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Change since Best Practice proposed by 

EFPIA and EFPSI in 2016? 
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simulation 
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EMA-EFPIA workshop in 2011 
 

Best practice in modelling and simulation 

EFSPI-Regulatory Workshop Basel Sep2018 EFSPI-Regulatory Workshop Basel Sep2018 https://www.youtube.com/watch?v=BSsaUmMuUAE&index=12&list=PL7K5dNgKnawY96v4FlgjTwUFAgUCXrRmw. 
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2016: Best Practice proposed by EFPIA & by EFSPI M&S SIG 

EFSPI-Regulatory Workshop Basel Sep2018 
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• Has volume of projects that involve modelling and simulation increased? 

• Has practice associated with such projects changed? 

• Comments on  

- clear definition of assumptions? 

- justification of assumptions? 

- prespecification (of scenarios; of criteria for inference…)? 

- inclusion of useful sensitivity analyses? 

- provision of evidence of robustness to missing data? 

• 2011 comment that impact of modelling and simulation could vary (low/medium/high) and detail of regulatory response 

might vary according to impact. 

- Have submissions shown awareness of differing impact of modelling and simulation, e.g. has the level of impact been 

specifically addressed in submissions?; reflected in level of detail of prespecification?; reflected in level of evidence to 

support assumptions? 

 

EFSPI-Regulatory Workshop Basel Sep2018 

Has regulatory experience of submissions involving modelling 
and simulation changed since 2016 Best Practice proposals? 


