
When Quality Can’t Be Compromised.

Founded in 2000, QualityHub Inc. brings together world-recognized 
experts in quality management, quality systems, auditing and training. 
Our mission is to offer premier solutions in the area of applying quality 
principles, thus providing the highest possible quality and value to our 
clients. We value and respect our client relationships. We seek to exceed 
client expectations on every project. This is the QualityHub difference! 

Our vision is that, with our help, the drug and device industry will 
provide safe and effective products to patients’ worldwide in a manner 
that ensures compliance with governing requirements while adhering to 
the highest quality principles.

A Quality Foundation.

A quality foundation is an essential building block for a Successful 
organization. Our average consultant regulatory experience is over 27 years 
with most of our associates being ex-FDA including ex-FDA Investigators 
and Compliance Officers. We provide Consulting Associates with expertise 
in several technical areas: CAPA, Auditing, Management Review, Risk 
Analysis, Document Control, Sterilization, Process Validation, Software 
Validation, Performance Scorecard, Part 11, Stability, Process Mapping, Materials, Training, Human Resources, and 
Laboratories. We can perform project management and help develop Compliance Master Plans. For those organizations 
facing FDA challenges, we can perform mock-inspections at your facility, assist during FDA inspections, review FDA 
483s, Warning Letters and other correspondence between you and FDA - making recommendations from ex-FDA and 
Industry perspectives.

With clients in almost every part of the globe, we are confident we can help your organization with the issues you are 
facing. Contact us to experience the QualityHub difference.

Providing World Wide Quality Resources

Quality is a Journey. 

If you need a roadmap or help 

along the way, we can help. 

We have made training and 

consulting the cornerstones of 

our business. We believe they are 

the key ingredients to achieving 

quality practices. Whether you 

are reacting to a recent FDA 

Warning Letter, as many of our 

clients are, or proactively seeking 

assistance, QualityHub®  can craft 

a solution for your organization.
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