Klink for Blodsygdomme

Explorer 8
NN7415-4307 version 2.0
Hæmofili A eller B uden inhibitor

Inklusionskriterier:

Ja

Nej

Ja

Nej

1. Informed consent obtained before any trial-related activities. Trial-related activities are any procedures that are carried out as part of the trial, including
activities to determine suitability for the trial.
2. Male aged ≥12 years at the time of signing informed consent.
3. Body weight >25 kg at screening.
4. Congenital severe haemophilia A (FVIII < 1%) or moderate/severe B (FIX ≤
2%).
5. Documented treatment with coagulation factor containing product in the last
24 weeks (not applicable for patients previously enrolled in NN7415-4255).

Eksklusionskriterier:
1. Known or suspected hypersensitivity to monoclonal antibodies.
2. Previous participation in this trial. Participation is defined as signed informed
consent.
3. Participation in any clinical trial of an approved or non-approved investigational medicinal product within 5 half-lives or 30 days from screening, whichever is longer (not applicable for patients from NN7415-4255).
4. Platelets ≤100x109/L at screening.
5. Fibrinogen below laboratory lower normal limit at screening.
6. Hepatic dysfunction defined as AST and/or ALT >3 times the upper limit
combined with total bilirubin > 1,5 times the upper limit at screening.
7. Renal impairment defined as estimated Glomerular Filtration Rate (eGFR)
≤30 ml/min/1.73 m2 for serum creatinine measured at screening.
8. Known inherited or acquired coagulation disorder other than congenital haemophilia.
9. History of thromboembolic disease*. Current clinical signs of, or treatment for
thromboembolic disease. Patients who in the judgement of the investigator
are considered at high risk of thromboembolic events.
10. A known systemic inflammatory condition requiring systemic treatment at
screening.
11. Treatment with emicizumab within 180 days before screening.
12. Presence of confirmed inhibitor ≥0.6 BU at screening.
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13. Known history of inhibitors ≥0.6 BU in the last 5 years according to the medical records.
14. Any disorder, except for conditions associated with haemophilia, which in the
investigator’s opinion might jeopardise patient’s safety or compliance with
the protocol.

Dato: ___/___ 20__Læge (underskrift): __________ Læge (init): ____
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