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The Violations Discovered
Primary Violations 1: Direct Data Manipulations

• Modified chromatogram area counts in Xcalibur software
• Changed Integration codes (MA→AA) inappropriately
• Used pdf editors to alter exported reports

Primary Violations 2: Data Trail Destruction
• Generated modified data in quantitation software
• Exported excel and pdf files from altered data
• Deliberately failed to save Quan files (eliminating audit trail)

Motivation identified
• Improving calibration curve R2 values 
• Meeting 20% replicate injection difference requirements
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How was it caught?

pdf data from August pdf data from October



Acrobat metafile comparison
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Leadership Response: The Critical Meeting

● Key Stakeholders: 
○ Laboratory Research Director (LRD) 
○ Quality Assurance (QA) 
○ Regional Director (RD) 
○ HQ Management 
○ SDs 
○ National QA Manager

● Initial reaction of RD, Full Transparency for QA and LRD 
(Complete access, collaboration, and open communication 
throughout remediation)

● Corrective action plan with deadline was shared with 
management



❶ Reprocessing all data (LRD)  and In-life audit (QA)

❷ Generating amended ASR (LRD)  

❸ Auditing amended ASR & ARD (QA)  

❹ Generating eQA Reports (QA)  

❺ Responding eQA findings/ Updating ASR (LRD)  

❻ Sending the amended ASR to HQ (LRD)  

Systematic Corrective Action Process



❶ Reprocessing all data and audit 
methodology

• Reprocessing Approach : The LRD reprocesses all data 
with an in-life auditing

• Real-time oversight ensured:
• Correct use of original raw data files
• Proper integration parameters
• Appropriate calibration application
• Accurate result calculations



❶ Reprocessing all data and audit 
methodology cont’d

Raw data New Sequence Reprocess Result file Quan Browser

Chromatograms file

Calibration curve file

Summary report file



❷ Generating amended ASR (LRD)  

• All amendments 
shown in bold 
italics for easy 
identification



❸ Auditing amended ASR & ARD

•Original and amended ASRs audited with 
raw data 

•Electronic files compared to hard copies 
(chromatograms, calibration curves, 
reports, raw data, results/Quan files) 

•Electronic data timestamps and file sizes 
verified 



❹ Generating eQA reports

• Amended ASR & ARD reports generated in eQA



❺ Responding eQA findings/ 
updating ASR

eQA Reports (ASR & ARD)
• SD and LRD provided responses
• LRD updated reports accordingly



❻ Sending the amended ASR to HQ

• Updated ASR reviewed for corrections
• QA signed QAS and LRD signed report
• Submitted to HQ



Future Audit Formats

Audit Package Contents
•Hard copies + electronic files 

• Chromatograms
• Calibration curves
• Summary reports (PDF)
• Raw data, sequence files, result files, Quan 

files
• Copy of all logs, communication etc.

Verification Process
• In addition to the regular audit, we compared 

the paper data against the electronic data



❶ Data Integrity is Non-Negotiable – No performance metric justifies falsification 

❷ Technical Controls are Essential – Systems must prevent, detect, and audit changes  

❸ Collaborative Remediation Works – QA involvement is  crucial  

❹ Culture Matters Most – Ethics and integrity must be core values  

Key Lessons Learned – Critical Takeaways
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