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A Strong Post-Market Surveillance Enables a 
Strong Risk Management System

FDA is Using the Least Burdensome Approach. 
Are You?

Major Clinical Study Aims to Improve Patient 
Experience & Outcome of Joint Replacement 
Surgery

MedTech Quality in the Age of Big Data

Welcome to your complimentary monthly newsletter to  
help you stay current on the most important news in our 
industry in less than 15 minutes. My goal is to not just 
provide information, but to help you better understand  
the latest trends.

The concept of risk-management is not  
new to Medical Device companies.  
The challenge, however is to consistently 
apply risk-management principles 
throughout the product lifecycle.

Achieving and sustaining Regulatory 
Compliance is a huge resource drain for 
Medical Device companies. The FDA is now 
renewing its focus on a least burdensome 
approach to all regulatory activities.

Zimmer Biomet has just announced a large 
clinical trial to test their mymobility™app 
working with the Apple Watch® to see 
if it can be a viable alternative to the 
current standard of care after hip and knee 
replacement surgery.

Get an overview of the 
industry, current trends and 
Big Data technologies such as 
Artificial Intelligence, Machine 
Learning & Deep Learning.

I hope you enjoy, and please let me know if there are future 
topics you would like discussed by contacting me here.

The question: What is the key to 
building a strong risk-management 
system? 

The question: How can you refocus 
your resources on the most value-
added activities? 

The question: Can you use a 
smartphone app to improve patient 
experience and outcome of hip and 
knee replacement surgery?

– Naveen Agarwal, Ph.D
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