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 Design: 

The use of pharmacokinetics (PK) and population pharmacokinetics (PPK) concepts and 

terminology is becoming more and more common in the field of bleeding disorders 

management. Among the reasons: a) the availability of extended half-life concentrates b) the 

proposed use of PK and PPK assessments to tailor factor concentrate levels to the individual 

patient needs c) the larger availability of calculation instruments to support the clinical 

application of PK and PPK. 

 Aim: 

PK and PPK are very specialized fields, where very powerful calculation tools allow generation of 

several dozen PK and PPK estimates. Several components of the assessment can affect the 

variability of the results: number of sampling points, duration of the post-infusion observation 

period, plasma factor level assay characteristics, modeling assumptions (for PK: number of 

compartments, estimation modalities, use of below limit of quantification (BLQ) values, etc; for 

PPK: covariates used in modeling, inter-patient variability modeling). Furthermore, PK and PPK 

are more and more used not only to assess bioequivalence, but also to compare different 

concentrates, either with direct or indirect comparisons. 

Scope of the working group will be to provide: 

 a comprehensive guidance on reporting PK and PPK estimates of factor concentrates. 

 guidance for the use and interpretation of PK and PPK estimates 

 guidance on performing PK and PPK assessment for clinical practice 



  

 guidance on properly performing and transparently reporting PK and PPK comparisons 
among different concentrates 

 

 Expected timeline: one or more SSC recommendations on the above will be produced by 2017. 

 Expected outcomes (ie. publications): SSC recommendation publications expected 

 


