solely those of the authors and do not necessarily represent those of their affiliated organizations, or those of the publisher, the editors and the reviewers. Any product that may be evaluated in this article, or claim that may be made by its manufacturer, is not guaranteed or endorsed by the publisher.



Supplementary material

The Supplementary material for this article can be found online at: https://www.frontiersin.org/articles/10.3389/fneur.2024.1407418/full#supplementary-material



References

 1. Gilhus, NE, Tzartos, S, Evoli, A, Palace, J, Burns, TM, and Verschuuren, JJGM. Myasthenia gravis. Nat Rev Dis Primers. (2019) 5:30. doi: 10.1038/s41572-019-0079-y

 2. Dhillon, S. Eculizumab: a review in generalized myasthenia gravis. Drugs. (2018) 78:367–76. doi: 10.1007/s40265-018-0875-9 

 3. Li, Y, Dong, X, Li, Z, Peng, Y, Jin, W, Zhou, R , et al. Characteristics of myasthenia gravis in elderly patients: a retrospective study. Neurol Sci. (2022) 43:2775–83. doi: 10.1007/s10072-021-05599-z

 4. Chen, J, Tian, DC, Zhang, C, Li, Z, Zhai, Y, Xiu, Y , et al. Incidence, mortality, and economic burden of myasthenia gravis in China: a nationwide population-based study. Lancet Reg Health West Pac. (2020) 5:100063. doi: 10.1016/j.lanwpc.2020.100063 

 5. Gao, F, Zhao, X, Zhang, J, Cui, X, Zhang, Y, Li, Q , et al. Clinical features of patients with myasthenia gravis from the Henan province, China. Muscle Nerve. (2016) 53:711–6. doi: 10.1002/mus.24920 

 6. Behin, A, and Le Panse, R. New pathways and therapeutic targets in autoimmune myasthenia gravis. J Neuromuscul Dis. (2018) 5:265–77. doi: 10.3233/JND-170294 

 7. Menon, D, and Bril, V. Pharmacotherapy of generalized myasthenia gravis with special emphasis on newer biologicals. Drugs. (2022) 82:865–87. doi: 10.1007/s40265-022-01726-y 

 8. Heo, YA. Efgartigimod: first approval. Drugs. (2022) 82:341–8. doi: 10.1007/s40265-022-01678-3 

 9. Heo, YA. Efgartigimod Alfa in generalised myasthenia gravis: a profile of its use. CNS Drugs. (2023) 37:467–73. doi: 10.1007/s40263-023-01000-z 

 10. Ulrichts, P, Guglietta, A, Dreier, T, van Bragt, T, Hanssens, V, Hofman, E , et al. Neonatal fc receptor antagonist efgartigimod safely and sustainably reduces IgGs in humans. J Clin Invest. (2018) 128:4372–86. doi: 10.1172/JCI97911 

 11. Howard, JF Jr, Bril, V, Vu, T, Karam, C, Peric, S, Margania, T , et al. Safety, efficacy, and tolerability of efgartigimod in patients with generalised myasthenia gravis (ADAPT): a multicentre, randomised, placebo-controlled, phase 3 trial. Lancet Neurol. (2021) 20:526–36. doi: 10.1016/S1474-4422(21)00159-9 

 12. Wolfe, GI, Herbelin, L, Nations, SP, Foster, B, Bryan, WW, and Barohn, RJ. Myasthenia gravis activities of daily living profile. Neurology. (1999) 52:1487–9. doi: 10.1212/wnl.52.7.1487

 13. Barohn, RJ, McIntire, D, Herbelin, L, Wolfe, GI, Nations, S, and Bryan, WW. Reliability testing of the quantitative myasthenia gravis score. Ann N Y Acad Sci. (1998) 841:769–72. doi: 10.1111/j.1749-6632.1998.tb11015.x 

 14. Burns, TM, Conaway, MR, Cutter, GR, and Sanders, DB, Muscle Study Group. Construction of an efficient evaluative instrument for myasthenia gravis: the MG composite. Muscle Nerve. (2008) 38:1553–62. doi: 10.1002/mus.21185 

 15. Burns, TM, Sadjadi, R, Utsugisawa, K, Gwathmey, KG, Joshi, A, Jones, S , et al. International clinimetric evaluation of the MG-QOL15, resulting in slight revision and subsequent validation of the MG-QOL15r. Muscle Nerve. (2016) 54:1015–22. doi: 10.1002/mus.25198 

 16. Herdman, M, Gudex, C, Lloyd, A, Janssen, M, Kind, P, Parkin, D , et al. Development and preliminary testing of the new five-level version of EQ-5D (EQ-5D-5L). Qual Life Res. (2011) 20:1727–36. doi: 10.1007/s11136-011-9903-x 

 17. Roopenian, DC, and Akilesh, S. FcRn: the neonatal fc receptor comes of age. Nat Rev Immunol. (2007) 7:715–25. doi: 10.1038/nri2155 

 18. Zuercher, AW, Spirig, R, Baz Morelli, A, Rowe, T, and Käsermann, F. Next-generation fc receptor-targeting biologics for autoimmune diseases. Autoimmun Rev. (2019) 18:102366. doi: 10.1016/j.autrev.2019.102366 

 19. Singer, M, Khella, S, Bird, S, McIntosh, P, Paudyal, B, Wadhwani, A , et al. Single institution experience with efgartigimod in patients with myasthenia gravis: patient selection, dosing schedules, treatment response, and adverse events. Muscle Nerve. (2024) 69:87–92. doi: 10.1002/mus.28003 

 20. Suzuki, S, Uzawa, A, Nagane, Y, Masuda, M, Konno, S, Kubota, T , et al. Therapeutic responses to Efgartigimod for generalized myasthenia gravis in Japan. Neurol Clin Pract. (2024) 14:e200276. doi: 10.1212/CPJ.0000000000200276 

 21. Frangiamore, R, Rinaldi, E, Vanoli, F, Andreetta, F, Ciusani, E, Bonanno, S , et al. Efgartigimod in generalized myasthenia gravis: a real-life experience at a national reference center. Eur J Neurol. (2024) 31:e16189. doi: 10.1111/ene.16189 

 22. Howard, JF Jr, Bril, V, Vu, T, Karam, C, Peric, S, De Bleecker, JL , et al. Long-term safety, tolerability, and efficacy of efgartigimod (ADAPT+): interim results from a phase 3 open-label extension study in participants with generalized myasthenia gravis. Front Neurol. (2024) 14:1284444. doi: 10.3389/fneur.2023.1284444 


Copyright
 © 2024 Wang, Zhang, Yin, Xi, Tan, Gao, Zeng, Chang, Zhou, Liang, Zhao, Yang, Zhao and Huang. This is an open-access article distributed under the terms of the Creative Commons Attribution License (CC BY). The use, distribution or reproduction in other forums is permitted, provided the original author(s) and the copyright owner(s) are credited and that the original publication in this journal is cited, in accordance with accepted academic practice. No use, distribution or reproduction is permitted which does not comply with these terms.

OPS/images/fneur-15-1407418-g002.jpg
Change of IgG/%

Change of IgG or MG-ADLI%

20—
xR
s
o 3
€ v2
204 S .20 V3 vs V5
[+
5]
-40 X -40-]
s
-60-] & -60-
§
[
-80 | e i e P | -80: | P o T e e e |
01 2 3 4 5 6 7 8 12 3 4 5 6 7 8
Weeks from baseline Weeks from baseline
o~ AMG-ADL o
20+ 57
= AlgG
®
2L ,d >
83 °
o
St
38
§§ . ¥ =10.024x + 0.0821
&5 104 . 2
£ s R2=0.5189
B
-15 T T T 1
: | 2 3 4 5 6 7 8 -80 -60 -40 -20 0

‘Weeks from baseline

Observed IgG from baseline (%)





OPS/images/fneur-15-1407418-t001.jpg
Patients (n

Age (years, mean £SD) 5774133
Sex,n (%)

Female 7 (50%)

Male 7 (50%)
Duration of gMG (years, mean £SD) 62250
MGFA, n (%)

m 10(71.4%)

g 4(28.6%)
Thymectomy, n (%)

Yes 8(57.1%)

No 6(429%)
Baseline MG-ADL (score, mean +SD) 1086332
Baseline QMG (score, mean £SD) 2000%5.02
Baseline MG-QOL 15r (score, mean D) 19794589

Prior treatment, n (%)

Only steroid 1(7.1%)
Only NSIST 5(35.7%)
Steroid and NSIST 4(28.6%)
No steroid or NSIST 4(28.6%)

aMG, generalized myasthenia gravis; NSIST, non-steroidal immunosuppressants; MG-ADL,
myasthenia gravs activities of daily living: QMG, quantitative myasthenia gravis; MG-QOL
151, 15-item Myasthenia Gravis Qualit of Life Scale; SD, standard deviation; MGFA,
myasthenia gravis foundation of America.






OPS/xhtml/Nav.xhtml




Contents





		Cover



		Prospective cohort study evaluating efficacy and safety of efgartigimod in Chinese generalized myasthenia gravis patients



		1 Introduction



		2 Materials and methods



		2.1 Study design



		2.2 Participants



		2.3 Efficacy assessments



		2.4 Safety assessments



		2.5 Measurements of IgG and AChR-Ab



		2.6 Statistical analysis









		3 Results



		3.1 Patient’s baseline characteristics



		3.2 Efficacy of efgartigimod



		3.3 Safety



		3.4 Changes in total IgG and AChR-Ab levels









		4 Discussion



		5 Conclusion



		Data availability statement



		Ethics statement



		Author contributions



		Funding



		Acknowledgments



		Conflict of interest



		Publisher's note



		Supplementary material



		References



















OPS/images/fneur-15-1407418-e001.jpg





OPS/images/fneur-15-1407418-g001.jpg
21008 OO Jo abueyd

EEEEETIES

2100s TAV-OW Jo abueyd
<

Weeks from baseline

Weeks from baseline

a

(%)

40 60 80 100

20

TOACOOONOWIT®N

OWO Ul UooNpa) Wnwiljy

100

80

40

20

QV-DIN Ul UoONPaI WNWIUI

g

Py

-3

H

8

s

o

=) 2 o o o
< 38 & =
109s 16-5-D3 Jo sbueyd

w

g

&

g

=

8

s

o

59
S w o w o v o
S o e o duw
21005 IG| TOD-OW Jo abueyy

w

Weeks from baseline

Weeks from baseline





OPS/images/cover.jpg
& frontiers | Frontiers in Neurology

Prospective cohort study
evaluating efficacy and safety of
efgartigimod in Chinese
generalized myasthenia gravis
patients












OPS/images/crossmark.jpg
©

2

i

|






OPS/images/logo.jpg
, frontiers Frontiers in Neurology






