INTRODUCTION

With the 2023 version, MonolixSuite users are encouraged to integrate two important steps as part of the MonolixSuite workflow: data
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formatting and automated report generation.

Reports are commonly written by hand, integrating all methods and results in a single document, by getting relevant information from an | Imcidalmox
existing project. Here we present a new module available in the interface of Monolix and PKanalix to automate the report generation el
process while keeping full flexibility for custom reports. Automation makes the report generation process more efficient, reduces the |

source of potential errors, and leads to fully reproducible reports.

WORKFLOW

Automatized reporting in the applications of MonolixSuite
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The MonolixSuite has become a standard for clinical trial data analysis. Monolix provides an efficient and intuitive way to perform
population modeling, parameter estimation and model diagnosis. PKanalix enables to perform NCA, bioequivalence and individual PKPD CA (individual PKPD)
modeling in a few clicks. Simulx is a powerful simulator to make predictions either using PKanalix or Monolix estimates or based on a custom
model. At every release, new innovative tools are developed to automate the repetitive steps of the modeling workflow, and help modelers
focus on the most important: getting the most information with available data and make useful predictions.
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CUSTOM REPORT

Includes Pros & cons

Custom tables + Full customization

+ Reusable for other projects

+ Several plots of the same type
+ Fast when a template is ready

- Building the first template takes

Custom plots (independent from
project settings)

Custom information read from
project (data, model, methods)
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generated and customized in the interface.

Example default report in PKanalix

A default report can be generated for any project. It contains project settings
(in PKanalix), the main result tables (for tasks that have run) and all plots

Table 1: Non-compartmental analysis settings

Data type plasma
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e Table 3: Summary of non-compartmental analysis (NCA) parameters .

N mean SD CV(%)

min median max

AUCo.inf (h-mg-L™) 36 15132 474 31.32
% extrapolated AUC (%) 36 1.21 0.64 53.44
AUCotlast (h-mg:L™") 36 1496 471 31.48

CL/F (L-h™) 36 451  2.06 45.65
Crast (mg-L™) 36 017 0.069 41.22
Crmax (Mg-L™") 36 818 222 27.13

Ti2 (h) 36 6.83 186 27.25

46.95 144.69 241.11
0.17 1.16 3.05
45,88 143,52 238.28
2.49 415 12.78
0.04 0.17 0.35
3.56 8.76 11.53
3.07 6.84 10.03

Dose type extravascular
Weighting for Az slope calculation uniform
Point selection method for Az slope calculation adjusted R2 with minimum time 20 §
AUC calculation method linear trapezoidal linear
BLQ before Tmax treated as zero
BLQ after Tmax treated as missing
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|der e en s
ludy 1% el e ol ol &
Eibcs P e 4 J (
T & .""_. (8 : _" oy L

CUSTOM REPORT

Project

Template

A fully custom report can be generated by providing a custom Word document as template.

Final Report

1. Copy placeholders for any plot/table
in the interface. All customization you
did is automatically written in the
placeholder.

Vel LIXOFT

Randomized, single-dose, two-period, t q cr
bioequivalence study of Euphylong® 2x300 mg and Theo-24° 2x300
mg (reference) in healthy subjects

GENERATE REPORT
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2. Paste them to
your Word report
template and
generate report with
this custom template.

Vel LIXOFT

8! , two-period, ty q cr
bioequivalence study of Euphylong® 2x300 mg and Theo-24° 2x300
mg (reference) in healthy subjects

3. Monolix/PKanalix will
replace the placeholders
with plots/tables and
leave the rest intact.

Generated in one click, no need to prepare a template.
Useful to quickly share your results in a document.
It provides a good starting point for a final report.

Example default report in Monolix
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LINEARIZATION
Parameter Value
SE | RS.E(%)
""" Fixed Effects
““““““““ Tlag_pop 0.797 0.169 21.171
ka_pop 1.365 0.424 | 31.047
V_pop 7.815 0.218 2.786
beta V_logtwt 0.919 0.144 | 15.664
cl_pop 0.132 0.00685 | 5.186
Standard Deviation of the Random Effects
Value | C.V.[%)
Table 2: Log-likelihood and Information criteria [ omega Tlag | 0.495 | 52.658 | 0.158 31.974
CRITERIA LINEARIZATION || omega_ka | 0.876 | 107.486 | 0.243 | 27.74
-2 x log-likelihood (OFV) 621.2 omega_V 0.141 | 14.137 | 0.0218 15.512
Akaike Information Criteria (AIC) 643.2 omega Cl 0.283 | 25.556 | 0.0371 | 12.814
Bayesian Information Criteria (BIC) 659.4 Error Model Parameters I
Corrected Bayesian Information Criteria (BICc) 671.6 2 0.289 0.0403 | 13.331
b 0.0735 0.00738 10.05
v

Full flexibility to create the report you ¢ Keywords can be used in the template

like. for settings, model, data info etc.
* Include in your report several versions ¢ Write your report only once. The same
of the same plot/table. template can be used for many projects.

More customization is available in
placeholders than in the interface
to make sure elements look nice
in a report (figure size, caption,
zooming all elements, table style
& content, etc)

Before copying the placeholder, preview will show the plot/table in

a Word document to check it looks exactly as you want. -

SCAN HERE TO SEE THIS LIVE

Or come to Simulations Plus booth, we’ll be super happy to show you how this works!

www.simulations-plus.com


https://youtu.be/q1jNtl0nwJw
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