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Renew Your Focus on Product Quality to 
Drive Business Growth

Regulatory Policy in the Age of Artificial 
Intelligence

Baldrige Award Examiner Training

27 Billion Reasons to Get Serious About Risk 
Management

Robotic-Assisted Surgery Landscape

“Putting out fires is not improvement of the process.”  – Dr. W. 
Edwards Deming

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.

In our Feature Article this month, we offer a going-back-to-
basics approach to help achieve business growth. Just as Dr. 
Deming said, we can’t be continuously fighting fires. We must 
focus on consistently improving Product Quality, not just

driving Compliance. We are also discussing how FDA is shaping its policy for  
software modifications and why Risk Management is critical in light of the recent  
Boeing 737 Max crashes.

Medical Device companies are facing two 

competing challenges as they seek new 

growth— how to grow their core product 

sales while also innovating to bring new 

products in adjacent or entirely new 

market segments. Going back to basics 

will help sustain market leadership.

AI is enabling rapid innovations in MedTech. 

How should FDA respond? In a recently 

released discussion paper, FDA is proposing 

a risk-based policy for review of software 

modifications.

One high-tech aircraft. Two fatal 

crashes, 346 dead. $27 billion of 

market value lost in two days. Risk 

Management can no longer be a 

paper exercise to satisfy regulators.

Intuitive Surgical and Stryker have dominated the market for several years, but now 
the robotic-assisted surgery landscape is heating up with a couple of multi-billion dollar 
deals. Here is an overview of the industry, market leaders, recent deals and safety 
record of this technology.

I have been selected to join the Baldrige Board of Examiners. I will be attending the New 
Examiner Training this month. Stay tuned for updates.

Question:  How are you driving Product Quality improvements in your 
organization?

Question: Does your regulatory strategy for AI-based devices include a change 
control plan?

Question: What can MedTech learn from these failures to renew its focus on 
patient safety?

– Naveen Agarwal, Ph.D

Read More >>>

Read More >>>

Read More >>>

Download Now >>>

Read More >>>

ft L

Copyright © 2018 Exeed, All rights reserved.

Toll Free 1-833-MYEXEED      |      1-833-693-9333

Creative Analytics Solutions, LLC
2468 Atlantic Boulevard, Jacksonville, FL 32207

Want to change how you receive these emails?
You can update your preferences or unsubscribe from this list.

Note: Exeed™ is a portfolio of solutions developed and offered exclusively by Creative Analytics Solutions, LLC

info@ExeedQM.com

mailto:info%40ExeedQM.com?subject=Newsletter
https://www.exeedqm.com/new-blog/customer-experience/focus-on-product-quality
https://www.exeedqm.com/new-blog/customer-experience/focus-on-product-quality
https://www.exeedqm.com/new-blog/regulatory-policy-in-the-age-of-artificial-intelligence
https://www.nist.gov/baldrige/products-services/baldrige-examiner-training-experience
https://static1.squarespace.com/static/5a29677d51a5848378cd34ba/t/5c2d5a0b03ce64bbaa320460/1546476045516/MedTech-Industry-Overview-Infographic+%284%29.pdf
https://static1.squarespace.com/static/5a29677d51a5848378cd34ba/t/5cacd648f9619aa46f771822/1554830921386/Robotics-Surgery-Overview-Infographic+%281%29.pdf
http://
https://www.linkedin.com/pulse/27-billion-reasons-get-serious-risk-management-naveen-agarwal-ph-d-/
https://www.exeedqm.com/blog-1/
https://www.exeedqm.com/about/
https://www.exeedqm.com/what-we-do/
https://www.facebook.com/Creative-Analytics-Solutions-LLC-174776136607947/
https://twitter.com/ExeedQM
https://www.linkedin.com/company/exeedqm/
https://www.google.com/maps/place/2468+Atlantic+Blvd,+Jacksonville,+FL+32207/@30.3061677,-81.6417003,17z/data=!3m1!4b1!4m5!3m4!1s0x88e5b6562eca6c27:0xebc18fb8c63e7144!8m2!3d30.3061677!4d-81.6395116
mailto:info%40ExeedQM.com?subject=

