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“A noble purpose inspires sacrifice, stimulates innovation and 
encourages perseverance.” - Gary Hamel, American Business Scholar 
 
Inspiration is a wonderful thing! This month, we are sharing lessons 
learned at the Baldrige Examiner Training. When people are inspired, 
excellence happens naturally. We are also discussing how you can 
achieve excellence in benefit-risk assessments to drive regulatory 
decisions. Finally, we have analyzed recent FDA warning letters to help 
you understand common issues and how FDA is changing its approach 
to Compliance. 

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. 

  
– Naveen Agarwal, Ph.D

FEATURE ARTICLE

Achieving Excellence in Medical Device Benefit-
Risk Assessments

“Safe and effective” for a medical device 

means medical benefits outweigh risks. 

Here are 3 ways to lower the uncertainty 

in benefit-risk assessments for 

regulatory decisions.  

Question:  Are you using a structured framework for benefit-risk assessments?

 Read More>>>

REGULATORY NEWS

When a Warning Fails

Instead of using warning letters to drive 

compliance, FDA is focusing more on 

helping device companies improve the 

quality of their corrective action plans.  

 

Question: How can you take advantage of this changing mindset at the FDA?

 Read More>>>

PERSPECTIVE

Inspiration Fuels Excellence

Lessons from Baldrige Examiner Training 

- when people find purpose, fellowship, 

and an opportunity to grow, inspiration 

comes naturally and excellence happens. 

 

 

 Read More>>>

Question: Are you creating an environment that inspires your workforce? 

RESOURCES

FDA Warning Letters (2018-2019 Q1)

A warning letter from the FDA is seri-

ous business! Here is an analysis of the 

warning letters issued to medical device 

manufacturers in 2018 and 1Q of 2019 

for Quality System violations. 

Download Now>>>
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