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Listing of Adverse Events (Safety Population)

Study Unique Subject Analysis Start  Analysis End

Identifier Identifier Actual Treatment Date Date Reported Term for the Adverse Event Body System or Organ Class Preferred Term
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Open-source packages

- Interactive tables

Interactive web apps il'l plOtly Interactive visualization
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YAML configuration file — customization

* Human readable
* Key-value pairs

* Experience in R programming is
not required

 Study specific information

pop_trt_wvars:
adsl: [FASFL,TRT@1P,TRTO1PN]
adae: [SAFFL,TRT@1A,TRTEO1AN]
adex: [SAFFL,TRT@1A,TRTEO1AN]
adtte: [FASFL,TRT@1P,TRTE1PN]
adbcc: [FASFL,TRT@1P,TRTE1PN]
adrs: [FASFL,TRT@1P,TRTO1PN]

ae:
drill down_ table:
- STUDYID
- USUBIID
- AESEQ
- ASTDT
- AENDT

ae_special f1:
- AESER
- AESEV

s1:
filters:
- SEX
- AGEGRE1
- RACE

sum_table:
catergorical:
- AGEGR@1
numeric:
- AGE




“ YAML — Filters
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“ YAML — Listing Columns

Listing of adverse events

Search!
Unique ) R Reported Term Body R
Study . Actual Sequence Analysis Analysis Preferred i . Serious ) Outcome of Adverse
i Subject for the Adverse System or Severity/Intensity Causality
Identifier i Treatment Number Start Date End Date Term Event Event
Identifier Event Organ Class
Xanomeline High ATRIAL CARDIAC ATRIAL
CDISCPILOTO1 01-704-1266 4 2013-11-08 2013-12-06 MILD M de .
Daose FIBRILLATION DISORDERS FIBRILLATION
drill down_table:
.t line High ATRIAL CARDIAC ATRIAL
CDISCPILOTOL 01-704-1266 Dzzzme'ne & 13 2013-11-08 2013-12-06 FIBF'.IHLL“TION DTSORDERS ;IBRILLATIC)N MILD N - STUDYID
A
- USUBIID
Xanomeline High ATRIAL CARDIAC ATRIAL - ﬁlESEQ
CDISCPILOTO1 01-708-1178 T 2014-03-24 2014-03-26 SEVERE M
Dase FIBRILLATION DISORDERS FIBRILLATION
- ASTDT
- AENDT
- AETERM
- AEBODSYS
- AEDECOD
- AESEV
- AESER
- AEREL
- AEOUT




Summary

* A shiny app is built to provide interactive tables, listings and figures
* Open-source packages DT and plotly are used to link the TLFs

 YAML configuration file is designed to set up study specific
information
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