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Russell Olson is a Senior Principal Advisor at RCRI, Inc.  He has over 25 years of experience in the medical device industry, 15 years of which have been with venture funded companies, focusing upon the areas of research, manufacturing, product development, quality systems and regulatory affairs.  He has successfully gained multiple facility and product approvals in the United States and Europe including a PMA, multiple 510(k)’s, IDE’s CE Marks and approvals for Quality Systems.     Russ assists RCRI’s clients with determining domestic regulatory strategies, drafting submissions, and negotiating their approval with the FDA.  In addition, due to his significant experience with notified bodies and CE marking products, he provides guidance to medical device clients for CE certification to the MDD and AIMD directives; Technical File and Design Dossier preparation; Quality System design, certification, auditing, and compliance; and international product registration. 

Russ holds a Bachelor of Science degree in Microbiology and Public Health.  He has additional training in the areas of quality system auditing, and sterilization validations, sterile packaging testing, FDA and ISO compliance issues and negotiations.  With his experience, Russ has acquired a complete understanding of product design/development, process validation, manufacturing, quality systems and regulatory requirements.
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