Isaac Erickson
Forest Lake, MN / 651-353-7806 / isaac@revsci.com 
Medical Device  .  Biotech  .  510k .  FDA  .  Sterilization
A manager from the medical device and lab equipment manufacturing industry who has personally authored successful FDA 510k application submissions.  Works directly with FDA, OSHA and ISO routine audits.  Background in FDA Medical Device Reporting (MDR) and  and product recalls (CAPA).  Experience in updating product lines to comply with Unique Device Identifier system (UDI).  Authored multiple validation protocols for biotech, microbiology and sterilization.  Programming skills and is able to modify and write software to comply with 21 CFR Part 11.  Excellent verbal, public speaking and written communication skills.  Managed multiple engineering disciplines and production staff.  Strong aptitude for discussing product improvements with end customers, validation laboratories and distribution prior to launch.  Brought successful design changes to market through the management.  Experience with harmonized international standards STED and IEC/CE. 
Core Leadership Competencies
	· FDA 510k Submission (experience since 2010)
	· Engineering and Regulatory Management

	· ISO / FDA Gap Analysis
	· Determining and authoring labeling and IFUs

	· CE and IEC Product Safety Compliance
	· Medical Device Reporting (MDR) for sterilizers

	· Biotech and Microbiology
	· Develop Custom Validation Protocols

	· FDA CAPA – Product Recall
	· Provisional Patent Application Authorship


	Professional Experience


	Revolutionary Science – Minneapolis, MN
	2011 – Present 


Manufacturer of laboratory and medical devices, founded 1999.
VP and Chief Science Officer
Research and Development Management, Medical Device and Regulatory Compliance
Brought products from concept phase to production.  Responsible for FDA 510k, ISO,  CE and IEC safety submissions and compliance.  Authored three 510k's that were ultimately approved by the FDA.  Authored an EUA and submitted it to the FDA.  Supervised research and development staff over multiple years, totaling 15 direct reports to distributors, consisting of regulatory compliance staff, engineers, programmers and technologists.  Designed critical circuit boards that have become IEC, ANSI/AAMI and FDA compliant and are currently in cleared medical devices.  Multiple years of experience in verification and validation from product development and design changes.  Oversaw a quarterly budget for the R&D department.
· Developed monitoring and tracking control systems for design changes, compliant with ISO, CE and FDA.  Managed software development for this FDA compliant system.  Software uses the FDA decision tree.

· Regulatory Compliance: Personally authored three successful FDA 510k applications for table-top sterilizers.

· 2018-2020: Personally designed and wrote the software for a DNA extraction robot (automation) and a micro plate reader  (GUI and image recognition).  I wrote the code in C++ and Python.

· 2019:  Modified existing software for an automatic colony counter to comply with significant portions of 21CFR Part 11

· Updated all of our medical devices to have UDI system of labeling, barcodes, compliant with the FDA.

· Maintained the research and development department's ISO records and personally authored over 30 ISO protocols using FDA/ISO gap analysis and documents for product development and production departments.

· 2020:  Authored and submitted an Emergency Use Authorization (EUA) for a ventilator. Researched ventilator technology and regulatory compliance requirements.

· 2018: 510k submission clearance k180272 for a steam autoclave that was approved for trocar sterilization.

· 2018: Provisional Patent Applications: Personally authored four provisional patent applications (MMO electrophoresis, password protected incubators, disinfecting PCR blocks and polypropylene water heating elements) on technologies invented in our research and development department.

· 2011: 510k submission clearance k112811 – The first front loading autoclave in its class to be cleared in 17 years.  No similar product with a retail price of under $4,000 has been cleared since clearance.

· 2012: 510k submission clearance k122978 – The first top loading autoclave in its class to be cleared in 20 years.  No top loading autoclave has been cleared since, due to increased regulations.  

· Authored 18 published articles about product releases and dangers of insufficient sterility, remediation and consent decree and laboratory equipment applications.

· 2011 , 2012, 2016: Managed and received IEC / CE European International safety marks for three products.

· Researched defibrillator technology and FDA Class III PMA requirements.  (approximately six month project)

· Researched blood mixer technology and FDA Class I 510k requirements.  (approximately eight month project)
	Revolutionary Science – Minneapolis, MN
	2004 – 2011 


Manufacturer of laboratory and medical devices, founded 1999.
Research and Development Management
· 2007: Personally authored the provisional patent application for the IncuCount automated colony counter.

· 2009: Achieved ISO 9001 for our company.  Maintained the R&D records.

· Managed and trained production department employees

· Authored at least 15 detailed manufacturing protocols.

· Product validation:  Performed and or supervised over 200 validation tests in the company's wet laboratory. Tests include: PCR, evaporation, centrifugation, colony growth, psychotrophic bacteria tests, DNA extraction, sterility assurance and antibiotic reactions.
	Revolutionary Science – Minneapolis, MN
	2002 – 2004


Manufacturer of laboratory and medical devices, founded 1999.
Verification and Validation Engineer
· Worked with production staff on product assembly and QA testing

· Supervised product repair and product and equipment calibration

· Authored product manuals for 5 products.
	Committees and Professional Associations


· Government Affairs Committee, Active Member January 2016 to 2018
Monthly and bi-monthly meetings attended with 12 other representatives from the laboratory and medical product companies across the United States.  Discuss latest EPA, CDC and FDA regulations and their impact on the laboratory and medical device industries.  International trade.  Discuss NIH and FDA budgets.  Support a lobbyist that represents our cause in Washington. 
· Laboratory Products Association, Active Member 2015 to 2018
An international professional association committed to the industry.
· St Paul Citizens Budget and Finance Committee, Active Member 2007 – 2008
Analyze regular budgets and determine ways to improve wasteful governmental spending.
	Other Skills

	
	Python, Matlab, C++ programming
	Robotics (including robot control with EEG neuro sensors)
	

	
	Printed Circuit Board design
	Upstream marketing
	

	
	Prototype design
	Biotech (DNA extraction, PCR, Electrophoresis, Colony counting)
	


	Education


· M.B.S (Master's In Biological Sciences), with a concentration in Scientific Equipment Design and Computer Programming, University of Minnesota, 2021
· B.A. In History, University of Minnesota, 2004
	Social Media Presence


· https://www.youtube.com/channel/UCVnnJk01NvO_qbp06cpqPRw
I teach Python programming online and demonstrate my hand-built micro controller based robots on a Youtube page.
· https://www.linkedin.com/in/isaac-erickson-a4639625?trk=hp-identity-photo
Linked In Account
