
Consensus statements 

 

• Checklist for EN 17466 & Validation (Instructions for use for reusable & re-sterilisable 
medical devices) endorsed by the MSWG on June 2020 
 

• Guidance for manufacturers of class Ⅰ medical devices (52 kB) endorsed by the 
MDEG on December 2009 
 

• Guidance for manufacturers of custom-made medical devices (51 kB) endorsed by 
the MDEG on June 2010 
 

• Guidance on Dir. 2005/50/EC (32 kB) endorsed by the MDEG on December 2006 
 

• IVD trisomy 21 (13 kB) endorsed by the MDEG on December 2006 
 

• IVD rare blood groups (20 kB) endorsed by the MDEG on December 2003 
 

https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_checklists-iso-17664-14937_en.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_checklists-iso-17664-14937_en.pdf
https://ec.europa.eu/docsroom/documents/10272/attachments/1/translations
https://ec.europa.eu/docsroom/documents/10273/attachments/1/translations
https://ec.europa.eu/docsroom/documents/10274/attachments/1/translations
https://ec.europa.eu/docsroom/documents/10276/attachments/1/translations
https://ec.europa.eu/docsroom/documents/10277/attachments/1/translations

