
 

IN-VITRO BIOEQUIVALENCE 
STUDIES  

Regulatory Sta�s�cal Analyses  

• Average Bioequivalence 

• Popula�on Bioequivalence 

• Profile Test to RLD Comparison 
(Earth Mover’s Distance and PBE) 

• Dissolu�on Profile Test to RLD 
Comparison (model dependent MSD, 
model independent MSD, f2 
bootstrap methods, etc.) 

Sta�s�cal Report Wri�ng 

Ad-hoc Sta�s�cal Analysis 

• Simula�on studies for  
es�ma�ng the values of PBE constants,  
estima�ng power/type I error, 
examining test proper�es under various 
condi�ons,  
tes�ng 

• Outlier Studies 

• Other Studies 

Special Benefits We Offer 

• Discount for new customers 
• Urgent turn-around �mes 
• Consulta�on services geared to the client's 

level of exper�ze 
• Individual communica�ons and Q/A sessions 

(wri�en and oral with client and agencies) 
• Tailored training in sta�s�cs  

Experience with Regulatory 
Agencies/ Countries:  

US (FDA) 
EU (EMA) 
Canada (Health Canada) 
Brazil 
Mexico 
China 
Japan (PMDA) 
S.Africa 
Taiwan 
Saudi Arabia 
Malaysia 
Australia 
Thailand 

 

h�p://www.cair-center.hr/  
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