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O An editorial board was formed to consolidate recommendations, capture pertinent examples, draft Figure 3  General POPPK Workflow
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 Developing a population modeling analysis plan (PMAP) to prospectively outline the modeling
approach prior to conducting a POPPK analysis. A well-prepared PMAP should provide an overview of

) the purpose of the modeling exercise, prior information used, the choice of studies/data to be included
Conclusions for analysis, the proposed modeling approach, and assumptions made.

d When draft data become available, it is recommended that thorough data checks and exploratory
data analyses (graphical and/or statistical summary) be conducted in advance of analyses.

* n represents the number of individuals involved in each step.

d A POPPK guidance was developed to implement a systematic, streamlined, and standardized
approach to optimize and harmonize the processes which contribute to the POPPK analysis.

d When substantial proportion of BLQ data (> 10%) is present, the recommended approach is based
on simultaneous modeling of continuous and categorical data, in which the BLQ observations are
treated as categorical data [6] (often referred to as the M3 approach).

A Inclusion of scientifically or biologically plausible structural covariate parameters in the base model to
Refe rences ensure model stability when highly influential covariates are known.

O As population modeling is an area of continually evolving science and technology, the guidance
needs to be updated and revised periodically.
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