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How advanced is the initial MDR 
certification process for your organisation?
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10 - the MDR certification process has been completed
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Reported reasons for delays of MDR 
audits

• Late or (yet) no designation of Notified Bodies
• Resources of Notified Bodies
• Lengthy (sometimes more than six months) 

process for reviewing technical documentation 
(longer than under MDD) 

• Lengthy discussions on clinical evaluation
• Delays in on-site audits due to COVID restrictions 

(and uncertainty about possibility to conduct 
remote audits)

• Delay in publication of Common Specifications for 
Annex XVI devices

http://www.cocir.org/
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Have restrictions due to COVID-19 impacted MDR audits for your 
organisation? 

Yes

No

“very important impacts”

“serious business risk”
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Impact of COVID-19 on MDR audits

• Travel restrictions, quarantine requirements, 
home office

• Postponement of on-site audits (by six – 12 
months)

• Remote audit conducted that then was not 
accepted by regulator

• Delay on planning and certification process
• Delays in MDR certification of new devices
• Reversion to MDD and stop of product 

conversion to MDR due to delay in MDR 
certification

• Additional costs and time spent by 
manufacturers

http://www.cocir.org/
https://www.cocir.org/fileadmin/Position_Papers_2020/COCIR_Recommendation_on_MDR_remote_audits_-_4_Nov._2020_-_FINAL_-_EXT.pdf


WWW.COCIR.ORG

Areas for further clarification 

• Learning curve for both Notified Bodies and manufacturers

• E.g. new guidance documents on software (qualification & classification, clinical evaluation & 
cybersecurity)

• New guidance documents are published during MDR implementation and audit process

• No transition periods for MDCG guidance documents

• Uneven interpretation between NBs due to need for internal trainings etc.

• Sampling for the assessment of the technical documentation (MDR article 52.4) based on 
guideline MDCG2019-13

• Information on EC Certificate

• Requirement for micro-biology audit

• Annex IX assessment of significant changes

• Article 83.4

http://www.cocir.org/
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