
Worrying on Quality checks when the Number of files are more ??¸

One Utility Entire Validation summary!!
ABSTRACT

Quality is of prime essence in Clinical Trials and deliverable must meet high quality standards. Double programming is the standard method used by Statistical Programmers to accomplish 
this and ensuing results are compared for any discrepancy. In case of vast deliverables or change in data or specification, process of involving checking of each compare results manually 
increases the probability of human errors. This poster will focus on fetching all the type of issues present in each dataset andassemble in a single file with the severity of each issues to be 
solved. The comparison of SDTM, ADaMand Intermediate results of TLF datasets can be done for development and validation datasets. Additionally, this method can be employed for 
comparison of old and new data. Furthermore, it compares the data from two RTF files.
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PROCESS FLOW

STEP 1: Fetching of files from input Locations

STEP 2: Notification of missing files

STEP 3: Get the information of type of File

STEP 4: Store the comparison information present in  &sysinfo

(2^5)+(2^12)+(2^13)=12320

STEP 5: Processing of Binary codes from &sysinfo

STEP 6: Generate/Customize Issue Summary Report

6th Bit Position-Variable has different label
13th Bit Position-A value comparison was unequal
14th Bit Position-Conflicting variable types
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CONCLUSION

The Issue summary report will provide a bird's eye view of comparison results which will help a reviewer understand and solve problems 
quickly. In overall, generation of Summary Report will economize time, resource, and alsoincrease the efficiency & quality of 
SDTM/ADaM/TLF deliverables.
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