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Introduction
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Lab data plays a crucial role in clinical trials. The source data can be very 

complex and is commonly received from multiple sources, which adds to the 

intricacy of mapping the SDTM.LB domain. 

Standardizing and developing CDISC compliant SDTM.LB to facilitate a 

Clinical Study Report is the end goal and proves to be time consuming and 

hard to maintain if it is not done efficiently from the start.
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Programming Challenges

3

❑ Multiple vendors with differing metadata

❑ Volume of data

❑ Unique programming styles 

❑ Varying level of experience

Issues to address

❑ Lengthy programs

❑ Inefficient programs that lead to long run time

❑ Limited reusability

❑ Hard to maintain throughout the life of the study
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LB Program Standardization
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In order to resolve the challenges and issues, we created a solution to 

standardize the programs, making the programs more user-friendly and 

significantly reduced programming hours. We identified that developing new 

global macros and embedding them in a standard template program allows the 

team to create the study level programs with greater efficiency, maintainability, 

reusability, and understandability irrespective of vendor file structure.  
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Step 1
•Map lab data captured in the EDC by using existing macro: %edc_mapping

Step 2

•Utilize the %biibsdtm_create_lb_testcd macro to read in vendor data and populate 
LB.LBTESTCD, LB.LBTEST by merging with an internally maintained TESTCD file  

Step 3

•Identify the standard unit and conversion factor by using the 
%biibsdtm_create_lbstd_units macro

Step 4

•Populate standard variables like: LBSTRESU, LBSTRESN, LBSTRESC, LBSTNRLO, 
LBSTRNHI, LBSTNRC by using the %biibsdtm_create_lbvars macro

Step 5

•Standardize the LBCAT by using controlled terminology and map the one-to-one 
variables like LBNAM and LBFAST

Step 6

•Combine EDC and Vendor data and populate the EPOCH, slot unscheduled visits and 
derive baseline flag by using existing global macros and output the final SDTM.LB

Standardization Steps

EDC Data

Vendor 

Data

All Data
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Step 1

Set up the program header and use an 

existing macro to map the EDC data to and 

interim LB dataset
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Step 2

%biibsdtm_create_lb_testcd

▪ Used to merge external vendor Lab data with 

internally maintained TESTCD mapping 

guidance file to 

▪ Pulls the respective SDTM_TEST, 

SDTM_TESTCD information which is later 

mapped to SDTM.LB.LBTEST, LB.LBTESTCD. 

▪ Can be used on any vendor file that has variable 

names in any naming convention. 

▪ Outputs excel file with tests that do not have 

values in the current TESTCD mapping 

guidance file, this will be reported to the 

governance team
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New Macro
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Step 3

%biibsdtm_create_lbstd_units

▪ Developed to get the conversion factor and 

standard unit with respect to the original 

collected unit by merging with an internal Biogen 

resource file (unit conversion mapping file). 

▪ Input: dataset generated from Step 2  

▪ Output: 

1. Dataset with standard unit and conversion 

factors populated

2. Excel file with units that do not have standard 

unit and conversion factor, this is used to 

create a governance request
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New Macro
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Step 4

%biibsdtm_create_lb_vars

▪ Uses step 3 output dataset as an input dataset

▪ This macro was developed for the purpose of 

populating the standard variables by using the 

conversion factor and standard unit populated in 

Step 3
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New Macro
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Step 5

Create the one-to-one mapping variables as 

per source data collection and mapping 

specification
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Step 6

▪ Set the EDC and Vendor intermediate 

datasets together

▪ Populate the EPOCH variable

▪ Slot unscheduled visits

▪ Create the baseline flag

▪ Populate SEQ

▪ Output the LB dataset to output library
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Conclusion
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As Lab dataset programming is often more complex, this programming 

technique along with a standard programming template helps to resolve some 

of the programming challenges and utilizes a highly efficient program that is 

easy to maintain. This technique also helps to achieve our goals and shorten 

the programming timelines.
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