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Orange County

Product Safety Engineering Society

Meeting
WEBSITE - http://ewh.ieee.org/r6/ocs/pses/
(Open to all – you do not need to be a member of IEEE)

+ FREE FOOD!!!!!

(Provided by Element Corp. (Formerly Northwest EMC))
Tuesday, August 28, 2018 – 6 PM

Element Corp. (Formerly Northwest EMC)
41 Tesla

Irvine, CA 92618

· INTRODUCTIONS
· COMMITTEE REPORTS 
· Program Committee – 

· Treasurer Report – Paul Herrick

PRESENTER – Michelle Johnson
Michelle Johnston began her career in the medical device industry with a division of C.R. Bard in MA.  Over her career, she held RA/QA management positions with several other device manufacturers.  Michelle was also employed by a leading quality system registrar as a medical device lead auditor.   
She currently heads Advanced Quality Systems Solutions, a medical device consulting company, specializing in quality system compliance, based in southern California.  Clients range from Fortune 100 companies to one person start ups.  
Michelle holds a Bachelor of Arts degree from the University of Lowell in Lowell, MA.   She is active in several industry organizations and has been a featured speaker on a variety of topical subjects.. 

PRESENTATION – An Overview of ISO 13485:2016, Medical Devices--Quality Management Systems. 
This presentation will cover 
· more aligned with FDA's Quality System Regulation 

· clarifies some existing requirements

DISCUSSION ITEMS - General Discussion of other Product Safety/Certification issues
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