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Introduction

v Specification could be more then just a specification. 

v Standardized variable derivation approach. 

v About 50 percent of SDTM variable derivations involve directly 
reading raw data variables or simple subset of raw data.

v Converting SDTM specification language to a programming script 
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Process flow chart
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Specification language standardization  

Standardizing the RFICDTC (Date/Time of Informed Consent) derivation 

• Index 3 is a more standardized approach relative to the other two derivations as the representation is 
more direct with the usage of the period to separate the data and the variable

• Index 3  can easily be programmatically converted to an executable SAS code. 
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Specification language standardization examples  

Example One: Algorithm  starts with a simple “Set to”. The algorithm  looks for the succeeding text after 
the “Set to”  statement. If the text is within a quote, it gets translated to the variable=”TEXT” 

Example Two: Algorithm  that starts with “Set  to” but has a text without quotes as in the example of 
RFXSTDTC variable. In this case, the value of the variable named RFSTDTC will be assigned to 
RFXSTDTC.

Example Three: Algorithm has a “period” and begins with a “Set to”. Translate macro will convert this 
statement to a data step. The ETHYSC5 variable gets assigned to the variable ETHNICSCAT_35 which 
is in the DMx1009 dataset

Example Four: Algorithm has a “period” and begins with a “Set to”. Translate macro converts this 
statement to a data step. The ETHYSC5 variable gets assigned to the variable ETHNICSCAT_35 which 
is in the DMx1009 dataset.
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Programming process

Step 1: Read in the specification documents and identify the derivations that can be programmatically 
processed.  
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Programming process cont..

Step 2: A “Type” variable is assigned with a value of “Internal” if the logic does not involve external  library 
references and a Value of “External” if the derivation logic involves external file references. 
“Set to” is considered as an assignment operator of corresponding SAS equivalent syntax. 
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Programming process cont..

Step 3: Additional macro variables are created for each external and internal file references as shown in 
the programming steps below
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Programming process cont..

Step 4: Ensure that the external datasets that have been referenced exist
SAS Pipe option is used with the filename statement to check the legitimacy of the file path as shown in 
the code below
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Programming process cont..

Step 5: : In this final step the %fetchdata macro is been called. The macro is looped based on the 
number of variables that need to be derived. With each iteration for each variable. The &code&i macro 
variable will have the corresponding executable syntax using the new variables that are now derived and 
merged back with the original input data.
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Conclusion

v Using the standardized language approach, the overall efficiency of 
SDTM database programming can be improved considerably

v The future capabilities of the %translate macro will also include the 
ability to produce categorical and numerical summary statistics based 
on a one-liner script
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