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The Real Goal of Medical Device  
Safety Surveillance

FDA Finalizes the Guidance on Least  
Burdensome Provisions

Dangerous Does Not Equal Unsafe

Healthcare Quality in the Age of Artificial  
Intelligence

“There are known unknowns. But there are also unknown unknowns.”  
– Donald Rumsfeld

In our Feature Article this month, we make a case for signal 
detection as the real goal of medical device safety surveillance. 
Ability to detect signals before they become a trend is critical 
to ensuring patient safety. We are also discussing FDA’s latest 
guidance on applying least burdensome concept to regulatory 
decision making.

Post-market surveillance is not just a 
requirement, but necessary for timely  
action to prevent patient injury. It also  
drives innovation through a feedback 
channel for R&D.

Nothing we do is risk-free, but we expect a 
level of safety in products and services we 
use each day. If done right, the dangerous is 
not unsafe. 

FDA is applying the concept of least 
burdensome to regulatory decision  
making using a risk-based approach.  
This is an opportunity for the industry to 
take a fresh look at its own approach for 
regulatory approval and compliance.  

Here are slides from my presentation at ASQ Asheville last month. We talked about  
the changing landscape of MedTech industry and what it means for Quality and  
Regulatory professionals.

Check out the latest industry news in less than 15 minutes. Please let me know if there are 
future topics you would like discussed by contacting me here.

Contact us here to request a speaking engagement.

Question:  Are you getting the  
most out of your safety surveillance 
system?

Question: What is the true mission of 
your risk management process?

Download this complimentary February 2019 presentation from the ASQ 
Asheville meeting.

Question: How will you take 
advantage of this opportunity?

– Naveen Agarwal, Ph.D
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