
GMQA Data Integrity Webinar Agendas: 
 
The summary of the content of each of the upcoming data integrity webinars are as follows: 
 
Data Integrity Overview—Good Documentation Practices for Electronic Data 
 
This 90-minute webinar provides an overview of the key principles for assuring data integrity in GXP-
regulated organizations and provides detailed examples of the foundational principles of Good 
Documentation Practices and how to apply these to both paper and electronic records.  Examples will be 
presented for GMPs (laboratory and production), GCPs, GLPs, and Medical Devices.  The webinar 
provides 15 minutes for Q&A. 
 
Example topics include: 

• What is “Data Integrity”? 
• Regulatory Update & Focus 
• Key Quality Management System Controls 
• Data Life Cycle 
• Paradigm Shift—paper to electronic 
• 21 CFR Part 11 as “Good Documentation Practices for Electronic Data” 
• US FDA & EU Observations 
• Q&A 

 
Reviewing Electronic Data & Metadata, such as Audit Trails 
 
This 90-minute webinar provides an overview of the GXP requirements for review of original records, 
including source electronic records and meaningful “metadata”.  The discussion will include defining 
“metadata” and “critical” data, including data that is essential to assuring patient safety, product quality, 
and the reliability of regulatory submissions. We will discuss the application of holistic Quality Risk 
Management principles to conduct risk-based reviews that add value and strengthen the confidence of 
our decision-making.  The case study presented will provide participants the opportunity to review both 
paper and electronic data sets, as well as metadata, such as audit trails. This hypothetical scenario raises 
important questions regarding our historical data review approaches and calls us to modernize our data 
review strategies to design the most efficient and effective techniques to assure patient safety and 
product quality. The webinar provides 15 minutes for Q&A. 
 
Example topics include: 

• Data Review—General Concepts 
• What is “Data” and “Metadata”? 
• Audit Trails & Review? Which Ones? How Often? 
• Where should review take place in context of the Data Life Cycle? 
• Critical Thinking Skills to Identify Patterns 
• US FDA & EU Observations 
• Case Study 
• Q&A 

  



 
Management Culture & Data Integrity Governance Plans 
 
This 90-minute webinar discusses the potential root causes of intentional and unintentional lapses in 
data integrity and how a robust Management Governance Program and healthy Quality Culture may be 
designed to prevent, detect, and respond to these risks. The discussion will include developing plans to 
remediate existing gaps and designing and integrating data integrity controls into current Quality 
Systems, Enterprise Risk Management, and ‘end-to-end’ Corporate Data Governance program 
frameworks. We will also discuss ideas for monitoring and ensuring the effectiveness of the data 
integrity program through Quality Metrics and Management Review.  The webinar provides 15 minutes 
for Q&A. 
 
Example topics include: 

• Management & Quality Culture to Assure Data Integrity 
– Falsification vs Bad Practice 
– Cressey’s ‘Fraud Triangle’ 
– Managing Behavior 
– Fixing ‘the System’ to Foster Data Integrity 

• Possible Governance Models for Data Integrity 
– Risk-Based Plans and Organizational Structures 
– Quality Management System enhancements, such as 

• Managing Out-Sourced Relationships 
• Introducing Data Life Cycle 
• Forensic Auditing 

– Metrics and Reporting to SLT 
• Q&A 

 
Data Governance & Data Process Mapping Considerations 
 
This 90-minute webinar presents general considerations for GxP Data Governance Program to assure 
reliable data across the product life cycle. The possibility for new GxP personnel roles to support the GxP 
Data Governance Program will be discussed together with ideas for CGxP Data Process Mapping that 
may be value-added and cost-effective. Examples will illustrate varied methodologies for applying 
Quality Risk Management principles to reduce data integrity risks in critical data processes. The webinar 
provides 30 minutes for Q&A and sharing ideas of best practices. 
 
Example topics include: 
• Data Governance Organization & New GxP Personnel Roles 
• Process Mapping Tools 
• Case Studies 
• Discussions & Idea Sharing 
• Q&A 
 
Costs for 90-minute Data Integrity webinars (includes 15 minutes Q&A): 
Individuals - $399/webinar;  
Groups of 2-4 persons- $699/webinar; 
Groups of 5-10 persons - $1625/webinar;  
Groups of more than 10 - $2500/webinar. 


