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Overview
A SAS Tool for Generating Adverse Event Summaries in XML Format 
Using ADaM Datasets ADSL and ADAE for ClinicalTrial.gov and 
EudraCT Submissions
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ClinicalTrials.gov Adverse Events 

https://clinicaltrials.gov/
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ClinicalTrials.gov Adverse Events 
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EudraCT Adverse Events 

https://www.clinicaltrialsregister.eu/
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EudraCT Adverse Events 
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EudraCT Adverse Events 



Current Process
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Manual Data entry
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Project Goals, Objectives and Benefits

– Uploads to CT.gov and EudraCT currently rely on manual process to prepare and submit data.
– Inefficient business process that is prone to data entry errors and compliance risk.

Problem Statement

– Lack of more automated process was contributing factor to loss of multiple RFPs (Request for Proposals) and is 
frequently requested by sponsors.

Why Now?



Automation Method
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Macro process

The Clinical Safety 
department will 

initiate the request.

Gather Study 
Specific data 

(ADSL and ADAE 
datasets)

Provide input 
parameters and 

execute the macro

Review the outputs 
and Deliver to the 

clinical Safety team

Request Gather Data Execute the 
macro

Review and 
Deliver
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Key inputs and Outputs

– ADaM Datasets
– ADSL
– ADAE

– Additional information from
– Protocol
– SAP/Shell

– If available
– Serious Adverse Events 

Summary table
– Frequent Non-Serious 

Adverse Events Summary 
table 

Inputs
– CT_GOV.XML
– EUDRACT.XML
– AE Tabulation.xls
– Full_Summary.sas7bdat

Outputs
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Assigning study specific parameters in the Setup program

**************************************************************;
* Edit Study specific parameters below;
**************************************************************;
/*Study specific parameters*/
%let sponsor = %str(); * Name of the Sponsor;
%let protocol = %str(); * Protocol Number;
%let title = %str( ); *This will appear in the Brief title section in the ClinicalTrials.gov website;
%let xmlfile_US = %str(&protocol._CT_GOV.xml); * Name of the US XML file;
%let xmlfile_EU = %str(&protocol._EUDRACT.xml); * Name of the EU XML file;

/*ASSESSTYPE - Method used to assess the adverse events (e.g., Systematic Assessment)*/
%let assesstype = %str(Systematic Assessment);  /*or Non-Systematic Assessment */

/*DICTIONARY - Dictionary used for reporting (e.g. MedDRA with version number)*/
%let dictionary=%str(meddra); /*Used meddra or snomed*/
%let DictionaryVersion = %str(24.0);
%let OtherDictionary = %str();

/*TIMEFRAME - Period in which the reported adverse event data were collected*/
%let timeframe = %str();

/*ClinicalTrials.gov: Adverse Event Reporting Description*/
/*EudraCT: Adverse event reporting additional Description*/
%let AEAdditionalDescription = %str();

/* DESC1 - DESC9 -  Long description of each reporting group (treatment) matching the number in the group_n variable*/
%let desc1=%str();
%let desc2=%str();
%let desc3=%str();
%let desc4=%str();
%let desc5=%str();
%let desc6=%str();



15

Execution of SAS Macros

%m_AE (AE_in = ADAE 
 ,SL_in=ADSL
 ,DT_in=ADAE      /* input datasets for AEs, groups, deaths */
 ,POP_fl=SAFFL    /* population to select from both AE and SL datasets */
 ,TE_fl=          /* Treatment Emergent flag to select TEAEs from AE dataset */
 ,SER_fl=AESER    /* Serious flag to select SAEs from AE dataset - otherwise non-serious */
 ,REL_fl = AEREL  /*Related to study medication information*/
 ,DT_fl=AEOUT     /*Outcome*/
 ,DT_val=FATAL    /* Fatal AE indicator from AE dataset */
 ,group_c=TRT01A 
 ,group_n=TRT01AN
       ,TH_perc=5       /* Percent Threshold to count non-serious frequent, e.g., enter the number 5 for 5 percent*/
       ,where_ADAE =%str() /*Additional filter conditions from ADAE*/
 ,where_ADSL = %str() /*Additional filter conditions from ADSL*/
 ,ExcelTable = Y /*Option to generate Excel table*/

,CLEANUP = Y); /*Delete intermediate datasets*/
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Individual Macros

This program checks the compatibility of the source datasets ADSL and ADAE. It also verifies the required and 
conditionally required macro parameters, terminating the program if any issues arise.

m_AE_datacheck

After the data check m_AE_FullSummary program will generate a full summary SAS dataset required for the XML 
generation. This dataset consists of below specified variables:

m_AE_FullSummary

This program will generate the XML file required for ClinicalTrial.gov submission according to the required schemas.

m_AE_XML_US

This program will generate the XML file required for EudraCT submission according to the required schemas.

m_AE_XML_EU

In addition to the XML files, we have created an Excel version of the output to facilitate a manual review of the 
generated Adverse Event summary counts.

m_AE_ExcelTable
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Validation of XML files

– Given that the XML file has a different structure than the typical SAS dataset, the m_AE_ExcelTable macro generates 
an Excel version of summary outputs, making it easier for review purposes. 

– This can be utilized to compare adverse event summary tables prepared for CSR delivery.
– We have successfully validated this tool across more than six studies and subsequently submitted those studies for 

inclusion in both ClinicalTrial.gov and EudraCT submissions.
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Conclusion

– The automation process facilitates the direct generation of XML files that can be seamlessly loaded into the registry 
systems of ClinicalTrials.gov and/or EudraCT. 

– Leveraging source data for Analysis Datasets ADSL and ADAE, this automated approach ensures precision, 
efficiency, and consistency in consolidating adverse event summary data as mandated by FDA/EMA.
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