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Background and Objective Tallorized R functions

« Pharmacometric (PMx) analyses are pivotal in streamlining clinical drug development and
are key components of submission packages to regulatory agencies. These analyses —
involve processing large datasets from various sources and generating extensive output Process NONMEM files
files in multiple formats (e.g. tables, figures, mathematical equations, and narratives). I

PMx analyses need to be properly tracked and reported in compliance with rigorous
regulatory requirements, and within tight timelines, adding to the complexity of PMx Goodness-of-fit plots AutoPop: Summary of estimated parameters

reporting. Conventionally, these reports were prepared manually, in a labor-intensive l_ Elgures Takles _l
fashion which is time consuming and error prone.
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Green circles illustrate
the traditional approach, Internally developed R packages (Fig. 4) perform standard tasks of NONMEM post-processing (e.g.,
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e & - An in-house automated R Markdown-based PMx reporting workflow was developed, utilizing

Q@ ki B T LaTeX in the backend to ensure compliance with electronic submission requirements.

gi:i::{r get_knitr_options, file='settings/knitr options.R’, include=FALSE} Z ) A . . . . . . ' o

- T ——————— Integrating "analysis & results" with "reporting” in an automated fashion significantly reduced
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G e - e S The use of R Studio’s interface and its visual editing mode increased the system’s user

- friendliness.

Figure 3. Self-contained *.Rmd file holds variables (meta information) that are forwarded to LaTeX The Al-powered GitHub Copilot holds great potential for assisting with coding and narrative text
template generation.
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