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/ A unified, metadata-driven PK reporting platform was developed to standardize data preparation, noncompartmental \
Pharmacokinetic (PK) noncompartmental analysis (NCA) is a standard, model-independent method used in drug analysis (NCA), and submission-ready output generation in alignment with Gilead's NCA Guidance and TFL

development to assess drug exposure and characterize absorption and disposition characteristics of the drug. Outputs ~ Standards. The platform comprises of four integrated components, which are listed below:

OVERVIEW from PK NCA support the generation of PK-driven tables, figures, and listings (TFLs), which can be time-intensive to
produce. Conventional workflows are often manual and non-standardized across and within PK studies, creating
challenges for reproducibility and contributing to longer cycle times, Increased audit burden, and
fragmented deliverables.

1. Data manager for data mapping, validation, and filtering;

2. Visualization and tabular functionality for exploratory data analysis (EDA);
3. A PK NCA engine built using the pharmaverse PKNCA package; and

4. A metadata-driven PK TFL catalog that assembles submission-ready TFLs using reusable, validated templates. /
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1. Data ingestion, validation, exploratory review, NCA execution using qualified R scripts,

2. Generation of submission-ready tables, figures, and listings through reusable validated templates — P - . .
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