Basic information

2012/0266(COD)

COD - Ordinary legislative procedure (ex-codecision procedure)
Regulation

Medical devices

Amending Directive 2001/83/EC 1999/0134(COD)
Amending Regulation (EC) No 178/2002 2000/0286(COD)
Amending Regulation (EC) No 1223/2009 2008/0035(COD)
See also 2012/0267(COD)

Amended by 2020/0060(COD)

Amended by 2022/0417(COD)

Amended by 2023/0005(COD)

Amended by 2024/0021(COD)

Subject

2.10.03 Standardisation, EC/EU standards and trade mark, certification,
compliance

3.40.11 Precision engineering, optics, photography, medical

4.20.05 Health legislation and policy

4.60.08 Safety of products and services, product liability

Procedure completed

Documentation gateway

European Parliament

Document type Committee Reference Date Summary
Committee draft report PE507.972 12/04/2013

Amendments tabled in committee PE510.536 26/04/2013

Amendments tabled in committee PE510.767 14/05/2013

Amendments tabled in committee PE510.766 14/05/2013

Amendments tabled in committee PE510.765 14/05/2013

Amendments tabled in committee PE510.741 14/05/2013

Amendments tabled in committee PE510.666 17/05/2013

Committee opinion PES506.249 20/06/2013

Committee opinion PE507.987 08/08/2013

rC(éc;rgirr\]wéttee report tabled for plenary, 1st reading/single A7-0324/2013 09/10/2013 Summary
Tgxt adopte_d by Parliament, partial vote at 1st reading T7-0428/2013 22/10/2013 Summary
/single reading

Text adopted by Parliament, 1st reading/single reading T7-0266/2014 02/04/2014 Summary
Committee draft report PE601.098 15/03/2017

Com‘mlttee recommendation tabled for plenary, 2nd A8-0068/2017 23/03/2017 Summary
reading

Text adopted by Parliament, 2nd reading T8-0107/2017 05/04/2017 Summary
Council of the EU

Document type Reference Date Summary
Council statement on its position 06592/1/2017 27/02/2017

Council position 10728/4/2016 08/03/2017 Summary



https://oeil.secure.europarl.europa.eu/oeil/en/procedure-file?reference=1999/0134(COD)
https://oeil.secure.europarl.europa.eu/oeil/en/procedure-file?reference=2000/0286(COD)
https://oeil.secure.europarl.europa.eu/oeil/en/procedure-file?reference=2008/0035(COD)
https://oeil.secure.europarl.europa.eu/oeil/en/procedure-file?reference=2012/0267(COD)
https://oeil.secure.europarl.europa.eu/oeil/en/procedure-file?reference=2020/0060(COD)
https://oeil.secure.europarl.europa.eu/oeil/en/procedure-file?reference=2022/0417(COD)
https://oeil.secure.europarl.europa.eu/oeil/en/procedure-file?reference=2023/0005(COD)
https://oeil.secure.europarl.europa.eu/oeil/en/procedure-file?reference=2024/0021(COD)
https://www.europarl.europa.eu/doceo/document/ENVI-PR-507972_EN.html
https://www.europarl.europa.eu/doceo/document/EMPL-AM-510536_EN.html
https://www.europarl.europa.eu/doceo/document/ENVI-AM-510767_EN.html
https://www.europarl.europa.eu/doceo/document/ENVI-AM-510766_EN.html
https://www.europarl.europa.eu/doceo/document/ENVI-AM-510765_EN.html
https://www.europarl.europa.eu/doceo/document/ENVI-AM-510741_EN.html
https://www.europarl.europa.eu/doceo/document/IMCO-AM-510666_EN.html
https://www.europarl.europa.eu/doceo/document/EMPL-AD-506249_EN.html
https://www.europarl.europa.eu/doceo/document/IMCO-AD-507987_EN.html
https://www.europarl.europa.eu/doceo/document/A-7-2013-0324_EN.html
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1316373
https://www.europarl.europa.eu/doceo/document/TA-7-2013-0428_EN.html
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1320216
https://www.europarl.europa.eu/doceo/document/TA-7-2014-0266_EN.html
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1344894
https://www.europarl.europa.eu/doceo/document/ENVI-PR-601098_EN.html
https://www.europarl.europa.eu/doceo/document/A-8-2017-0068_EN.html
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1482707
https://www.europarl.europa.eu/doceo/document/TA-8-2017-0107_EN.html
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1485387
http://register.consilium.europa.eu/content/out?lang=EN&typ=SET&i=ADV&RESULTSET=1&DOC_ID=6592%2F17&DOC_LANCD=EN&ROWSPP=25&NRROWS=500&ORDERBY=DOC_DATE+DESC
http://register.consilium.europa.eu/content/out?lang=EN&typ=SET&i=ADV&RESULTSET=1&DOC_ID=10728%2F16&DOC_LANCD=EN&ROWSPP=25&NRROWS=500&ORDERBY=DOC_DATE+DESC
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1480327

Draft final act 00014/2017/LEX 05/04/2017
European Commission
Document type Reference Date Summary
COM(2012)0540
Document attached to the procedure 26/09/2012 Summary
SWD(2012)0274
Document attached to the procedure 26/09/2012
SWD(2012)0273
Document attached to the procedure 26/09/2012
COM(2012)0542
Legislative proposal . 26/09/2012 Summary
Commission response to text adopted in plenary SP(2014)471 09/07/2014
o o _ y COM(2017)0129
Commission communication on Council's position - 09/03/2017 Summary
Follow-up document SWD(2024)0076 22/03/2024
COM(2024)0560
Follow-up document - 29/11/2024
National parliaments
Document type Fé}:gﬁ:ﬂg?t Reference Date Summary
Contribution COM(2012)0542 25/10/2012
Other institutions and bodies
Institution/body Document type Reference Date Summary
Document attached to the N7-0042/2014
EDPS procedure 0J C 358 07.12.2013, p. 0010 08/02/2013 Summary
ESC Economic and Social Committee: CES2185/2012 14/02/2013

opinion, report



https://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=EN&type_doc=COMfinal&an_doc=2012&nu_doc=540
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=SWD:2012:0274:FIN:EN:PDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=SWD:2012:0273:FIN:EN:PDF
https://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=EN&type_doc=COMfinal&an_doc=2012&nu_doc=542
https://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=EN&type_doc=COMfinal&an_doc=2017&nu_doc=0129
https://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=EN&type_doc=COMfinal&an_doc=2024&nu_doc=0560
https://eur-lex.europa.eu/oj/daily-view/L-series/default.html?&ojDate=07120201
http://register.consilium.europa.eu/content/out?lang=EN&typ=SET&i=ADV&RESULTSET=1&DOC_ID=[%n4]%2F17&DOC_LANCD=EN&ROWSPP=25&NRROWS=500&ORDERBY=DOC_DATE+DESC
http://www.europarl.europa.eu/registre/docs_autres_institutions/commission_europeenne/com/2012/0540/COM_COM(2012)0540_EN.pdf
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1227356
http://www.europarl.europa.eu/registre/docs_autres_institutions/commission_europeenne/com/2012/0542/COM_COM(2012)0542_EN.pdf
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1225601
https://data.europarl.europa.eu/distribution/doc/SP-2014-471-TA-7-2014-0266_en.doc
http://www.europarl.europa.eu/RegData/docs_autres_institutions/commission_europeenne/com/2017/0129/COM_COM(2017)0129_EN.pdf
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1480416
https://www.europarl.europa.eu/RegData/docs_autres_institutions/commission_europeenne/com/2024/0560/COM_COM(2024)0560_EN.docx
https://connectfolx.europarl.europa.eu/connefof/app/exp/COM(2012)0542
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:[%SECTOR]2014[%DESCRIPTOR]0042:EN:NOT
https://oeil.secure.europarl.europa.eu/oeil/en/document-summary?id=1335991
https://dmsearch.eesc.europa.eu/search/public?k=(documenttype:AC)(documentnumber:2185)(documentyear:2012)(documentlanguage:EN)

