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Disclaimer 

 All materials in this slides are the opinion of the 
speaker, and do not reflect the views of Quintiles. 
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Late stage Programming 

In a fast-paced production environment of a clinical trial (especially in Phase I 
and II) 
Ø Timelines are short and timely delivery is very important 
Ø Not getting the datasets early from the DM team 
Ø Last minute changes and frequent transfers 
Ø Working more than 2 studies simultaneously 
Ø Actual programming started only at the time of the soft lock or dry run of 

datasets.  
Ø Complete information about the subjects will be available only at the end 

of the study hard lock. 
Ø Reusing similar study programs due to short time lines.  
 

 Hence there is lack of knowledge about the source SDTM datasets before  
ADaM datasets or TLF generation. 
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Challenges 

Ø Handling the value level changes over data transfers like typo error and 
deviating from the standard terminology etc 

Ø Handling of dropped/added datasets or variables 
Ø More number of transfers and hence rechecking the outputs after  every 

rerun 
Ø Not checking the derivations properly when the programs are copied from 

some other study. 

Hence it will be easy, If we get 
Ø Clear picture of the changes between the data transfers from SDTM Team 
Ø Detailed information about the data transfer in dataset level, variable level, 

value level 
Ø The unique values within each variable and its frequency. 
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%QProbe 

QProbe used simple methods to get the results 
Ø ODS tagsets.excelxp 
Ø Sashelp.vcolumn, sashelp.vtable 
Ø Proc compare 
Ø Proc freq 
Ø Proc report 

Keep Ready: 
 SDTM or ADaM or sponsor defined standards in imported dataset 
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Important features of QProbe 

Generates two excel files 
Findings: 

Ø Dataset Level 
Ø Variable Level 
Ø Value Level  

Summary : 
Ø Unique variable values and its counts for each domain 

Macro Calling : 
%QProbe(nrwlib=xxx/xxxx/proj00x/study00x/data/transfer/15jan2013, 

    orwlib=xxx/xxxx/proj00x/study00x/data/transfer/01jan2013, 
    outpath=xxx/xxxx/proj00x/study00x/data/transfer/compres, 
    stdtype=SDTM); 
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Findings - Dataset Level 
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Findings - Variable Level 
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Findings - Value Level 
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Summary 
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Manager Level 

It helps to  
 
Ø Get the overall information about the study datasets 
Ø Status of the ADaM datasets validation without checking the tracking 

sheet. 
Ø Estimate how many resources need and how much time will take to 

update the changes in the current transfer 
Ø Summary excel file will be helpful during the  senior review 
Ø Senior review can be done only for the domains in which the changes 

happened in new transfer. 
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Programmer Level 

It helps to  
 
Ø Get clear picture of the datasets in each level 
Ø Understand  the changes in datasets comparing to previous transfer 
Ø Check and identify the dataset issues 
Ø Get the unique values  
Ø Get information about values deviating from standard like label length or 

variable length, and standard values of the variables. 
Ø Get the list of information about “No data to display” 
Ø Check the derivations with the unique values from summary excel fie, if 

the derivations are copied from some other study. (ex. Study discontinued 
flag) 
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Future Implementations 

Ø Complete automated report from Raw datasets to CDISC and ADaM 
submission 

Ø ADaM - from the available comparison report(lst) or using the program 
batch file, the report can be generated. 

Ø Check for the CDISC and ADaM rules like required  and expected variables, 
Label level, length etc. 

Ø Summary excel file: Checking data issues with filtered condition in SAS 
viewer or SAS while selecting  the value in the excel sheet. 
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Questions? 


