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Objective Conclusions 
• To describe the use of recombinant factor VIia (rFVlla, NovoSeven®) in the 

hemostatic management of patients with acquired hemophilia A (AHA) in a real­
world situation. 

• The current data are in line with other European (EACH21, 

SACHA2•3) and US (HTRS4 ) published real-world data regarding 
effectiveness, dose, and duration of rFVlla in AHA. 

• The study provides additional information on the daily 
use of NovoSeven® in the treatment of AHA. 

f Introduction ______ J l Results ] 
• The efficacy and safety of recombinant factor VIia (rFVlla, 

NovoSeven®) in patients with acquired hemophilia A (AHA) 
are well established. 

• However, there are limited data on the daily use of 
NovoSeven® in clinical practice for the treatment of bleeding 
episodes. 

• The ACQUl-7 study was designed to give more practical data 
about the management of bleeding episodes with rFVlla in 
patients with AHA, and to provide supporting evidence for the 
efficacy and safety of rFVlla in this indication. 1 

Methods 
• ACQUl-7 was a prospective, observational, multicenter study 

conducted in France. 

• Patients were treated according to the investigator's judgment 
and the therapeutic practice at each of the 20 hospital sites 
involved. 

• Participation in the study was not associated with any planned 
visit schedules or any dispensing of study medication. 

• Male and female patients, recruited from December 2010 to 
December 2013, were included if they had anti-FVll I 
autoantibodies >1 Bethesda unit, FVlll activity <50%, and 
bleeding episodes treated with rFVlla. 

• Data collected were: 

- Patient characteristics, bleeding description (location and 
severity of bleed), description of rFVlla therapy on the first 
five days (initial dose; frequency of administration ; number 
of injections; total dose per day), total duration of treatment, 
total dose, and total number of injections. 

- Other hemostatic treatments were also reported (red blood 
cells; antifibrinolytic use). 

• The statistical analysis was descriptive. 
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Patient characteristics 

• A total of 27 patients were treated with rFVlla (Table 1 ). 

Table 1 Demographics and patients characteristics . 

Patients (n=27) 

Male gender, n (%) 

Age (years), mean (±SD) 

Weight (kg), mean (±SD) 

CV disease and/or CV risk factor, n (%) 

Age at AHA diagnosis (years), mean (±SD) 

Reason for diagnosis, n (%) 
Bleeding episode 

Spontaneous 
Surgery or traumatic 
Both 

Laboratory test 

History of disease, n (%) 
Idiopathic AHA 
Autoimmune pathology 

Rheumatoid arthritis 
Systemic lupus erythematosus 

Malignancy (solid tumor/hematologic malignancy) 

Previous bleeding before diagnosis• , n (%) 
Epistaxis/ecchymosis, n (%) 

Days from first previous bleeding to final diagnosis, 
mean (±SD) 

18 (66.7) 

76.0 (±13.8) 

71 .8 (±15. 7) 

12 (44.4) 

75.6 (±13. 7) 

25 (92.6) 
22 (88 .0) 

2 (8.0 ) 
1 (4.0) 
2 (7 .4) 

16 (59.3 ) 
6 (22 .2) 
5 (18 .5) 
1 (3.7 ) 

5 (18.5) 

9 (33.3) 
7 (25.9) 

64.7 (±57.1) 

AHA, acquired hemophilia A; CV, cardiovascular; SD, standard deviation. 
•Previous bleeding ;;,15 days before diagnosis and not the bleed leading to diagnosis. 

Bleeding episodes 
• In 27 patients, 27 bleeding episodes were treated. 

• Characteristics of the treated bleeding episodes are described 
by severity: severe (n=24, 88.9%) and nonsevere 
(n=3, 11.1 %); and by location (Figure 1 ). 

Treatment of bleeds with rFVlla 

• rFVlla was initiated as first-line treatment for all patients . 

• On Day 1 of treatment (median [Q1; Q3]): 
Initial dose: 90.5 µg/kg (83.2; 100] 

- Number of doses: 2 [1 .0; 4.0] . 

• Total treatment duration: 4 days [2; 11]. 
- Nineteen patients (70.4%) were treated for up to 5 days. 

• Total number of injections: 12 [5; 21]. 
• Cumulative dose: 0.90 mg/kg (0.48; 1.79]. 

Figure 1 Location of bleeding episodes (n=27). 

• Muscle (n=12) 

• Gastrointestinal tract (n=3) 

• Skin (n=3) 

• Urinary tract (n=2) 

• Pleural area (n=2) 

Retroperitoneal area (n=2) 

Joint (n=l) 

r Oropharyngeal tract (n=1) 

• Dental extraction (n=l) 

• Table 2 describes rFVlla use, Days 1-5, for severe bleeds. 

• For the three nonsevere bleeds, the number of injections per 
day was similar to that for severe bleeds but total dose was 
half of that used for severe bleeds (data not shown). 

Table 2 rFVlla use from Days 1-5 for severea bleeds (n=24). 

Day of treatment Number of injections , Total dose (µglkgl24 hours), 

median [01; 03) median [01; 03] 

Day 1 (n=24) 2 [1 .0; 4 .5] 189 [97; 300] 

Day 2 (n=22) 3 [2.0; 4 .0] 255 [132; 333] 

Day 3 (n=17) 3 [2 .0; 4 .0) 295 [162; 364] 

Day 4 (n=14) 2 [2.0; 5.0) 200 [178; 423) 

Day 5 (n=11) 3 [2 .0; 6.0) 257 [171 ; 507] 

•severe: defined as life threatening, >1 red blood cell transfusion, hemoglobin level 
<2 gldl, multiple bleeds location, diffuse ecchymosis, or other. 

Associated hemostatic treatments 
• In addition to rFVlla treatment, 20 patients had at least one 

associated treatment: 7 4.1 % had red blood cell transfusions 
(20/27); 11 .1 % were receiving antifibrinolytic treatment (3/27). 

Efficacy 

• Bleeds controlled: 24/27 (88.9%). 
- Severe bleeds controlled: 21/24 (87.5%). 

- The main reasons leading physicians to consider a 
controlled bleeding episode were described for 15 
patients: the severity of bleeds decreased with or without 
total pain relief and/or hemoglobin level stabilization. 

• Bleeds uncontrolled: 3/27 (11 .1 %). 

- Two patients were switched to another treatment: a patient 
with hemarthrosis at Day 2, and a patient with 
gastrointestinal bleeding at Day 20. 

• Time from starting rFVlla to cessation of bleeding episode, 
median [Q1; Q3]: 3 (1; 12] days. 

Safety 

• There were no serious adverse events related to rFVlla, 
including thromboembolic events. 

• Six deaths were reported, none related to rFVlla: 
- One patient with sepsis (related to immunosuppressive 

treatment); two patients with general deterioration of 
health; two patients with malignant neoplasms; one patient 
treated with rFVlla for 4 days who died 3 months later from 
bleeding (not treated). 

- All the deaths occurred at least a few months after 
cessation of rFVlla treatment, with the exception of one 
patient with general health deterioration who died 12 days 
after the start of rFVlla. 
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