Abstract

The PhUSE non-clinical scripts team Is developing a SEND Data
Factory tool which can create example SEND datasets. This will allow
iIndustry stakeholders to produce example SEND datasets for use In
the preparation of visualizations, data exchange and tools
development.

The program Is written in R and shared on the PhUSE Github for
group collaboration or downloading and customization. It is designed
to create datasets that pass the validation checks for a dataset. This
factory allows selection of the study design (number of dose groups
and animals per group) and it then can output .xpt dataset files
iIncluding trial design, animal demographics and disposition, exposure
and observation data.

Future work Is planned to improve the realism of the data by allowing
configuration of species and age specific ranges, and the desired
distribution of pathological observations.

Design:

The SEND data factory Is being developed using the "R’
programming language and utilizing the R-Shiny Dashboard
framework.

The Controlled Terminology (CT) sets are read from .xlIs files
supplied by the NCI website and the SEND IG is read from the
PDF supplied by CDISC.

Features
Selections for:
Controlled Terminology versions
Study type, species
Number of groups and animals per group
Recovery and TK groups
Data selections

More complex configurations are read from a configuration file:
Expected categories
Non-controlled terminology, for example Clinical Observations
and Macropathology
Ranges for numeric endpoints
Arm/Set Designation
Additional demographic information
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Domain Column Type  Label Codelist Expectancy
[ STUCHID Char Study |dentifier Reqg
DM DOMAIN Char Domain Abbreviation DM Req
DM USUBID Char Unigue Subject Identifier Req
oM SUBRJID Char Subject Identifier Req
oM RFSTDTC Char Subject Reference Start Date/ Time IS0 2501 Req
[ RFEMDOTC Char Zubject Reference End Date/ Time IS0 8601 Exp
DM REXSTDTC Char Date Time of First Study Treatment IS0 8601 Perm
DM REXENDTC Char Drate Time of Last Study Treatment IS0 2501 Perm
oM SITEID Char Study Site ldentifier Perm
® Safety Pharm - Respirstory M BRTHOTC Char  Date/Time of Birth IS0 860 Perm
# Safety Pharm - Cardiovascular DM AGE Mum  Age Perm
® Early Fetal Development DM AGETXT Char  Age Range number-number  Perm
DM AGEU Char  AgeUnit [AGEU) Exp
Select Treatment Groups:
Control group [ SEX Char Sew [SEX) Reqg
Group 2: Low dose DM SPECIES Char  Species {SPECIES) Perm
Group 3: Mid dose oM STRAIN Char  Strasin/Substrain (STRAIN] Perm
DM SESTRAIN Char  Strain/Substrain Details Perm
oM ARMCD Char Planned Am Code Exp
[ ARM Char Description of Flanned Arm Perm
DM SETCD Char Set Code Req
Co STUDHID Char Study Identifier Req
Co DOMAIN Char Domain Abbreviation co Req
Co RO:MAIN Char Related Domain Abbraviation Exp
o USUBID Char Unigue Subject Identifier Exp
o POOLID Char  Pool Identifier Perm
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Domain Colummn vpe Label Codelist Expectancy
STUDY hiar Study |dentifier
CROiMA, har Cromain Abbreviats
UUUUUU har ique Subject Identifier
SSSSS har Subject Identifier
FSTDY hiar Subject Reference Start Date/ Time 150
RFENDTC hiar Subject Reference End e/Tim 150 Exp
RFXSTDTC har Cate/Tirne of First Study Treatmemnt 15 B Perm
RFXEMD har Drate Tim ast Stuedy Treatrment 15D 8 Perm
IIIIII har Stuedy Site Identifi Perm
HDTC har Diarbe/Tim rth 150 B Perm
m Aze Perm
AGETXT Chiar Agze Range mumber-number Perm
h Age U [aGE Exp
h Se [SEX) Reg
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oM tudyAB WEIGHT Weight 8977 QINT 8977
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Next steps:
Add DART 1.1 capability in addition to SEND 3.1

Simulated dose responses through endpoint range and
iIncident adjustment.

ADbility to create custom and experimental domains.

This application could be used by an industry group or an
organization to create proof-of-concept datasets. The
application could be used in the future to test changes and
enhancements to SEND by giving stakeholders an application
to interact with changes in a practical way.

Note: The opinions expressed in this poster are those of the authors and do not necessarily
represent the opinions of their respective organizations.




