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Management of haemophilic patients with inhibitors in major orthopaedic surgery by
immunadsorption, substitution of factor VIl and recombinant factor Vila (NovoSeven®):

a single centre experience
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Table 1. Prospective investigations on recombinane factor (rFVIIa) treatment during major orthopaedic surgery in haemophilia A or B

patients with inhibitors.

Number of major

Publication Trial/rFVIIa dosage

surgical interventions

Results

Ingerslev ef al. [28]  Compassionate use programme

Initial bolus dose: 89-118 pg kg™
rFVIla

Accumulated dose: 185-1306 mg
rFVIla

Prospective, double blind study

Bolus dose: 90 pg kg™" vs. 35 pg kg™!
rFVIla

Accumulated dose: 107-698 mg rFVIIa

(median: 569 mg)

Shapiro et al. [29]

12 (six orthopaedic)

11 (number of orthopaedic
interventions not specified)

Haemostasis at least effective in all
interventions, excellent effect in 11 cases

Haemostasis satisfactory at wound
closure in all cases and during 5
postoperative days in seven patients
(90 pg kg™ '-group: five of six patients)

Table 2. Patients characteristics, FVIII activity and inhibitor values.

FVIII inhibitor FVIII FVIII
Number Age Surgery (preoperative, BU) (preoperative, %) (postoperative, %) IA NS
1 47 Arthrodesis of the 3 1 147 Yes -
upper ankle joint

48 Total knee arthroplasty 62 0.7 - Yes
2 34 Total knee arthroplasty 0 148 226 Yes -

36 Total knee arthroplasty 27 0.7 - Yes
3 40 Total knee arthroplasty 1.2 0.9 - Yes

40 Distal femoral fracture 1.2 0.8 - Yes
4 58 Haematoma of the right flank >7000 0.1 - Yes
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Table 1. Main features of the five homozygote patients with
severe factor V deficiency dealt with in this report.

Patient PT PTT FV FV

no. (s) (s) activity (%)* antigen Comments

Case 1 400 116 1,5 Traces

Case2 342 107 3 Traces

Case 3 314 98 3 Traces

Case 4 32.0 96 3 Traces  Sister of
previous case

Case 5 336 115 2 Traces

*Average value of several assay carried out during different
occasions.
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