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Objective Conclusions
m To describe the use of recombinant factor Vlla (rFVlila, NovoSeven®) in the = The current data are in line with other European (EACHZ2!, m The study provides additional information on the daily
hemostatic management of patients with acquired hemophilia A (AHA) in a real- SACHA?3) and US (HTRS%) published real-world data regarding use of NovoSeven® in the treatment of AHA. }
world situation. effectiveness, dose, and duration of rEVila in AHA. 53
. m [otal treatment duration: 4 days [2; 11]. Efficacy
IntrOdUCthn ReSUItS — Nineteen patients (70.4%) were treated for up to 5 days :
: yS. m Bleeds controlled: 24/27 (88.9%).

m The efficacy and safety of recombinant factor Vlla (fFVlla, Patient characteristics m Total number of injections: 12 [5; 21]. — Severe bleeds controlled: 21/24 (87.5%).

NovoSeven®) in patients with acquired hemophilia A (AHA) g A total of 27 patients were treated with rFVila (Table 1). m  Cumulative dose: 0.90 mg/kg [0.48; 1.79]. — The main reasons leading physicians to consider a
are well established. controlled bleeding episode were described for 15

m However, there are limited data on the daily use of Table 1 Demodraohics and oatients characteris patients: the severity of bleeds decreased with or without
NovoSeven® in clinical practice for the treatment of bleeding | graphics and patients characteristcs. Figure 1 Location of bleeding episodes (n=27). total pain relief and/or hemoglobin level stabilization.
episodes. = Bleeds uncontrolled: 3/27 (11.1%)

, _ , Male gender, n (% 18 (66.7 o7 Dl Yo : : _ ,

m The ACQUI-7 study was designed to give more practical data Age (gears) me(a:]) (+SD) - O((+13)8) 379 \3-7/g | a Muscle (n=12) - T\_/vo patients were switched to another treatment: a patle_nt
about the management of bleeding episodes with rFVila Iin Wei a’t ) ’m h ;SD 71'8 ;15'7 m Gastrointestinal tract (n=3) with _hema_rthross _at Day 2, and a patient with
patients with AHA, and to provide supporting evidence for the iy g_ (k9). Z? (C;V _)kf — > (;4 . ) 7.4% = Skin (n=3) gastrointestinal bleeding at Day 20.
efficacy and safety of rFVIla in this indication.’ Isease and/or CV risk factor, n (%) (44.4) m Urinary tract (n=2) m Time from starting rFVIla to cessation of bleeding episode,
M h d Age at AHA diagnosis (years), mean (xSD) 75.6 (£13.7) m Pleural area (n=2) median [Q1; Q3]: 3 [1; 12] days.

Reason for diagnosis, n (%) Retroperitoneal area (n=2)
sthods Spontneans. > (86,0 o i Safithy ous ad ts related to rFVI

m ACQUI-7 was a prospective, observational, multicenter study Sﬁfgne?; (e)(r)l’:rsaum Afic " ES 6)) Oropharyngeal tract (n=1) - incleljginvget;]erormoboseergggﬁc 2\/\;?];26 events related 1o T a,
conducted in France. Both 1 (4.0 Dental extraction (n=1) |
Patients were treated according to the investigator's judgment Lagoratory test 2 E7 4; = Sixdeaths were reported, none related to revila

o investi ' . . . . .
and the therapeutic practice at each of the 20 hospital sites  History of disease, n (%) - One patle.nt with sepsis (related to Immunosuppressive

S | | Autoimmune pathology 6 (22.2) L health; two patients with malignant neoplasms; one patient

" Vet schedules of any dispensing of study medication. | Sysmic lupus eyemato W67 day was simiar to that for severe bleeds but total dose was  C3LE0 With 1FVla for 4 days who died 3 months later from

visit schedules or any dispensing of study medication. - W imi v u W i
y. P g. g Malignancy (solid tumor/hematologic malignancy) 5 (18.5) hal% of that used for severe bleeds (data not shown). bleeding (not treated).

m Male and female patlents,_recrwted from December 2910 0 previous bleeding before diagnosisa, n (%) 9 (33.3) — Al the_ deaths occurred at Iea_st a few mqnths after
December 2013, were included it they had anti-FVIIl Epistaxis/ecchymosis, n (%) 7 (25.9) cessation of rFVlla treatment, with the exception of one
autoa_ntlbod_les >1 Bethesd_a unit, FVIIlI activity <50%, and Days from first previous bleeding to final diagnosis, Table 2 rFVlla use from Days 1-5 for severe? bleeds (n=24). patient with general health deterioration who died 12 days
bleeding episodes treated with rFVlla. mean (+SD) 64.7 (+57.1) after the start of rFVlla.

AHA, acquired hemophilia A; CV, cardiovascular; SD, standard deviation. Day of treatment Number of injections, Total dose (ug/kg/24 hours),
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