Population pharmacokinetic modeling (POP PK) has become a routine
analysis to support internal decision making and regulatory submission. Yet,
the process for preparing data is often met with frustration due to the
differences in individual approaches and the lack of standards, processes
and specifications. The result is a process that can be time and resource
consuming often taking several weeks to months to complete.

In order to streamline the POP PK data build process, a browser based
order form utility has been developed that standardizes the specification
layout and enforces the use of standard variable names in a natural way.
The tool is flexible enough to allow updates to variable names and
definitions. It also provides on-the-fly instructions (pop-ups) for new users.
It manages code lists, formulae and drop-down selection lists with admin
privilege.
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The browser-based order form eases the pharmacometrician’s and
programmer’'s burden in developing the programming specifications. It
produces fast and reliable data instructions with consistent variable
definitions that can be efficiently applied across studies and drugs with
minimal modification. It enables programmers to develop generic SAS code
for data set generation and for diagnostic data summaries and diagnostic
plots. These standardized summaries and plots aid in efficient data
iInspection not typically reviewed during data collection.

Implementing the browser-base order form is currently undergoing review
and further development to support data diagnostics. The order form
significantly streamlines the processes for POP PK modeling and facilitates
higher quality model-based drug development and decision making.
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