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CO N C LU S I 0 N Table 1: Baseline demographics and characteristics Figure 3: Proportion of patients with zero bleeding episodes at baseline,

e 12 months, and 24 months
e Third interim real-world A-MORE data align with Characteristic (n [%] unless otherwise specified) O"era('lhlepg;aﬁ°" 100 - |

previous analyses, demonstrating that prophylaxis with a :

recombinant fusion VIII Fc fusion protein (herein referred On-study follow-up duration (months), 15.0 (8.8); |

o e o . i . | o)

to as rFVIIIFc) offers long-term effective bleed and joint mEEm [SRY (meelEn [FEngeEl, L (B0 - 7% 77.3% 77.4%
o : - 80 - - (n=331) =275 -161
protection in persons with hemophilia A. Sex | (n=275)  (n=161)

. . . . 66.9% |

e A high proportion of patients treated with rFVIIIFc Male 418 (99.8) 633%  (n=233)  ©44%

prophylaxis had zero bleeding episodes, low average Female 1(0.2) (n=265) =13

joint health scores, and stable injection frequency and Age (years), mean (SD); (median [range]) 25.1 (18.8); (22.0 [0.0-83.0]) _ 60- |

dose over 24 months. S |

Age groups (years) 7 |

. . . c |

e Future analyses should stratify patients by prior 0-11 140 (33.4) % |

- : a |

extended haIf—Ilfe/stand?rd half-life treatment, to i 49 (11.7) 40 - |

understand the effect prior treatment may have on 1536 137 (32.7) |

. . — : |

outcomes; such analyses over a longer period will |

further clarify the effectiveness of rFVIlIFc prophylaxis 40-64 i) :

on joint health in a real-world setting. 265 14 (3.3) 20 - |

: . 60.3 (29.8); |

b . ’

Weight (kg),” mean (SD); (median [range]) (67.0 [5.9-134.0]) :

INTRODUCT'ON BMI (kg/m?),c mean (SD); (median [range]) |

|

>18 years (n=225) 25.9 (4.8); 0 : | :

» The management of persons with hemophilia A (PwHA) can sometimes be - (25.4 [17.3-46.4]) Baseline ~ 12months 24 months Baseline ~ 12months 24 months
inadequate and lead to hemophilic arthropathy, causing pain, disability and <18 vears (n=180) 18.4 (4.0); (N=417) (N=356) (N=208) (N=417) (.Nf356) (N=208)
reduced health-related quality of life.>? Y (17.2 [11.6-33.3]) Zero overall bleeds Zero joint bleeds

I: . aseline data include patients who received and/or reatment. Included patients had >3 months follow-up data following each

o PrOthIaXiS (PPX) with extended half-life (EHL) EfmorOCtOCOg alfa (EIOCta®; Hemophllla severity Emepoint otnly. Widthzohf batrs are proportiorslzl;IILto the nlfr:t;r o:pati(:n!cs incIudeIZiitrllthte anaIySes at (:ach timepo?nt. t °

herein referred to as rFVIIIFc), has demonstrated improved joint health in Severe 381 (90.9)
patients with severe hemophilia A in phase 3 studies;®> however, more

real-world data are needed. Moderate 31 (7.4)

Figure 4: Average weekly injection frequency and prescribed weekly dose at
» A-MORE (NCT04293523) is an ongoing 48-month prospective, Mild 7(1.7) baseline, 12 months, and 24 months

non-lr?terventlonal study, W.Ith the prlmgry aim of evaluatn.wg the long-term St D e
effectiveness of rFVIIIFc on joint health in a real-world setting; results from the i Tt 13 (3.1)
third interim analysis are reported here.* 4.0 - | | Mean: 2.5
Prior prophylaxis type® | Mean: 2.3 | >D:0.8 ,
| _ | Median: 2.3
METHODS Primary 158 (37.7) a SD: 0.7 : Median: 2.0 : i
i .. ® . | |
* The A-MORE study enrolled PwHA of all ages/severities receiving rFVIIIFc Secanesny 158 (37.7) S':-’ 3.0 IQR: 2.0-2.3 | |
PPX across 14 countries in Europe/the Middle East. Eligible patients received Tertiary 63 (15.0) 2 - | |
>1 prior dose of rFVIIIFc prophylaxis. g 427 | |
P propny Unknown 40 (9.6)f E | |
* This descriptive analysis presents baseline characteristics and third interim . . f o 50 - [ | |
. . . . (7)) .
data (data cut off: 7 July 2023) from the full baseline population, including Surgical history (ankle, elbow, knee) 71(17.0) S : :
12-month retrospective and up to 24-month prospective data. History of inhibitors® 78 (18.6) § Lc | |
. . . . . . E . | |
» The key objectives and endpoints for this study are shown in Figure 1. >3 months FVIIl treatment in 12 months = | |
. 407 (97.1) = 10 -
prior to enrollment 2 - | |
RESULTS £ ' '
EHL FVIII 387 (92.4) Z o5 : :
* Overall, 419 PwHA were analyzed (418 males); median (range) age was FEVIIEC 386 (92.1) N=419 | |
22 (0-83) years (Table 1). Median (range) on-study follow-up duration was 0.0 : | |
14.9 (0.0-35.0) months. SHL FVIII 51 (12.2) Baseline 12 months 24 months
e o o . . . o ] B) Mean: 94
- Within 12 months pre-study, 387 (92.4%) and 51 (12.2%) PwHA received Pain/anti-inflammatory medication use in 81 (19.3) SD: 47
>3 months EHL and standard half-life (SHL) FVIII PPX, respectively. 30 days prior to enroliment ' 160 - | Mean: 86 | Median: 83
N | | | Mean: 82 . ob:39 | IQR: 65-111
* Mean overall and joint annualized bleeding rates (ABRs) were low at baseline and - - s 2 . SD: 28 | Median: 80 |
remained low at the 12- and 24-month visits (=356 and n=207, respectively, :?cta‘:rt?:entr':?:enthee s 12 months é‘ 140 1 Median: 78 | IQR:62-100 |
subset with available data post-baseline; Figure 2). b = IGR: 65-104 | |
® 120 - | |
- The proportion of patients with zero bleeds remained stable across these No bleeds 265 (63.2)' £ | |
. . . — | |
timepoints (Figure 3). No joint bleeds 331 (79.0) @ 100 - | |
. . : . | |
. A\{erage weekly |rljechon frequency (Flgure.4A) and prescribed weekly dc-)se B Telinal serens [uiber of fefs] 15 (3.6) [20] % | |
(Figure 4B) remained consistent from baseline to 24 months; however, direct < 80- | |
comparisons over time should be made with caution due to the differing Impaired joints,’ patients [number of joints] 122 (29.1) [307] = | |
o . m
popu Iathn SIZE. aRep.resents the tim(.espan from enrollment to end of study. IOr.1=415. ‘n=405. “Previously untreated/minimally treated patients had no é 60 - : :
* Average Total Hemophilia Early Arthropathy Detection with Ultrasound for ;Iﬁjx?;oupmhyﬁcszcd?yg Zﬁ?ﬂéﬁi‘é’iﬁiﬁiﬁﬁ ;i\gﬁ)l2222;253:::;nnzn:}g:\f;feixtpﬁidat:yrmL_I:i\t/ﬁia;?frnttoprr:\)/ﬁﬁ?:agzument B | |
(HEAD-US) score and Hemophilia Joint Health Score (HIHS) remained e 2o sl e sty o g 40 ' '
stable from baseline to 24 months in patients with data available at each 4 : :
timepoint (Table 2). % 20- | |
Figure 2: Average overall and joint ABR (treated bleeds) in patients 0 n=419 : :
Figure 1: A-MORE study objectives and key endpoints receiving rFVIIIFc PPX at baseline, 12 months, and 24 months, with a Baseline 12 months 24 months
pOSt-basellne assessment Baseline data includes patient who received SHL and/or EHL treatment. Included patients had =3 months follow-up data following each
timepoint only. Or.lly pro_phylactic injections are included. Widths of bars are proportional to the number of patients included in the
Primary objective: Evaluate long-term 40 - . nalyses at each fimepoint.
effectiveness of rFVIIIFc on joint health Baseline
. . . . Population, ...
Primary endpoints — joint health parameters: 3.5 1 356 356 207 ) P Table 2: Total and change from baseline in joint health scores at 12 months
e Target joint development, resolution, and recurrence? _ ABR and 24 months
e Annualised joint bleeding rate for treated bleeds® O ’
) ° e 307 0.0 (0.0-1.0) 0.0 (0.0-1.0) 0.0 (0.0-1.0)  median
Secondary endpoints to support primary objective: a (IQR) Baseline
e Ultrasound (HEAD-US, range 0—48) & 2.5- Joint ABR, (N=419)
e HJHS (range 0-124) ?_:, 0.0 (0.0-0.0) 0.0 (0.0-0.0) 0.0 (0.0-0.0) median
e World Federation of Hemophilia (WFH) Physical Examination Score -g (IQR)
(Gilbert Score) 5 207 | |
o | | Total Score, 3.0(0.0-13.0)  2.5(0.0-10.0)  1.0(0.0-11.0)
g 151 7(33-91721 | | median (IQR) [n] [88] [96] [47]
Secondary objective: Further evaluate 3 (0.78-1.21) 072 075
' = 054 | (0.58-0.97) .
effectiveness and usage of rEVIIIFc S 1. : .~ (0.58-0.91) e ' 0.46 Change from baseline, N/A —0.3 (2.0) —-0.9 (1.9)
s = (0.40-0.73) | ' | mean (SD) [n] [68] [36]
. (0.34-0.58) (0.33-0.64)
Secondary endpoints: T | ' ' |
e Effectiveness: ABR, occurrence of zero joint bleeds, quality of life, physical 0.5 - I | - | | HJHS Total
activity, FVIII plasma levels and use of pain/anti inflammatory medication : / | %
e Usage: Prescribed injection frequency and factor consumption, and 0.0 | | % Tota! Score, 1.0(0.0-15.0)  2.0(0.0-20.0)  3.0(0.0-25.0)
adherence ABR  Joint ABR ABR  Joint ABR ABR  Joint ABR median (IQR) [n] [103] [85] [57]
e Work productivity ,
e Patient Global Impression of Severity (PGI-S) of joint health l?:fglslgi 1%;?;:;;]5 Zé(lnnj;g;;\s Change from baseline, N/A -0.3(2.7) —0.2 (3.4)
mean (SD) [n] [47] [29]
aTarget joint: a single joint in which >3 spontaneous bleeds occur within a consecutive 6-month period. Target joint resolution: Baseline data include patients who received SHL and/or EHL treatment. Data presented in the graph are model-based mean (95% Cl)
<2 bleeds into the joint within a consecutive 12-month period. Target joint recurrence: 23 spontaneous bleeds in a single joint within ABR, derived from an unadjusted negative binomial regression model, using baseline values only for all patients that had recorded
any consecutive 6-month period after target joint resolution. ®Joint ABR for treated bleeds was defined as: (total number of treated values at a 12-month visit and follow-up data of 23 months. Data presented in the table are median (IQR) for patients with values after Included patients had >3 months follow-up data following each timepoint only and multiple assessments available. HEAD-US score
bleeding episodes started during the observation period / length of observation period) x 365.25. Calculated only for patients with an baseline recorded at each timepoint. Bleeding episodes due to surgery are not included. Widths of bars are proportional to the number maximum possible range: 0—48; HJHS maximum possible range: 0-124. HEAD-US baseline mean (SD) score: 7.4 (9.8), n=88; HJHS
observation period of >3 months. Surgery bleeds were excluded. “ABR for treated and total bleeds are evaluated. of patients included in the analyses at each timepoint. baseline mean (SD): 9.2 (15.4), n=103.
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