
checklist for authorities

meta information

manufacturer

devices
applicable regulations

classes according to MDR, IVDR

Eudamed

devices

manufacturer

(basic) UDI-DI

PRRC (also proof of competence)

approval

conformity assessment procedure selection

applied standards

QM-System

determination of the basic requirements

management responsibility

risk management system

process

plan

analysis

mastery

evaluation

report

post-production phase

clinical evaluation or performance evaluation

assignment of the VAT identification number

Post-Market-System

communication
with customers and economic operators

with authorities incl. vigilance

monitoring, improvement, analysis of data

CAPA

Post-Market-System

specifications per device

necessary elements

planning

collection
sources

methods

evaluation

trend analysis

records

measures

improvements and updates

instructions for use

clinical evaluation

usability

notifications

reports


