


IDENTIFY THE APPLICABLE LEGAL AND REGULATORY REQUIREMENTS (#5)

DETERMINE OTHER INTERESTED PARTIES' NEEDS (#6)

DEFINE THE SCOPE OF THE MDMS (#8)

Where does Risk-based thinking arise in the revised Standard?

ESTABLISH DESIGN AND DEVELOPMENT PROCESSES (#13)

COMPLETE GAP ANALYSIS

https://info.degrandson.com/en-us/iso-13485-gap-analysis-tool-lp
https://info.degrandson.com/blog/iso-13485-meddev-regs
https://info.degrandson.com/blog/iso-13485-regs-component-mfrs
https://bit.ly/iso-13485-2016-vs-iso-13485-2016-EN
https://bit.ly/risk-evaluation-medical-devices
https://bit.ly/iso-13485-gap-analysis-tool
https://bit.ly/iso-13485-and-MDR
https://bit.ly/critical-contractors-crucial-suppliers
https://info.degrandson.com/blog/iso-14971-the-right-risk-tool-v2
https://example.com
https://bit.ly/risk-management-tools


 
ESTABLISH PROCESS FOR THE CONTROL OF OUTSOURCED PRODUCTS AND SERVICES

COMPLETE JOB-SPECIFIC TRAINING #25)

IMPLEMENT PROCEDURES

CONDUCT PERIODIC INTERNAL AUDITS

PREPARE FOR A CERTIFICATION AUDIT

https://bit.ly/iso-13485-supply-chain
https://bit.ly/iso-13485-training-courses
https://bit.ly/iso-13485-lead-implementer
https://bit.ly/internal-audit-best-practice
https://bit.ly/iso-13485-audit-preparation





