
Annex 30

., to Procedure for Conducting Expert
Evaluation of Materials Pertinent to
Medicinal Products, which are
Submitted for State Registration (Re-
Registration) and Expert Evaluation of
Materials about Introduction of Changes
to the Registration Documents during the
Validity Period of Registration
Certificate (clause 4, section IV)

Docusign Envelope I D: E2F735CD-6DF 2-41 49-88C1-9854D3A07A82

I . Name of the medicinal product
(nurnber of registt'ation certificate, if
available)

2. Applicant

i'
3. Manufacturer

4. Trials conducted:

Setter H*alth, Srightur Futurs

Clinical Trial Report

FEIBA

Takeda Manufacturer Austria AG, Industriestrasse 67, l22l
Vienna, Austria

Takeda Manufacturing Austria AG, Industriestrasse 67, 1221
Vienua, Austria

E ves a no Ifnot, substantiate

1) type of the nT edicinal product, by
which registration was conducted or
planned

5. Full name of the Clinical Trial,
clinical trial code

6. Clinical trial phase

7. Period of the clinical trial

8. Countries where tlie clinical trial was
conducted

9. Number of study participants

10. Goal and secondary objectives of
the clinical trial

Antihemorrhagic, B02BD03-Blood coagulation factors

Prospective, open, uncontrolled Surveillance Study of SURgical
Interventions with FEIBA; PASS-lNT-003

4

I 5-Dec-2006 till 3 I -Dec-2009

Colorlbia, France, Germany, Italy, Norway, South Korea,
Swcdcn, United Kingdom

planned: 50
actual:23

The objective of this surveillance was to document the clinical
rnanagerrent, clinical feasibility and safety of surgery using FEIBA
under routine conditions perfonned in haernophilia subjects with
FVIII, or FIX inhibitors.
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