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CO N C LU S I O N S Figure 1: A-MORE study design (NCT04293523)
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I N I R O D U C I I O N 2Regardless of severity, of any sex and age. "Target joint: a single joint in which >3 spontaneous bleeds occur within a consecutive 6-month period. Target joint resolution: <2 bleeds into the joint within a consecutive 12-month period. Target joint recurrence: >3

spontaneous bleeds in a single joint within any consecutive 6-month period after target joint resolution. ¢Joint ABR for treated bleeds was defined as: (total number of treated bleeding episodes started during the observation period/length of observation period) x 365.25.
Calculated only for patients with an observation period of >3 months. Surgery bleeds were excluded. ABR for treated and total bleeds are evaluated. Panel B shows countries with participating study sites where patients have been enrolled into the study at the interim

*  Management of persons with haemophilia A (PwHA) can be insufficient data cut (08 July 2024; N=426).
and lead to haemophilic arthropathy, resulting in pain, disability and
reduced health-related quality of life.**
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* Bleeds data are grouped by those aged <12 years (paediatric) and 12 to
<18 years (adolescents). Table 2: Total joint health scores over 36 months

Figure 3: Proportion of patients with zero bleeding episodes from
RESULTS baseline to 36 months
Baseline 12 months 24 months 36 months 100 85.29%
. . . 1 ' o, /0 0,
» Of 426 PwHA enrolled in A-MORE, 187 paediatric PwHA (all males) had (B2e  (n=155) 2o5% o3.3%
_ a 70.3% 69.8% oy
recorded follow-up. HEAD-US 80 (52.0%) (n=128)  (n=118) 54 gg; |
. . n=116 I
- Median (range) age was 8.3 (0—17) years (Table 1). Median e 19 1.0 1.0 15 £ o :
(interquartile range [IQR]) observational period from enrolment to data n:e:ns(°9°5r;' &, [n] (0.6-1.9), (0.5-1.5), (0.4-1.7), (0.6-2.4), 2 :
0] ) !
cut-off was 26.9 (21.1-34.0) months. [n=41] [n=52] [n=41] [n=20] £ 40 - 5
a. |
* Within 12 months pre-study, 169 (90.4%) and 20 (10.7%) PwHA received HJHS® 20 - i
>3 months rFVIIIFc and standard half-life (SHL) FVIII products, respectively. 1o r r P |
. : : Total score, ' ' ' ' 0 '
* At enrolment, paediatric patients had rFVIIIFc treatment for a median (IQR) mean (95% Cl), [n] (0.6-1.8), (0.5-1.8), (0.6-1.9), (0.9-2.4), Baseline 12 months 24 months 36 months Baseline 12 months 24 months 36 months
of 375 (149-778) days. / [n=63] [n=63] [n=50] [n=30] (N=187)  (N=182) (N=169)  (N=91)  (N=187) (N=182) (N=169)  (N=91)
. Zero overall bleeds Zero joint bleeds
¢ Over 36 months, ABRS and AJ BRS were IOW dCross age grou pS Wlth d Least-square estimated mean (95% Cl) at Baseline to 36 months was estimated through a mixed model repeated measures . . . . .
S|I htl h h t d - H t d 12 to <18 ( =48: F ZA) approach, based on patients with at >1 assessment; 59 and 90 patients for "HEAD-US and PHJHS, respectively. Patients may not Basellr)e data |nFIude Pa‘uents who received SHL and/or EHI_.treatment. Ir\cluded patients had 23 m.onths. follow-up data
8 y highertendency in patients age O years {n= , FIguUre | be the same at each timepoint. n is the number of patients with observed score at each timepoint. HEAD-US score maximum foIIow.mg eac.h tlmepomt.only. I.3y year data are not cumulative; of all pa‘uents who had a follow-up ina given year, the nu.mber
] _ . possible range: 0-48. HIHS maximum possible range: 0-120. By year data are not cumulative. pf patlen'Fs with no bleeding eplsgdes bY that yea-r were calculated. Wld'Fhs of bars are proportional to the number of patients
* Mean ABRs and AJBRs were low at baseline (n—187) and remained low at included in the analyses at each timepoint. Bleeding due to surgery not included.

the 12-, 24- and 36-month visits (n=182, n=168 and n=90, respectively;
subset with available data post-baseline; Figure 2B).

* The proportion of patients with zero overall and joint bleeds remained Figure 4: Average weekly injection frequency (A) and prescribed dose (B) over 36 months

stable from baseline to 36 months (Figure 3).
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References
1. O'Hara J, et al. Health Qual Life Outcomes. 2018;16:84; 2. Fischer K, et al. Haemophilia. 2016;22:833-40; 3. Oldenburg J, et al. Haemophilia. 2018;24:77-84; 4. Oldenburg J, et al. EJ Haematol. 2024;114:248-57; 5. Bidlingmaier C, et al. Res Pract Thromb Haemost. 2024,8:€102482; 6. ClinicalTrials.gov (NCT04293523). @

Disclosures

MO: Grant/Research support from Bayer, BioMarin, Biotest, CSL Behring, LFB, Octapharma, Pfizer, Roche, Shire, Stago, Sobi and Takeda; consultant for Bayer, BioMarin, Biotest, CSL Behring, Novo Nordisk, Pfizer, Roche, Sobi and Takeda. PH: Grant/Research support from CSL Behring, Roche, Sobi and Takeda; consultant for Novo Nordisk. CB: Consultant for Novo Nordisk and Sobi. CK: Grant/Research support from
Bayer, Biotest, CSL Behring, EU H2020 ITN, Intersero, Novo Nordisk, Pfizer, Roche/Chugai, Sanofi/Sobi and Takeda; consultant for Bayer, Biotest, CSL Behring, Novo Nordisk, Roche/Chugai, Sanofi/Sobi and Takeda. BFK: Consultant for CSL Behring, Novo Nordisk, Roche/Chugai, Sanofi and Sobi. ASL: Shareholder of Sobi; employee of Sobi. MF: Shareholder of Sobi; employee of Sobi. SL: Shareholder of Sobi; employee of Sobi.

Abbreviations

ABR: annualised bleeding rate; AJBR: annualised joint bleeding rate; BMI: body mass index; BU: Bethesda unit; Cl: confidence interval; EHL: extended half-life; IQR: interquartile range; IU: International Unit; FVIII: factor VIII; HEAD-US: Haemophilia Early Arthropathy Detection with Ultrasound; HIHS: Haemophilia Joint Health Score; IMP: investigational medicinal product; kg: kilogram; f

PwHA: persons with haemophilia A; rFVIIIFc: recombinant factor VIII Fc fusion protein; SD: standard deviation; SHL: standard half-life. @
Acknowledgements Copies of this poster
We thank the patients and investigators who participated in the study. The authors acknowledge Daniela Bruni, PhD PharmaD, Sobi, for publication coordination. The authors acknowledge Sana Yaar, PhD, Costello Medical, UK, for medical writing and editorial assistance, and Peter Lang, Costello Medical, UK for design assistance, funded by Sobi. Sobi and Sanofi reviewed and provided obtained through QR Code
feedback on the poster. This study is funded by Sobi. are for personal use only

Presented at 18th Annual Congress of the European Association for Haemophilia and Allied Disorders (EAHAD) | Milan, Italy | 4-7 February 2025




