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BACKGROUND AND IMPORTANCE

CONCLUSIONS

Figure 2. t½  and AUC ratios of FIX products by patient 

Figure 1. Treatment burden after PK-guided switch (paired analysis)
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AIM AND OBJECTIVES

MATERIAL AND METHODS

● Compare PK parameters: half life (t½), area under the curve 
(AUC), trough level.

● Compare clinical outcomes: annual bleeding rate (ABR) and 
annual joint bleeding rate (AJBR), target joints.

● Quantify treatment burden: infusion frequency, weekly dose).
● Estimate annual drug cost: Laboratory Purchase Price without 

Value-Added Tax (LPP).

● Extended half-life (EHL) FIX ↑ exposure vs standard half-life 
(SHL): ↑  protection and reducing infusion burden.

● Evidence on PK-guided switching in routine practice remains 
limited: real-world evaluation is needed on PK outcomes, 
clinical bleeding, treatment burden, and costs after switching.

Study design Study disease Data sourece Statistics
Retrospective
Observational
Before- after
Multicentre
Multidisciplinary 

RESULTS
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Table 1. PK parameters of SHL and EHL FIX

N = 21 (9 paediatric, 12 adults)
No age-group differences in PK improvement (p > 0.05)

● Clinical: OrionClinic® ; 
○ ABR, AJBR, infusion frequency, weekly dose

● PK: WAPPS-Hemo® 
○ t½, AUC, trough level

● Economic: Orion-Logis®
○ drug cost; LPP excluding VAT

● PK-guided switching to EHL FIX markedly improved PK: ~ 4-fold increases in t½ and AUC).
● Treatment burden substantially decreased (fewer infusions and lower weekly dose).
● Despite lower FIX consumption, drug-related annual costs increased ; broader real-world studies including 

indirect and healthcare resource costs are needed.

PK ratios after PK−guided switch (post-pre)

t½ ratio: 4.1 (3.4–4.8)
AUC ratio: 4.2 (2.6–5.0)

↓ 50.0% (50–65%)
p = 0.0001

↓ 56.3% (40.0–65.8%)
p = 0.0001

   Median reduction: 52.1 injections/patient/year  

Annual FIX consumption 
(IU/patient/year)

Annual drug cost 
(€/patient/year)

+ €28,254.9 (4,432.1–44,060.8) 

              

- 130,357.3 (5,142.9–203,357.3) IU of FIX 
        

Clinical outcomes 
ABR (SHL)1.0 (0.0-1.0) → ABR (EHL)  0.0 (0.0-0.0) :  ↓ (p=0.009)

Resolution: 5 out of 6 (83.3%) target joints resolution
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Figure 3. Change in annual FIX consumption and cost after switch (post-pre)


