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What is Quality? 

• Fit for use 
• Free from defects 
• Meets a certain predetermined quality 

standard 



What is Quality Assurance? 

Series of activities designed to assure [someone] 
that the product is ‘fit for purpose’ and intended 
quality standards have been met. 
 
 
[Managers, researchers, regulators, 
sponsors/clients, technicians, QC, consumers] 
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Quality Assurance Professional 



RICRO Resource 





• Increase quality, integrity and reliability of data 
• Increase confidence that data are of known, 

documented quality 
• Access to funding otherwise not available without 

meeting a known quality standards 
• Support Industry needs and regulatory requirements 
• Support 'bench-top to market' research and 

manufacturing activities 

 



DATA? 

Any information that is necessary for the 
reconstruction and evaluation of the 
research activities or processes. 
 
How do you know? 
•Who, What, Where, When, How 
 

















Data Integrity? 

• Data integrity refers to maintaining and 
assuring the accuracy and consistency of 
data over its entire life cycle 

• Data integrity is the opposite of data 
corruption, which is a form of data loss 
 

Wikipedia, 28April2015 

 



Data Life Cycle 

 
 

Collected 

Stored 

Accessed 
and 

Manipulated 
Reported 

Retained 

Audit Trail 



What is your Data Quality System? 

• Research Plan/Protocol 
• Procedures/Policies 
• Training 
• Monitoring/Mentoring 
• Reporting 
• Data Retention/Archiving 

 
Is there a Quality Culture? Is it known?  Is 

it documented?  



Say what you do! 
Do what you say! 

Prove it! 
Improve it! 



Write it down! 

If it isn’t 
written, it 
didn’t happen! 





Source Data Integrity 

ALCOA 
Attributable   
Legible 
Contemporaneous 
Original 
Accurate 
 

CCC 
Credible 
Consistent  
Corroborated 



Physical Integrity 



Logical integrity  

data retention 

http://en.wikipedia.org/wiki/Data_retention


Logical integrity  



Weak Links? 



Logical integrity  



Overall data integrity policy 



Challenges 

• What is your source data? 
• What are the quality expectations of your 

source data? 
• What system do you have to communicate 

and ensure data quality and integrity 
throughout the data cycle? 

• How do you measure and trend your data 
integrity?  How do you know? 
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