CE Marking Compliance Checklist for
Medical Devices

e Determine applicable regulation (MDR/IVDR) and any transitional provisions

e Classify device according to applicable classification rules

¢ |dentify applicable harmonized standards and essential requirements

e Determine conformity assessment route based on classification

¢ |dentify and ensure compliance with additional EU directives and regulations
(REACH, ROHS, EMC Directive, Radio Equipment Directive, ATEX, etc.)

e Address multi-market requirements (UK, Switzerland, etc.) if applicable

e Establish and document compliant QMS (ISO 13485 or equivalent) covering
full product lifecycle

e Obtain QMS certification from notified body (if required) and maintain
through ongoing surveillance

e Compile comprehensive technical file demonstrating compliance with all
applicable requirements

e Maintain documentation current throughout product lifecycle

e Establish risk management system, conduct comprehensive analysis, and
implement control measures

e Document risk-benefit analysis and plan for ongoing risk management
through post-market activities

e Develop evaluation strategy, generate/collect appropriate data, and compile
comprehensive report

e Establish post-market clinical follow-up plan and update evaluation
throughout product lifecycle

e Verify device meets design specifications and validate it fulfills intended use
under actual conditions

e Conduct all applicable conformity testing and address software lifecycle
requirements if applicable

e Conduct biological safety evaluation and perform required biocompatibility
testing

e Characterize materials and document overall safety assessment

e Validate sterilization process and packaging integrity per applicable
standards

o Establish and validate product shelf life with supporting data

www.elexes.com



CE Marking Compliance Checklist for
Medical Devices

e Develop compliant labeling with all mandatory elements and prepare
comprehensive instructions for use

e Implement UDI system and ensure information available in required
languages

e Select and engage appropriate notified body, submit documentation, and
undergo conformity assessment

e Address findings, obtain certificates, and maintain through surveillance
activities

e Register manufacturer and device with EU authorities and EUDAMED,
including UDI data

e Appoint EU Authorized Representative (if outside EU) and upload required
documentation

e Establish comprehensive post-market surveillance system with vigilance
reporting and incident management

e Prepare periodic PMS reports and conduct ongoing post-market clinical
follow-up activities

e Prepare and authorize EU Declaration of Conformity with all required
elements

e Maintain DoC with technical documentation and make available per
requirements

e Affix CE marking correctly on device, packaging, and labeling with notified
body number (when applicable)

e Verify marking requirements and document date of first market placement

e Define roles and establish agreements with all economic operators
ensuring traceability

e Verify all parties understand and fulfill their regulatory obligations

e Implement change control, monitor regulatory landscape, and conduct
periodic compliance reviews

e Maintain all required documentation per retention requirements and
update as necessary

www.elexes.com



