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INTRODUCTION

• NAMCO per 2007 in Healthcare
• Background Aerospace Engineering
• Focus: Safety, Vigilance and Post Market Surveillance

Procurement Application Disposal
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THE ISSUE

• COVID-19 as per March 2020
• Lack of a.o. Medical Masks, Ventilators and PPE

• Capacity problems in the internal as well as the external workforce
• Maintenance personnel not permitted to enter Healthcare Institutions
• Medical Equipment incidentally used now 24/7 in the IC environment
• Maintenance runs out of maintenance windows
• Specific problems in each Healthcare Organization

• There is no such thing as a standard hospital
• Different Equipment Inventories
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CONTEXT

• Increasing attention to Patient Safety in The Netherlands since 2006
• Transition Phase of Medical Device Regulation (MDR)

• Date of Application 26 May 2021
• European Law
• Focus on Market Access and Patient Safety in the after Market Phase
• Intensified pressure on Economical Operators
• To a lesser extent requirements for Healthcare Providers
• Growing worries about availability of medical devices

• Healthcare shifting from Hospitals to Home Care
• Many regional initiatives
• Simultaneous Care by several Healthcare organizations
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SOLUTIONS

• Centralized Purchasing
• Centralized Warehouse
• Many actors involved
• Ministry of Defense assists: capacity, logistic experience and persistence
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SOLUTIONS

• Extending Maintenance Intervals by Experts
• Redefining Preventive Maintenance Models
• Reprocessing and Reuse of ‘Single Use Devices’
• New manufacturing initiatives of ventilators and masks

Procurement Application Disposal
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SOLUTIONS

• Available equipment is assumed to be safe…

• Recall Management is essential for continuous safety
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CHALLENGES

• Life Cycle Management should be applied
• Evidence Based Maintenance should be standard
• Contingency plans should be available upfront
• Governance in the Network should be well designed
• Leadership at all levels is key to success



#EHMA2020

REFERENCES

• NIVEL: https://nivel.nl/nl/publicatie/monitor-zorggerelateerde-schade-
2008-dossieronderzoek-nederlandse-ziekenhuizen

• Department of Healthcare NL: 
https://www.rijksoverheid.nl/onderwerpen/medische-hulpmiddelen
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