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Public Health

Guidance - MDCG endorsed documents and other
guidance

This page provides a range of documents to assist stakeholders in applying Regulation (EU)
2017/745 on medical devices (MDR)  and Regulation (EU) 2017/746 (IVDR) on in vitro
diagnostic medical devices . The majority of documents on this page are endorsed by
the Medical Device Coordination Group (MDCG) in accordance with Article 105 of the MDR and
Article 99 of the IVDR. They are drafted in collaboration with interested parties represented in
the various groups and denominated by the following format: “MDCG Year-Number-
revision”.

The documents on this page are not legally binding. They present a common understanding of
how the MDR and IVDR should be applied in practice aiming at an effective and harmonised
implementation of the legislation.

MDCG work in progress

Ongoing guidance documents

Borderline and Classification

Reference Title Publication

MDCG 2022-
5 (/health/document/download/b5a27717-
229f-4d7a-97b1-e1c7d819e579_en?
filename=mdcg_2022-5_en_0.pdf)

Guidance on
borderline between
medical devices and
medicinal products
under Regulation (EU)
2017/745 on medical
devices

April 2022

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/info/index_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0745-20200424
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0746-20170505
https://ec.europa.eu/health/document/download/b14e2630-6d0a-4f02-a494-d0a89c48e7a4_en?filename=mdcg_ongoing_guidancedocs_en.pdf
https://ec.europa.eu/health/document/download/b5a27717-229f-4d7a-97b1-e1c7d819e579_en?filename=mdcg_2022-5_en_0.pdf
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Reference Title Publication

MDCG 2021-24
Guidance on
classification of
medical devices

October
2021

Helsinki Procedure

Helsinki Procedure
for borderline and
classification under
MDR & IVDR

September
2021

Class I Devices

Reference Title Publication

MDCG 2020-2
rev.1

Class I transitional provisions under Article
120 (3 and 4) – (MDR)

March
2020

MDCG 2019-15
rev.1

Guidance notes for manufacturers of class I
medical devices

December
2019

Clinical investigation and evaluation

Reference Title Publication

MDCG 2021-
28

Substantial modification of clinical
investigation under Medical Device
Regulation

December
2021

MDCG 2021-
20

Instructions for generating CIV-ID for
MDR Clinical Investigations

July 2021

MDCG 2021-8
Clinical investigation
application/notification documents May 2021

MDCG 2021-6
Regulation (EU) 2017/745 – Questions &
Answers regarding clinical investigation April 2021

MDCG 2020-
13  - Word
version

Clinical evaluation assessment report
template July 2020

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/cbb19821-a517-4e13-bf87-fdc6ddd1782e_en?filename=mdcg_2021-24_en.pdf
https://ec.europa.eu/health/document/download/2e667094-2eaf-4370-9861-d1a283210da7_en?filename=md_border-class_helsinki-proc-mdr-ivdr_en.pdf
https://ec.europa.eu/health/document/download/e87d08dc-87ab-49d9-8ffa-5552fa978d14_en?filename=md_transitional-provisions-art-3-and-4_en.pdf
https://ec.europa.eu/health/document/download/349a2d4c-ea2a-4279-861c-7c063bc077e4_en?filename=md_guidance-manufacturers_en.pdf
https://ec.europa.eu/health/document/download/ba8069a1-6881-4360-b52b-6cab048aee43_en?filename=mdcg_2021-28_en.pdf
https://ec.europa.eu/health/document/download/54d417c4-df69-416f-a2bd-7a5de8cba611_en?filename=mdcg_2021-20_en.pdf
https://ec.europa.eu/health/document/download/13265ec7-1776-41af-afb6-e0a64bc407b5_en?filename=mdcg_2021-8_en.pdf
https://ec.europa.eu/health/document/download/f124f630-389e-4c45-90dc-24ec0a707838_en?filename=mdcg_2021-6_en.pdf
https://ec.europa.eu/health/document/download/02f50abc-91db-4ad9-b137-6ffedb690716_en?filename=md_2020-13-cea-report-template_en.pdf
https://ec.europa.eu/health/document/download/f79d61ea-81bb-4b03-9c8c-f8963caf9363_en?filename=md_2020-13-cea-report-template_en.docx
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Reference Title Publication

MDCG 2020-
10/2

MDCG 2020-
10/1

Guidance on safety reporting in clinical
investigations 
Appendix: Clinical investigation summary
safety report form

May 2020 
May 2020

MDCG 2020-8 Guidance on PMCF evaluation report
template

April 2020

MDCG 2020-7 Guidance on PMCF plan template April 2020

MDCG 2020-6 Guidance on sufficient clinical evidence
for legacy devices

April 2020

MDCG 2020-5 Guidance on clinical evaluation –
Equivalence

April 2020

MDCG 2019-9 -
Rev.1

Summary of safety and clinical
performance

March
2022

COVID-19

Reference Title Publication
MDCG 2022-
1 (/health/document/download/cd617093-
f2bd-4a99-9058-9805ce4d0db3_en?
filename=mdcg_2022-1_en.pdf)

Notice to 3rd country manufacturers
of SARS-CoV-2 in vitro diagnostic
medical devices

January
2022

MDCG 2021-21 Rev.1
Guidance on performance evaluation
of SARS-CoV-2 in vitro diagnostic
medical devices

August
2021

MDCG 2021-7

Notice to manufacturers and
authorised representatives on the
impact of genetic variants on SARS-
COV-2 in vitro diagnostic medical
devices

May 2021

MDCG 2021-2 Guidance on state of the art of
COVID-19 rapid antibody tests

March 2021

COVID-19 TESTS: Q&A on in vitro diagnostic medical device conformity
assessment and performance in the context of COVID-19  (available in all
EU languages and Arabic (/health/document/download/1fec8a24-9e6d-4db0-
9599-3dbe11a5ebaf_en?filename=covid-19_ivd-qa_ar.pdf) ,
Chinese (/health/document/download/8e99f052-ba7d-4489-a9a8-
63aa379451c7_en?filename=covid-19_ivd-qa_zh.pdf) , Japanese ,
Russian )

February
2021

Conformity assessment procedures for protective equipment July 2020

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN ••• EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/bf136f27-27da-4a31-97c2-a5de741c3493_en?filename=md_mdcg_2020-10-2_guidance_safety_report_form_en.xlsx
https://ec.europa.eu/health/document/download/0537d335-7eed-4087-b65d-3c2bd8c72c1a_en?filename=md_mdcg_2020-10-1_guidance_safety_reporting_en.pdf
https://ec.europa.eu/health/document/download/11121036-696a-4589-a311-c5525bd84df3_en?filename=md_mdcg_2020_8_guidance_pmcf_evaluation_report_en.pdf
https://ec.europa.eu/health/document/download/a5cdb303-c782-4010-8723-7d389af678f7_en?filename=md_mdcg_2020_7_guidance_pmcf_plan_template_en.pdf
https://ec.europa.eu/health/document/download/a6d29444-b5d5-4afb-8024-10be85256aa7_en?filename=md_mdcg_2020_6_guidance_sufficient_clinical_evidence_en.pdf
https://ec.europa.eu/health/document/download/575a0f79-e3a0-4a96-9ce0-930576c12aa2_en?filename=md_mdcg_2020_5_guidance_clinical_evaluation_equivalence_en.pdf
https://ec.europa.eu/health/document/download/5f082b2f-8d51-495c-9ab9-985a9f39ece4_en?filename=md_mdcg_2019_9_sscp_en.pdf
https://ec.europa.eu/health/document/download/cd617093-f2bd-4a99-9058-9805ce4d0db3_en?filename=mdcg_2022-1_en.pdf
https://ec.europa.eu/health/document/download/729f09dc-9f95-40b9-a62a-a0e9fff1d252_en?filename=mdcg_2021-21_en.pdf
https://ec.europa.eu/health/document/download/35a97144-cb8b-4067-b81a-dac6e13a92e8_en?filename=mdcg_2021-7_en.pdf
https://ec.europa.eu/health/document/download/3564ab86-8773-4499-8011-58beb77e80af_en?filename=mdcg_2021-2_en.pdf
https://ec.europa.eu/health/document/download/2a160ac0-5041-44a6-b596-a1abf30fc576_en?filename=covid-19_ivd-qa_en.pdf
https://ec.europa.eu/health/document/download/1fec8a24-9e6d-4db0-9599-3dbe11a5ebaf_en?filename=covid-19_ivd-qa_ar.pdf
https://ec.europa.eu/health/document/download/8e99f052-ba7d-4489-a9a8-63aa379451c7_en?filename=covid-19_ivd-qa_zh.pdf
https://ec.europa.eu/health/document/download/e9259ecd-03da-46e8-939b-d4559ae05ba8_en?filename=covid-19_ivd-qa_ja.pdf
https://ec.europa.eu/health/document/download/d3e9ef9c-75c5-40d4-800c-374bdbbf6946_en?filename=covid-19_ivd-qa_ru.pdf
https://ec.europa.eu/health/document/download/967ff76e-6e80-4f20-8e6b-02c1d6637aee_en?filename=md_mdcg_qa_conformity_assessment_en.pdf
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Reference Title Publication
How to verify that medical devices and personal protective equipment can be
lawfully placed on the EU market and thus purchased and used – also in the
COVID-19 context

May 2020

Guidance on regulatory requirements for medical face masks June 2020
Guidance on medical devices, active implantable medical devices and in vitro
diagnostic medical devices in the COVID-19 context

April 2020

Conformity assessment procedures for 3D printing and 3D printed products to be
used in a medical context for COVID-19

April 2020

MDCG 2020-9 Regulatory requirements for
ventilators and related accessories

April 2020

Custom-Made Devices

Reference Title Publication

MDCG 2021-
3

Questions and Answers on Custom-Made
Devices

March
2021

EUDAMED

Reference Title Publication

MDCG
2021-13
Rev.
1

Questions and answers on obligations and related rules
for the registration in EUDAMED of actors other than
manufacturers, authorised representatives and importers
subject to the obligations of Article 31 MDR and Article
28 IVDR

July
2021

MDCG
2021-1
Rev.
1

Guidance on harmonised administrative practices and
alternative technical solutions until EUDAMED is fully
functional

May
2021

MDCG
2020-
15

MDCG Position Paper on the use of the EUDAMED actor
registration module and of the Single Registration
Number (SRN) in the Member States

August
2020

MDCG
2019-
5

Registration of legacy devices in EUDAMED
April
2019

MDCG
2019-
4

Timelines for registration of device data elements in
EUDAMED

April
2019

European Medical Device Nomenclature (EMDN)

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/93f64867-996c-468a-b684-e08caad90a53_en?filename=md_mdcg_qa_conformity_documents_en.pdf
https://ec.europa.eu/health/document/download/866b14f5-48f6-48c6-99d9-2e42e475f29a_en?filename=md_guidance-reg-req-med-face-masks.pdf
https://ec.europa.eu/health/document/download/fec7a235-cf90-486f-8c31-9eb00942817c_en?filename=md_mdcg_guidance_md_qa_covid-19_en.pdf
https://ec.europa.eu/health/document/download/000cf966-c81e-41d7-a452-1b2d4ce17230_en?filename=md_mdcg_qa_3d_ppp_covid-19_en.pdf
https://ec.europa.eu/health/document/download/801d2a91-7c99-4710-9302-c0fbcc60f6f6_en?filename=md_mdcg_2020-9_regulatory_requirements_ventilators_en.pdf
https://ec.europa.eu/health/document/download/385d7e20-d8b5-49d0-abd7-8daf269bf1b8_en?filename=mdcg_2021-3_en.pdf
https://ec.europa.eu/health/document/download/8e9adf30-71b5-4faf-a8fb-b35ce4804440_en?filename=md_mdcg_2021-13_q-a-actor_registr_eudamed_en.pdf
https://ec.europa.eu/health/document/download/ea0369a7-d86c-465e-9a54-0c0dfb01bc84_en?filename=2021-1_guidance-administrative-practices_en.pdf
https://ec.europa.eu/health/document/download/82e23e4e-5b00-4520-b3a5-18f58df22e6e_en?filename=2020-15-position-paper-actor-registration-module_en.pdf
https://ec.europa.eu/health/document/download/02549ec6-9fe0-484d-a98f-afafdeb51417_en?filename=md_mdcg_2019_5_legacy_devices_registration_eudamed_en.pdf
https://ec.europa.eu/health/document/download/f13b3ffb-3137-4f5e-bf8f-842ed9ad802e_en?filename=md_mdcg_2019_4_devices_registration_eudamed_en.pdf
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Reference Title PublicationReference Title Publication
MDCG 2021-
12

FAQ on the European Medical Device Nomenclature (EMDN) June 2021

The EMDN – The nomenclature of use in EUDAMED January
2020

The CND nomenclature – Background and general principles January
2020

MDCG 2018-
2

Future EU medical device nomenclature - Description of
requirements

March 2018

Implant cards

Reference Title Publication

MDCG
2021-
11

Guidance on Implant Card – Device types
May
2021

MDCG
2019-8
v2

Guidance document implant card on the application of
Article 18 Regulation (EU) 2017/745 on medical devices

March
2020

Importers & Distributors

Reference Title Publication

MDCG
2021-
27

Questions and Answers on Articles 13 & 14 of
Regulation (EU) 2017/745 and Regulation (EU)
2017/746

December
2021

MDCG
2021-
26

Q&A on repackaging & relabelling activities under
Article 16 of Regulation (EU) 2017/745 and Regulation
(EU) 2017/746

October
2021

In Vitro Diagnostic medical devices (IVD)

Reference Title Publication

MDCG 2022-
9 (/health/document/download/b7cf356f-
733f-4dce-9800-0933ff73622a_en?
filename=mdcg_2022-9_en.pdf)

Summary of safety and
performance template

May
2022

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/d90b3f63-1d62-43e6-bf5f-fb32ea7c47a2_en?filename=md_2021-12_en.pdf
https://ec.europa.eu/health/document/download/95d6ae6c-6a1e-4b76-ac8d-46475f8c5f1a_en?filename=md_emdn_eudamed_nomenclature_en.pdf
https://ec.europa.eu/health/document/download/69373ce1-3248-4431-be50-b2d430e61951_en?filename=md_cnd_general_principles_en.pdf
https://ec.europa.eu/health/document/download/653cb5b3-7cba-4041-935b-c4f044569700_en?filename=md_mdcg_2018_2_nomenclature_en.pdf
https://ec.europa.eu/health/document/download/498f68ec-ce00-425d-a722-69ac2be6c1b9_en?filename=md_2021-11_en.pdf
https://ec.europa.eu/health/document/download/e86b9fc4-9785-4c1a-934d-ba11085ff6aa_en?filename=md_mdcg_2019_8_implant_guidance_card_en.pdf
https://ec.europa.eu/health/document/download/82d9adbc-dbf0-40d4-93ed-ade673c8232a_en?filename=mdcg_2021-27_en.pdf
https://ec.europa.eu/health/document/download/4c7bd740-d7c3-4f7b-9a4d-249121a67b8a_en?filename=md_mdcg_2021_26_en.pdf
https://ec.europa.eu/health/document/download/b7cf356f-733f-4dce-9800-0933ff73622a_en?filename=mdcg_2022-9_en.pdf
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Reference Title Publication

MDCG 2022-
8 (/health/document/download/76f9983e-
164c-45f1-b2b9-c9e5050cefe9_en?
filename=mdcg_2022-8_en.pdf)

Regulation (EU)
2017/746 - application
of IVDR requirements to
‘legacy devices’ and
to devices placed on the
market prior to 26 May
2022 in accordance with
Directive 98/79/EC

May
2022

MDCG 2022-
6 (/health/document/download/14c2d8dd-
8489-4db5-b035-1c174f17fb54_en?
filename=mdcg_2022-6.pdf)

Guidance on significant
changes regarding the
transitional provision
under Article 110(3) of
the IVDR

May
2022

MDCG 2022-
3 (/health/document/download/ebbc4f6a-
4945-4d5d-9c22-9bc1aafc5532_en?
filename=mdcg_2022-3_en.pdf)

Verification of
manufactured class D
IVDs by notified bodies

February
2022

MDCG 2022-
2 (/health/document/download/f373538f-
939c-472f-9536-436b6ddac085_en?
filename=mdcg_2022-2_en.pdf)

Guidance on general
principles of clinical
evidence for In Vitro
Diagnostic medical
devices (IVDs)

January
2022

MDCG 2021-22

Clarification on “first
certification for that
type of device” and
corresponding
procedures to be
followed by notified
bodies, in context of the
consultation of the
expert panel referred
to in Article 48(6) of
Regulation (EU)
2017/746

August
2021

MDCG 2021-4

Application of
transitional provisions
for certification of class
D in vitro diagnostic
medical devices
according to Regulation
(EU) 2017/746

April
2021

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/76f9983e-164c-45f1-b2b9-c9e5050cefe9_en?filename=mdcg_2022-8_en.pdf
https://ec.europa.eu/health/document/download/14c2d8dd-8489-4db5-b035-1c174f17fb54_en?filename=mdcg_2022-6.pdf
https://ec.europa.eu/health/document/download/ebbc4f6a-4945-4d5d-9c22-9bc1aafc5532_en?filename=mdcg_2022-3_en.pdf
https://ec.europa.eu/health/document/download/f373538f-939c-472f-9536-436b6ddac085_en?filename=mdcg_2022-2_en.pdf
https://ec.europa.eu/health/document/download/98db0ec5-306f-4a0d-8bc9-5724f5d48942_en?filename=mdcg_2021-22_en.pdf
https://ec.europa.eu/health/document/download/9f23fca0-f407-4e45-a464-2d71b575d1fe_en?filename=mdcg_2021-4_en.pdf
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Reference Title Publication

MDCG 2020-16 Rev.1

Guidance on
Classification Rules for
in vitro Diagnostic
Medical Devices under
Regulation (EU)
2017/746

January
2022

New technologies

Reference Title Publication

Infographic Is your software a Medical Device? March
2021

MDCG 2020-
1

Guidance on clinical evaluation (MDR) /
Performance evaluation (IVDR) of medical
device software

March
2020

MDCG 2019-16
rev.1

Guidance on cybersecurity for medical
devices

December
2019

MDCG 2019-
11

Qualification and classification of software
- Regulation (EU) 2017/745 and Regulation
(EU) 2017/746

October
2019

Notified bodies

Reference Title Publication

MDCG 2022-
4 (/health/document/download/e5714b2b-
e98b-4fce-b5ff-d9141a8f30e1_en?
filename=mdcg_2022-4_en.pdf)

Guidance on
appropriate
surveillance regarding
the transitional
provisions under
Article 120 of the
MDR with regard to
devices covered by
certificates according
to the MDD or the
AIMDD

February
2022

MDCG 2019-6 Rev.3

Questions and
answers:
Requirements
relating to notified
bodies

October
2021

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/12f9756a-1e0d-4aed-9783-d948553f1705_en?filename=md_mdcg_2020_guidance_classification_ivd-md_en.pdf
https://ec.europa.eu/health/document/download/b865d8e9-081a-4601-a91a-f120321c0491_en?filename=md_mdcg_2021_mdsw_en.pdf
https://ec.europa.eu/health/document/download/19d9e24f-2808-4e00-bfeb-75892047407d_en?filename=md_mdcg_2020_1_guidance_clinic_eva_md_software_en.pdf
https://ec.europa.eu/health/document/download/b23b362f-8a56-434c-922a-5b3ca4d0a7a1_en?filename=md_cybersecurity_en.pdf
https://ec.europa.eu/health/document/download/b45335c5-1679-4c71-a91c-fc7a4d37f12b_en?filename=md_mdcg_2019_11_guidance_qualification_classification_software_en.pdf
https://ec.europa.eu/health/document/download/e5714b2b-e98b-4fce-b5ff-d9141a8f30e1_en?filename=mdcg_2022-4_en.pdf
https://ec.europa.eu/health/document/download/9c9c532f-013a-477c-9378-0a9e714e5549_en?filename=md_mdcg_qa_requirements_notified_bodies_en.pdf
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Reference Title Publication

MDCG 2021-23

Guidance for notified
bodies, distributors
and importers on
certification activities
in accordance with
Article 16(4) of
Regulation (EU)
2017/745 and
Regulation (EU)
2017/746

August
2021

MDCG 2021-18

Applied-for scope of
designation and
notification of a
conformity
assessment body –
Regulation (EU)
2017/746 (IVDR)

July 2021

MDCG 2021-17

Applied-for scope of
designation and
notification of a
conformity
assessment body –
Regulation (EU)
2017/745 (MDR)

July 2021

MDCG 2021-16

Application form to
be submitted by a
conformity
assessment body
when applying for
designation as
notified body under
the in vitro diagnostic
devices regulation
(IVDR)

July 2021

MDCG 2021-15

Application form to
be submitted by a
conformity
assessment body
when applying for
designation as
notified body under
the medical devices
regulation (MDR)

July 2021

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/e985ea01-e6b7-4900-af3a-58e5b01678aa_en?filename=mdcg_2021-23_en.pdf
https://ec.europa.eu/health/document/download/79150afd-7758-4023-978b-ec726f760482_en?filename=mdcg_2021-18_en.docx
https://ec.europa.eu/health/document/download/d0fe229f-c9e3-4f75-bf3b-bc4381206eef_en?filename=mdcg_2021-17_en.docx
https://ec.europa.eu/health/document/download/2b39d49f-4158-4470-b051-268cea9f21e1_en?filename=mdcg_2021-16_en.docx
https://ec.europa.eu/health/document/download/f1202a34-d27b-40f4-a777-975fc78dab47_en?filename=mdcg_2021-15_en.docx
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Reference Title Publication

MDCG 2021-14 Explanatory note on
IVDR codes

July 2021

MDCG 2020-17

Questions and
Answers related to
MDCG 2020-4: 
“Guidance on
temporary
extraordinary
measures related to
medical device
notified body audits
during COVID-19
quarantine orders and
travel restrictions”

December
2020

MDCG 2020-14

Guidance for notified
bodies on the use of
MDSAP audit reports
in the context of
surveillance audits
carried out under the
Medical Devices
Regulation (MDR)/In
Vitro Diagnostic
medical devices
Regulation (IVDR)

August
2020

MDCG 2020-12

Guidance on
transitional provisions
for consultations of
authorities on devices
incorporating a
substance which may
be considered a
medicinal product and
which has action
ancillary to that of the
device, as well as on
devices manufactured
using TSE susceptible
animal tissues

June 2020

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/94b7e87c-ce5f-49b9-82a4-9eec6b0591bb_en?filename=md_mdcg_2021-14-guidance-ivdr-codes_en.pdf
https://ec.europa.eu/health/document/download/a3bbc84b-078a-46d7-a281-d68136da6d38_en?filename=md_2020-17-guidance-mdcg-qa_en.pdf
https://ec.europa.eu/health/document/download/44dc96aa-e517-4af1-855b-f7fcb4b699c9_en?filename=md_2020-14-guidance-mdsap_en.pdf
https://ec.europa.eu/health/document/download/ced09394-5757-4eb0-9700-7442959e6c54_en?filename=md_mdcg_2020-12_guidance_transitional_provisions_en.pdf
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Reference Title Publication

MDCG 2020-11

Guidance on the
renewal of
designation and
monitoring of notified
bodies under
Directives 90/385/EEC
and 93/42/EEC to be
performed in
accordance with
Commission
Implementing
Regulation (EU)
2020/666 amending
Commission
Implementing
Regulation (EU)
920/2013

May 2020

MDCG 2020-4

Guidance on
temporary
extraordinary
measures related to
medical device
notified body audits
during COVID-19
quarantine orders and
travel restrictions

April 2020

MDCG 2020-3

Guidance on
significant changes
regarding the
transitional provision
under Article 120 of
the MDR with regard
to devices covered by
certificates according
to MDD or AIMDD

March
2020

MDCG 2019-14 Explanatory note on
MDR codes

December
2019

MDCG 2019-13

Guidance on sampling
of devices for the
assessment of the
technical
documentation

December
2019

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/e0c2afff-bce5-44b1-8318-40c40503772a_en?filename=md_mdcg_2020-11_guidance_renewal_designation_en.pdf
https://ec.europa.eu/health/document/download/8811a216-fdd1-45c7-bd82-381a37696f05_en?filename=md_mdcg_2020_4_nb_audits_covid-19_en.pdf
https://ec.europa.eu/health/document/download/48d19004-1f88-4da0-9c93-84c9495ba1cf_en?filename=md_mdcg_guidance_significant_changes_annexes_en.pdf
https://ec.europa.eu/health/document/download/6d75a830-9b9b-4e4a-a3b6-047329e9a104_en?filename=md_mdcg_2019_14_mdr_codes_en.pdf
https://ec.europa.eu/health/document/download/36268741-3591-4130-ad21-b09487ff2074_en?filename=md_mdcg_2019_13_sampling_mdr_ivdr_en.pdf
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Reference Title Publication

MDCG 2019-12

Designating
authority's final
assessment form: Key
information (EN)

October
2019

MDCG 2019-10 rev.1

Application of
transitional provisions
concerning validity of
certificates issued in
accordance to the
directives

October
2019

MDCG 2018-8

Guidance on content
of the certificates,
voluntary certificate
transfers

November
2018

NBOG BPG 2017-2

Best practice guidance
on the information
required for personnel
involved in conformity
assessment

February
2018

NBOG BPG 2017-1

Best practice guidance
on designation and
notification of
conformity
assessment bodies

February
2018

NBOG F 2017-8

Review of
qualification for the
authorisation of
personnel (IVDR)

February
2018

NBOG F 2017-7

Review of
qualification for the
authorisation of
personnel (MDR)

February
2018

NBOG F 2017-6
Preliminary
assessment review
template (IVDR)

February
2018

NBOG F 2017-5
Preliminary
assessment review
template (MDR)

February
2018

Standards

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/b934f2bd-e01f-443e-8bb8-87b5291a892e_en?filename=md_mdcg_key_information_form_en.docx
https://ec.europa.eu/health/document/download/6184a8ab-5d00-45ef-a2b3-3aa266ba5a94_en?filename=md_application-transitional-provisions-certificates_en.pdf
https://ec.europa.eu/health/document/download/f654593f-d3a1-4d45-9590-948f61f80fd5_en?filename=md_mdcg_2018_8_crf_transfer_en.pdf
https://ec.europa.eu/health/document/download/9208332f-7b02-43c7-99d8-193d705a6dff_en?filename=md_mdcg_2017_2_nbog_bpg_en.pdf
https://ec.europa.eu/health/document/download/64f16833-bf8a-4715-9423-c2ffdf52820e_en?filename=md_mdcg_2017_1_nbog_bpg_en.pdf
https://ec.europa.eu/health/document/download/28cff0d2-72c7-48d0-83fb-8e698dc51671_en?filename=md_mdcg_2017_8_nbog_mdr_en.doc
https://ec.europa.eu/health/document/download/d7183af8-a1ef-4f5d-b351-41a34f1a2049_en?filename=md_mdcg_2017_7_nbog_mdr_en.doc
https://ec.europa.eu/health/document/download/a1c55a4a-b08a-489f-8967-95a8f9496af2_en?filename=md_mdcg_2017_6_nbog_mdr_en.docx
https://ec.europa.eu/health/document/download/344456f9-d3c5-4f1b-8255-3fb91786393d_en?filename=md_mdcg_2017_5_nbog_mdr_en.docx
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Reference Title Publication

MDCG 2021-
5

Guidance on standardisation for medical
devices

April
2021

Unique Device Identifier (UDI)

Reference Title Publication

MDCG 2022-
7 (/health/document/download/b5429d14-
25a9-4cfc-b059-355388f03e05_en?
filename=mdcg_2022-7_en.pdf)

Q&A on the Unique
Device Identification
system under
Regulation (EU)
2017/745 and
Regulation (EU)

May 2022

MDCG 2021-19

Guidance note
integration of the UDI
within an
organisation’s quality
management system

July 2021

MDCG 2021-10

The status of
Appendixes E-I of
IMDRF N48 under the
EU regulatory
framework for medical
devices

June 2021

MDCG 2021-09

MDCG Position Paper
on the Implementation
of UDI requirements
for contact lenses,
spectacle frames,
spectacle lenses &
ready readers

May 2021

MDCG 2018-1 Rev. 4
Guidance on basic
UDI-DI and changes to
UDI-DI

April 2021

MDCG 2020-18

MDCG Position Paper
on UDI assignment for
Spectacle lenses &
Ready readers

December
2020

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/59ac4cb0-f187-4ca2-814d-82c42cde5408_en?filename=md_mdcg_2021_5_en.pdf
https://ec.europa.eu/health/document/download/b5429d14-25a9-4cfc-b059-355388f03e05_en?filename=mdcg_2022-7_en.pdf
https://ec.europa.eu/health/document/download/64443e95-e1be-4ffd-80f7-9c6a1b0b99b6_en?filename=md_2021-19_en.pdf
https://ec.europa.eu/health/document/download/85f65be1-9a43-44b6-8cdd-779ca16bc843_en?filename=md_2021-10_en.pdf
https://ec.europa.eu/health/document/download/3f68dcc3-b9a6-428a-b2ce-713ee986a0ba_en?filename=md_2021-9_en.pdf
https://ec.europa.eu/health/document/download/cb1bf6e5-3972-4b3a-82d9-c5946738b2a5_en?filename=md_mdcg_2018-1_guidance_udi-di_en.pdf
https://ec.europa.eu/health/document/download/50a619f7-749c-4457-8931-786f1012588c_en?filename=md_mdcg_2020_18_en.pdf
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Reference Title Publication

MDCG 2019-2

Guidance on
application of UDI
rules to device-part of
products referred to in
article 1(8), 1(9) and
1(10) of Regulation
745/2017

February
2019

MDCG 2019-1

MDCG guiding
principles for issuing
entities rules on basic
UDI-DI

January
2019

MDCG 2018-7

Provisional
considerations
regarding language
issues associated with
the UDI database

October
2018

MDCG 2018-6
Clarifications of UDI
related responsibilities
in relation to article 16

October
2018

MDCG 2018-5
UDI assignment to
medical device
software

October
2018

MDCG 2018-4

Definitions/descriptions
and formats of the UDI
core elements for
systems or procedure
packs

October
2018

MDCG 2018-3 Rev.1
Guidance on UDI for
systems and
procedure packs

June 2020

Other topics

Reference Title Publication

MDCG 2021-
25

Application of MDR requirements to "legacy devices"
and to devices placed on the market prior to 26 May
2021 in accordance with Directives 90/385/EEC or
93/42/EEC

October
2021

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/12d1f9bd-afe3-42ea-b1a3-20b4986bb3d4_en?filename=md_mdcg_2019_2_gui_udi_dev_en.pdf
https://ec.europa.eu/health/document/download/f278d247-0020-411f-82a6-1d116691c410_en?filename=md_mdcg_2019_1_budi_rules_ie_en.pdf
https://ec.europa.eu/health/document/download/d51c7231-c9be-41bb-9a7f-fcf329ca0bd4_en?filename=md_mdcg_2018_7_languages_en.pdf
https://ec.europa.eu/health/document/download/22503f80-6e3e-422a-b9c1-106c87a3b8f8_en?filename=md_mdcg_2018_6_art16_en.pdf
https://ec.europa.eu/health/document/download/4b5b2942-aaab-4b78-a188-df111a8d903e_en?filename=md_mdcg_2018_5_software_en.pdf
https://ec.europa.eu/health/document/download/f622a4d7-4ac8-44e3-9217-e2793aa7971f_en?filename=md_mdcg_2018_4_udi_core_spp_en.pdf
https://ec.europa.eu/health/document/download/b8fa4255-e011-4253-8249-88febab343f2_en?filename=md_2018-3-guidance-udi-spp_en.pdf
https://ec.europa.eu/health/document/download/cbb11a6e-f0f3-4e30-af5e-990f9ef68bc1_en?filename=md_mdcg_2021_25_en.pdf
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Reference Title Publication

MDCG 2019-
7

Guidance on article 15 of the medical device
regulation (MDR) and in vitro diagnostic device
regulation (IVDR) on a ‘person responsible for
regulatory compliance’ (PRRC)

June
2019

MDCG 2019-
3
rev.1

Clinical evaluation consultation procedure
exemptions Interpretation of article 54(2)b

April
2020

Other guidance documents

Reference Title Publication

European
Medicines Agency
(EMA)
Guidance

Questions & Answers for applicants, marketing
authorisation holders of medicinal products and
notified bodies with respect to the
implementation of the Medical Devices and In
Vitro Diagnostic Medical Devices Regulations
((EU) 2017/745 and (EU) 2017/746)

June
2021

SCHEER
guidelines

Guidelines on the benefit-risk assessment of the
presence of phthalates in certain medical devices 
covering phthalates which are carcinogenic,
mutagenic, toxic to reproduction (CMR) or have
endocrine-disrupting (ED) properties

June
2019

CAMD
FAQ

CAMD MDR/IVDR Transition Subgroup: FAQ –
MDR Transitional provisions

January
2018

NEWS ANNOUNCEMENT | 20 MAY 2022

MDCG 2022-9 - Summary of safety and performance template
(/health/latest-updates/mdcg-2022-9-summary-safety-and-performance-template-2022-05-20_en)

NEWS ANNOUNCEMENT | 20 MAY 2022

MDCG 2022-8 - Regulation (EU) 2017/746 - application of IVDR requirements to ‘legacy devices’ and to devices
placed on the market prior to 26 May 2022
(/health/latest-updates/mdcg-2022-8-regulation-eu-2017746-application-ivdr-requirements-legacy-devices-and-
devices-placed-2022-05-20_en)

NEWS ANNOUNCEMENT | 20 MAY 2022

MDCG 2022-7 - Q&A on the Unique Device Identification system under Regulation (EU) 2017/745 and
Regulation (EU) 2017/746
(/health/latest-updates/mdcg-2022-7-qa-unique-device-identification-system-under-regulation-eu-2017745-and-
regulation-eu-2022-05-20_en)

NEWS ANNOUNCEMENT | 4 MAY 2022

MDCG 2022-6 - Guidance on significant changes regarding the transitional provision under Article 110(3) of the
IVDR
(/health/latest-updates/mdcg-2022-6-guidance-significant-changes-regarding-transitional-provision-under-article-1103-
ivdr-2022-05-04_en)

EN •••

EN •••

EN •••

EN •••

EN •••

https://ec.europa.eu/health/document/download/463b4f08-44a2-4018-9957-488bf386fc3a_en?filename=md_mdcg_2019_7_guidance_art15_mdr_ivdr_en.pdf
https://ec.europa.eu/health/document/download/c66ca211-7390-4d60-90fc-0fc30652f3db_en?filename=md_mdcg_2019_3_rev1_cecp_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices
https://ec.europa.eu/health/document/download/831f9b60-88de-4197-858f-d001c5b0cc26_en?filename=scheer_o_015.pdf
https://ec.europa.eu/health/document/download/c294046e-b9e5-428a-a837-3620a5a1c27a_en?filename=md_mdcg_camd_mdr_en.pdf
https://ec.europa.eu/health/latest-updates/mdcg-2022-9-summary-safety-and-performance-template-2022-05-20_en
https://ec.europa.eu/health/latest-updates/mdcg-2022-8-regulation-eu-2017746-application-ivdr-requirements-legacy-devices-and-devices-placed-2022-05-20_en
https://ec.europa.eu/health/latest-updates/mdcg-2022-7-qa-unique-device-identification-system-under-regulation-eu-2017745-and-regulation-eu-2022-05-20_en
https://ec.europa.eu/health/latest-updates/mdcg-2022-6-guidance-significant-changes-regarding-transitional-provision-under-article-1103-ivdr-2022-05-04_en
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See all (https://ec.europa.eu/health/medical-devices-sector/latest-updates_en)

Events
(https://ec.europa.eu/health/medical-devices-sector/events_en?f%5B0%5D=topic_topic%3A143)

Publications
(https://ec.europa.eu/health/medical-devices-sector/publications_en?
f%5B0%5D=oe_publication_type%3Ahttp%3A//publications.europa.eu/resource/authority/resource-type/PUB_GEN)
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