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Introduction
• R is a widely used and powerful software in the 

pharmaceutical industry, specifically for the analysis of 
complex datasets.

• One of the biggest challenges faced by biostatisticians is 
the handling of complex datasets, specifically in 
generating ADaM datasets.

• Generating ADaM datasets manually is a time-consuming 
and error-prone process.

• It requires a deep understanding of the ADaM guidelines 
and a lot of manual work to ensure compliance.

• To simplify the process and reduce the risk of errors, a 
package is needed that automates the generation of ADaM 
datasets.

Problem Statement​
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R in Clinical Research



Adoption of R for ADaM Datasets 

Commonly R is utilized for exploratory analysis, routine data reading, and interpretation tasks but not for creating
TFL or CDISC datasets. With the extensive library support, we can quickly do the data wrangling with minimal code.
We have the following benefits and challenges while creating datasets using R.

Benefits
Free and open-source

Reproducible research

Extremely easy data wrangling

Can be easily extended

Less code

Community support

Challenges
Validation

Packages do not follow a typical SDLC

Legacy data

R support



GenAdam

R package

Effective alternative in creating ADaM
datasets

Single function call

Visualizing dataset

Download .sas7bdat



5 Main Functions of GenAdam

adqs The adqs() function creates the ADQS dataset with the standard variables and predecessor variables from ADSL. Here we develop a 
list of standard variables associated with the ADQS dataset.

adlb The adlb() function creates the ADLB dataset with the standard variables and predecessor variables from ADSL. Here we develop a 
list of standard variables associated with the ADLB dataset.

advs The advs() function creates the ADVS dataset with the standard variables and predecessor variables from ADSL. Here we develop a 
list of standard variables associated with the ADVS dataset.

adsl
The adsl() function creates the ADSL dataset with the standard variables. This function will work only with single-period simple to 
moderate studies, which is a package limitation.

The function call for ADSL dataset creation:: adsl(folder_path, varlist,metadata)

sdtm_data
The sdtm_data function displays the dataset in R shiny. We will be able to filter, search and explore the data in the interactive 
visualization feature of R shiny and datatable (DT).  

sdtm_data(folder_path,file_name)



GenAdam2



Overview of 
the GenAdam2

The GenAdam2 
package is an R 

package specifically 
designed to 

automate the 
generation of ADaM 

datasets.

With a single 
function, the 

GenAdam2 package 
generates an entire 

ADaM dataset.

It also provides an 
easy-to-use 

interface to visualize 
TFLs and apply 

filters to the data.

The data can be 
saved in several 
formats, such as 
.docx, .rtf, .html, 

.pdf, etc.



GenAdam2 Dependencies And Compatibility

Version : 

0.2.0

Developed R Version:

R 4.2

Depends : 

R (≥ 3.5)

Dependant Packages:

data.table

shiny

shinythemes

shinyjs

tidyverse

ggplot2

Plot.ly

haven

shinyWidgets

DT

reshape2

openxlsx

tidyr

License: 

Apache License (≥ 2)



GenAdam2 -
Functions

gen_adam() Function to generate 
ADaM dataset

gen_adam(adam,spec)

tfl_viz() Function  to generate 
TFLs using R shiny

tfl_viz()



Demo



Demo
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