OS DESAFIOS DA TRANSICAO DAS DIRETIVAS PARA
OS REGULAMENTOS DE DM E DIVs

PERIODOS TRANSITORIOS DA APLICACAO DO RDIV:

ASPETOS PRATICOS A CONSIDERAR

SONIA CARDOSO INFARMED, I.P.
18.05.2022

REPGBLICA SERVICO NACIONAL
£ PORTUGUESA O SNSH!
SAUDE

I» Infarmed

Autoridade Nacional do Medicamento
e Produtos de Satide, |.P.
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in vitro Diagnostic

Medical Devices
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Commission

Transition Timelines from the Directives to the Regulations
Medical Devices and in vitro Diagnostic Medical Devices
.

pm————=
QS R——

26 MAY 2020 MDR fully applies

e ———

2017 + 2018 ——— 2019 ——— 2020 —&— 2021 ———— 2022 —— 2023 ———— 2026 ——— 2025 ————

VDD
Directive

IVDR
Regulation

e

POSTPONED

26 MAY 2017 IVDR enters into force

=

_____________________________________________

P R —

+ 25 MAY 2022- 25 May 2024 26 May 2024 - 27 May 2025 i

Until 25 May 2!]22 . Certificates issued under the VDD IVDDdevices already

All certificates issued under the In Vitre Diagnostic Medical " before the IVDR fully applies may s placed on the market

Devices Directive (IVDD) are valid : valid for up to 2 additional years ?[\;zléuge n{;ﬂg geglizgg{;

From 26 MAY 2017 From 26 MAY 2024

Devices that conforrn with the In Vitre Diagnostic Medical Devices Regulation (IVDR) All devices placed on the market
may be placed on the market must be in conformity with the INDR

Funded under the Third EU Health Programme

https://ec.europa.eu/docsroom/documents/34281/attachments/1/translations/en/renditions/native



https://ec.europa.eu/docsroom/documents/34281/attachments/1/translations/en/renditions/native

CLASSES DE RISCO
IMPACTO

~N
o~
=
=
~N
o
~N
o
z
o
=
-
e
<
o
h=}
e
=
w
s

Risco

2022 * 2023 2024 —

__________________________________

.1 26MAY 2022 IVDR fully applies '
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Listas Posmivas

A
ANEXO Il —LISTA A =gz=mmmmeee CLassE D b
ANEXO Il — LisTA B ~~ 8
7]
Crasse C 'M
AUTODIAGNOSTICO ="
CuLasse B
OuTrOS
Crasse A

EsTIMADO QUE 80-90% DOS DIVS SERAO

SUBMETIDOS A PROCESSOS DE AVALIAGAO DE
CONFORMIDADE COM O ENVOLVIMENTO DE ONS

N
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©® .19 =
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N
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vitro Diagnostic
Medical Devices
IVDR IVDD

i

*
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European
Commission

2017 —e— 2018 ———— 2019 ————

26 MAY 2017 IVDR enters into force

W

2 Until 25 May 2022 _ . o .
§ All certificates issued under the I Vitro Diagn 28.1.2022 Jornal Oficial da Unido Europeia L 19/3
IS Devices Directive (IVDD) are valid

= REGULAMENTO (UE) 2022/112 DO PARLAMENTO EUROPEU E DO CONSELHO

o

= From 26 MAY 2017 o

= Devices that conform with the In Vitro Diagn de 25 de janeiro de 2022

&? e que altera o Regulamento (UE) 2017/746 no que diz respeito as disposi¢des transitérias apliciveis a

determinados dispositivos médicos para diagndstico in vitro e a aplicacdo diferida das condicdes
aplicdveis aos dispositivos fabricados e utilizados na prépria institui¢do de saade

Funded under the Third EU Health Programme
(Texto relevante para efeitos do EEE)

https://ec.europa.eu/docsroom/documents/34281/attachments/1/translations/en/renditions/native



https://ec.europa.eu/docsroom/documents/34281/attachments/1/translations/en/renditions/native

LINHA DO TEMPO

Art 52(5.d)

Art 59(5.a) @ Art 52(5.b, c, e a i)

Anexo |

CLASSE C*

CESSACAO DE
DISPONIBILIZACAO
LEGAcY

PUBLICACAO ANEXo I

APLICACAO

Cumprir
REG 2017/746

REG

REG AUTODIAGNOSTICO

v ] Vv

maio 2017 maio 2022 maio 2024 maio 2025 maio 2026 maio 2027 maio 2028

A A

/ CLassE b* CLASSE B*
LEGACY / ASS CLASSE A* gsrepi I

/ Cumprir
. DR REG 2017/746

|
|
|
|
|
|
|
1
I
-1
-
1
1
1

Cumprir
REG 2017/746

CLASSE A

Cumprir

*Colocacao no mercado

REG 2017/746

/'*Disponibilizagéo ou entrada em servico



IMPORTANTE

Artigo 110°
Disposi¢des Transitorias

“3. Em derrogacao do artigo 5. .do presente regulamento, um dispositivo com um certificado que tenha sido
emitido nos termos da Diretiva 98/79/CE e que é valido por forca do n. .2 do presente artigo, s6 pode ser

colocado no mercado ou entrar em servigo desde que, a partir da data de aplicagao do presente
regulamento, continue a cumprir com o disposto nessa diretiva, e desde que a concecao e a
finalidade prevista nao tenham sido alteradas de modo importante. (...)”




IMPORTANTE

Concecao e a finalidade prevista
nao tenham sido alteradas de modo significativo

Extensao da finalidade
(populagao-alvo, tipo de amostra)

Altera¢do do Utilizador
(Profissional vs. Leigo)

Alteracao do principio de
funcionamento

Alteragao que afete adversamente
seguranca e desempenho ou B/R

Alteracao no sistema operativo

Alteracao de material que afete
adversamente a seguranca e
desempenho ou B/R

Alteragao do método de esterilizagao

AlteragOes resultantes de ag¢des
corretivas aceites (AC)

Alteracdes editoriais (ROT/IFU)
Limitagdo da finalidade

(populagao-alvo, tipo de amostra)

Corregdes de bugs, updates de
seguranca

Alteracao da aparéncia do interface

Substituicdo de um conservante
(sem impacto)

Alteragdo de parametros de ciclo de
esterilizacdo (SGQ)

https://ec.europa.eu/health/document/download/14c2d8dd-8489-4db5-b035-1c174f17fb54 en?filename=mdcg 2022-6.pdf

[

medical device covered by a certificate or

Change of an existing in vitro diagnostic
declaration of conformity under IVDD

Yes

Change related to
corrective actions?*

* assessed and accepted
by the relevant competent
authority acc. to CAMD
FAQ no 15

Yes
Chart A
If non-significant
Yes
#{ ChartB
If non-significant

Change of the
intended purpose?

Change of the

deslgn?/

No

Change of an
ingredient or
material?

e Change

of sterilisation

method of device or
packaging design with
impact on the
terilisation?,

If non-significant

non-significant change

The change is considered a
per IVDR Art. 110(3)

4.[



https://ec.europa.eu/health/document/download/14c2d8dd-8489-4db5-b035-1c174f17fb54_en?filename=mdcg_2022-6.pdf

REQUISITOS DO REGULAMENTO
2017/746
&
APLICACAO

) infarmed

Autoridade Nacional do Medicamento
e Produtos de Saude I.P.




IMPORTANTE

Artigo 110°
Disposicoes Transitorias

113.

Contudo, os requisitos do presente regulamento relativos a
monitorizacao pds-comercializacdo, a fiscalizagado do mercado, a vigilancia e ao registo dos
operadores econdmicos e dos dispositivos aplicam-se em vez dos requisitos correspondentes
dessa diretiva.

Sem prejuizo do capitulo IV e do n. o 1 do presente artigo, 0 organismo notificado que emitiu o
certificado referido no primeiro paragrafo continua a ser responsavel pelo acompanhamento
adequado no que diz respeito a todos os requisitos aplicaveis relativamente a todos os dispositivos
qgue certificou.”



OVERVIEW
8=
—

= .

MONITORIZACAO POS-COMERCIALIZACAO & VIGILANCIA*

Aplicavel:

Estabelecer/manter um sistema de monitorizacdo pds-comercializacdo baseado num plano
Inclui requisitos de PMPF (post-market performance follow-up)

Fabricante deve recolher e avaliar proactivamente o desempenho e os dados cientificos relevantes resultantes da utilizacdao do DIV {n@j

Comunicacdo de incidentes graves (vir versio 7.2.1) € de acdes corretivas de seguranca & Analise
Prazos de notificacdo =» dependentes da gravidade

Relatdrio de tendéncias (trend reporting)

Relatdrio de monitorizagéo pés-comercializagéo (PMS report) — Minimo para todos os legacy, exceto se Fab. DIV (C / D) elaborar voluntariamente o PSUR

Atualizacdo quando necessaria
Disponibilizado a pedido (AC ou ON)

Fiscalizacao de Mercado (artigos 88° a 95°)

*Excepto (Nao aplicavel):
Aspetos relativos a requisitos pré-mercado, como:

o UDI

o SSP (e sua atualizacao)
Relatdrio periddico de seguranca (PSUR)




OVERVIEW
8=
—

= .

OPERADORES ECONOMICOS (oBriGacaEs Gerais) & REGISTOS (biv + OF)

Fabricantes — Artigo 10°

* Aplicar e manter atualizado sistema de monitorizacao & sistema de
registo e notificacao de incidentes e ACS

* Realizar agdes corretivas necessarias

 Cooperar com a AC - informacdao, documentacao de conformidade,
amostras gratuitas ou acesso aos DIVs

Mandatarios — Artigo 11°

. Inf — Fab & AC ' - '
htformar e cooperar — Fa > Registo de OE - Artigo 28°

|mp0rtadores - ArtigO 13° & DiStribuidores — Artigo 1490

e Disponibilizar DIVs conformes e
* Informar o fabricante sobre reclamacdes, incidentes, DIV nao conforme

e Inf fabricante e AC sobre DIV i falsificad i . .
nrormar O rapricante e sopre com risCo grave ou 1alsiTicado i Reglsto de DlVS—AI’tIgO 260

Prazo final: 24 meses apods a publicacdo do
aviso relativo a EUDAMED no JOUE

 Cooperar nas acoes corretivas necessarias para repor conformidade,
recolhas ou retiradas

* Facultar informacdao, documentacao de conformidade, amostras
gratuitas ou acesso aos DIVs, as ACs

* Requisitos de rastreabilidade (SGP)



https://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=CELEX:32001L0095&from=EN

UDI
PRINCIPAIS OBRIGACOES (OE)

Fabricante
Atribui UDI-DI Basico ao DIV Antes de colocacdo no mercado*

Atribui UDI ao DIV
e niveis superiores de embalagem Antes de colocagdo no mercado*

Coloca UDI no rétulo e niveis Aplicacdo Gradual

superiores de embalagem 2023 = Classe D
P g 2025 - Classes Be C

2027 — Classe A

Carrega informacgao prevista na
S2 da Parte A do Anexo VI Antes de coloca¢do no mercado*

| EUDAMED

Carrega informacao prevista na
Parte B do Anexo VI

Antes de colocagdao no mercado*

*Exceto p/dispositivos objeto de avaliagdo de desempenho

+

Mandatario

Verifica se Fabricante atribuiu UDI

Verifica se Fabricante registou Dispositivo na EUDAMED

Importador

Verifica se Fabricante atribuiu UDI

Verifica se Fabricante registou Dispositivo na EUDAMED

Distribuidor

Verifica se Fabricante atribuiu UDI




Artigos 57° a 77°

INFORMACAO GERAL

As avaliacdes de comportamento funcional submetidas antes de 26 de maio de 2022, em conformidade com a
Diretiva 98/79/CE, prosseguem nos termos desse diploma.

Os estudos submetidos apds data de aplicacdo seguem o estabelecido no Regulamento (requisitos gerais,
documentacgao, prazos e outras obrigacoes).

Regras refor¢adas e claras: concecao, notificacao ou autorizacao, realizacao, registo e comunicacao.

Até a operacionalizacdao completa da EUDAMED aplicam-se procedimentos nacionais para a submissao e gestao
dos estudos.

Autoridade Nacional do Medicamento
& Produtos de Saiide, |.P. N

@
A submissdo do estudo de desempenho deve ser feita junto do EM 1) Infarmed CQI?

Diploma que assegura a execuc¢dao do RDIV, na ordem juridica interna, em matéria de estudos de desempenho
encontra-se em procedimento legislativo.



COLOCADOS NO MERCADO ATE 26 DE MAIO 2022

Regra geral, os requisitos nao sao aplicaveis aos dispositivos que apenas foram colocado no mercado, ao abrigo
da Diretiva, até 26 de maio de 2022.

Excepto:
- Notificacao de incidente grave T p——
- Notificacao de A¢des Corretivas de Seguranca rtso

Artigos 88 a 95 RDIV

- Fiscalizacao de Mercado



EUDAMED

dp infarmed

Autoridade Nacional do Medicamento
e Produtos de Saude I.P.




EUDAMED
ROADMAP

« Production releases will be mainly bug fixes, but will also contain changes » Playground releases will include all Production enhancements
and enhanced functionality

« Stakeholders will get a defined period after each release to provide feedback

‘ I N - \
V 2.7.0 Bug fixes V 2.9.0 Bug fixes { ‘

and new and minor Fully functional |
functionality changes (] MVP (v4.00)

vV 3.00 V3.20 V340 gnrmERmE—N

VIG & MSU VIG / CIPS / MSU Bug fixes and :
Initial functionality Majority of usability Fully functional

functionality enhancements MVP (v 4.0.0)

V 2.8.0 Bug fixes V 2.10.0 Bug fixes
and minor and minor usability
changes enhancements

V 3.1.0 (Mid May) V33.0

CIPS Initial VIG / CIPS / MSU
functionality DTX Functionality
Other minor bug

fixes

“ European
Commission

E'b maio 22

6 meses

v

AUDITORIA

NoOTA:
4T 2022 : 1T 2023 2T 2023 Registo DIVs (+ Os) e Certificados

e e até 18M apds obrigatoriedade
Finalizagdo Publicagdo no JOUE @ *+6M &




PRE-OPERACIONALIZACAO

MDCG Guidance

on harmonised administrative practices and alternative techmical solutions until Eudamed is fully functional
(for Regulation (EU) 2017/746 on in vitro diagnostic medical devices)

Alternative solutions to submit and/or erchange{

_— e .

elements referred to in Part B of Annex VI relatedr

to that device.

. Fot devices that are the subject of a conformity

assessment as referred to 1 Article 48(3) and (4),
in the secofid subparagraph of Article 48(7),
Article 48(8) and the second subparagraph of
Article 48(9). the assignment of a Basic UDI-DI
teferred to in paragraph 1 of this Article shall be
done before the manufacturer applies to a notified
bady for that assessment. For the devices referred
o in the first subparagraph. the notified body shall
include a reference to the Basic UDI-DI on the
certificate issued in accordance with point (a) of
Section 4 of Annex XII and confirm in Eydamed

that the information referred to 1n Section 2.2 of

TPramuBcrurers

X Provisions related to the use of Eudamed Responsible
Article ) c .
(as referred to in Art. 113 (3) (f) IVDR) information (as required under the IVDR) I actor(s)
Article 26: . Before placing a device, on the market_the Paragraphs 1-3: 1
5eg_lsfrariwx of man-.ufat-:tura s-hall, mn accord:ance with the rules of | Note: The functionality is available in Epdamed. Manufacturers
evices the issuing entity referred to in Article 24(2), system may be used (on voluntary basis) ft (device
assign a Basic UDI-DI as defined in Part C.of registration of devices even before the notice of fudl registration.
Annex VI to the device'and shall provide it to the functionality of Endamed has been published. assignment and
UDI database together with the ether core data labelling)

— e = em omm Em o= =Y
Nevertheless, manufacturers should refer to the
national provisions in Member States establishing
product registration schemes.

ould Trote that the obligation ot UDT|
assignment (Basic UDI and UDI-DI) to a device
applies from 26 May 2022 (Art 24(3) IVDR).
Labelling requirements apply gradually, starting from
26 May 2023/according to the timelines set out in Art.
113(3)(e) IVDR.

[ ———

Registos
SSP

Estudos de
Desempenho

Vigilancia

Artigo 26°

Artigo 28°
Artigo 29°

Artigo 66°
Artigo 70°
Artigo 71°
Artigo 73°

Artigo 76°

Artigo 81°
Artigo 82°
Artigo 83°
Artigo 84°

OE

Submissdo de registos (*+ VU0l
(DIVs & OE) e SSPs

= Licenciamento +
QC Submissdo, consulta
acompanhamento e decisdo
sobre pedidos de

licenciamento

SIDM
= Reqgisto online de DM e DIV

Promotores

Submissao de pedidos e

notificacoes
-

Fabricantes

Submissao de notificacdes e
dados

Aviso de

Seguranca


mailto:dvps@infarmed.pt

MODULOS DISPONIVEIS - CARIZ VOLUNTARIO

EUDAMED - European Database on Medical Devices

Home Actors v Devices/SPPs v Certificates News

Home >

EUDAMED database

The creation of a European database on medical devices (EUDAMED) is one of the key aspects of the

new rules on medical devices (Regulation (EU) 2017/745) and in vitro diagnostic medical devices NEWS EU DAM ED em numerOS*

(Regulation (EU) 2017/746).

O info & 2410612021

EUDAMED will provide a living picture of the lifecycle of medical devices that are made available in the If not in EUDAMED, the SSCP shall be .
European Union (EU). It will infegrate different electronic systems to collate and process information about made available fo the public upon request 13 5 27 Fa b ricantes (55.6% UE)
medical devices and related companies (e.g. manufacturers). In doing so, EUDAMED aims fo enhance without un.due delay qr the manufacturer 7
) ) ) : . shall specify where it is made .__see full 1 417 Mandata rios
overall fransparency, including through better access to information for the public and healthcare news

professionals, and to enhance coordination between the different Member States in the EU.

3 812 Importadores

EUDAMED will be composed of six modules related to- actor registration, unique device identification (UDI)

and device registration, notified bodies and certificates, clinical investigations and performance studies, 482 Produtores de SCs
vigilance and market surveillance. ope

33 150 Utilizadores
Search:

: i
[

7 Certificados (SGQ)

Economic Operators Devices/SPPs Certificates
Search for an EU or non-EU manufacturer, Search for UDI-DI and device data including Search For Certificates.
system/procedure pack producer, authorised SS(C)P. *21.04.2022

representative or importer. Fonte: COM
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DOCUMENTOS DE GUIDANCE

Publicados

In Vitro Diagnostic medical devices (IVD)

----—’

\

N o o e

Reference Title Publication
i MDCG Guidance on significant changes regarding the transitional Mav 2022
i 202261 E provision under Article 110(3) of the VDR v
MDCG i i i ) February
20273 (B +or Verification of manufactured class D IWVDs by notified bodies 2022
MDCG Guidance on general principles of clinical evidence for In Vitro January
2022-2 1 EN Diagnostic medical devices (IVDs) 2022
E Clarification on “first certification for that type of device” and
i MDCG corresponding procedures to be followed by notified bodies, in August
i 2021-22 1 E context of the consultation of the expert panel referred to in 2021
i\ Article 48(6) of Regulation (EU) 2017/746
MDCG Application of transitional provisions for certification of class
20214 [ D in vitro diagnostic medical devices according to Regulation April 2021
' (EU) 2017/746
MDCG 2020-16 Guidance on Classification Rules for in vitro Diagnostic January
Rev 1 | Medical Devices under Regulation (EU) 2017/746 2022

https://ec.europa.eu/health/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance en



https://ec.europa.eu/health/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en

Em preparagao & relevantes para transicao

Topic 1: Performance Evaluation & Performance Studies

Topic 2: Scope & Classification

No. Work item Description Timeline Lead
21 Qualification of assays used in clinical trials of medicinal product
as IVDs
Guidance on which
Q&A on qualification of assays used in clinical
2111 IVDs in clinical trials trials of medicinal Q22022 DK
products qualify as IVDs
2/2 Minor revision of guidance on classification MDCG 2020-16
Consideration of

21211 Minor revision of 2020-16 clarifications and Q3 2022 FR

additional examples

No. Work item Description Timeline Lead
11 Guidance on performance evaluation
Guidance on general
111 principles of clinical Definitions and key principles | Q1 2022 SANTE
evidence for IVDs
1/2 Summary of Safety and Performance (SSP)
Transposition of SSCP N
SSP template template Q2 2022 L PT }
13 IVD common specifications (CS)
CS on the basis of the
; ) amended Decision :
131 | Adoption Og';“ round of 2002/364/EC + gdzogggg SANTE
Chagas/syphilis, Kidd/Duffy
and CMV/EBV, COVID-19
312 CS development for roradoplion as asecon® | tstdraft |  SANTE,
hepatitis E VDR mid 2022 | 1st draft MTE
CS development for highly For adoption as a second
1/3/3 virulent pandemic influenza batch of CS under Art 9 of 1.St draft SANTE, 1st
; mid 2022 draft MTE
virus IVDR
3l CS development for g;;ﬁdoﬁpé'g”uﬁgsr SAe[J?%”gf 1st draft SANTE,
Plasmodium VDR mid 2022 | 1st draft MTE
CS development for Foradoption as a second |44 yoag SANTE,
11315 batch of CS under Art 9 of i
Toxoplasma VDR mid 2022 | 1st draft MTE
CS development for
13/6 arboviruses (Zika, West For adoption as a third batch 1st draft SANTE,
Nile virus, Chikungunya, of CS under Art 9 of IVDR end 2022 1st draft FR
dengue)
1/4 Performance study application/notification documents
Template to be used in
SANTE
Performance study — absence of Eudamed, !
11411 application/notification analogous to MDCG 2021-8 Q2 2022 Tst dvrﬁg CIE
annex |




Em preparagao & relevantes para transicao

Topic 3: Notified Bodies & Conformity Assessment Topic 4: Market Surveillance Topic 7: International matters
i . Ay Time-
No. Work item Description ‘ Timeline Lead No. Work item Description Timeline No. Work item Description line Lead
N Health crisis preparedness 41 In-house devices 7M1 Interaction with IMDRF on IVD-specific matters
Analyse the IVDR in i . Art. 5(5) IVDR P Update of international
a2 | contextof hypothetical Eg urgentneedfor | .o, | SANTE anpq | Guidance on condiions for | qqyivalont to Art 5(5) | Q22022 | | 7iam | Coptibution fo group on quidance on clinical | %2 | IMDRF
scenarios of an urgent class A, B, C, D device in-house device MDR) clinical evidence avidenra
response to a health crisis
312 Guidance on significant changes
V‘é’gsz‘cgh;’;%‘l’g g;a Topic 5: EU reference laboratories
considered as a Topic 8: Other work items (e.d. consultations originating from other WGs)
Guidance on significant “sigrniﬁcant change in / No. Work item Description Timeline |* i
B IS | e e | 2|0 G| U oonce mnosioes No. | Workitem
purpose” in the context Discussion with MS on Clarification based on _ 8/1 | Companion diagnostics
01-' ?DDIYIHQ tr_m_ 511 practical issues related to text of implementing Continuous Accompanying the work
. | transiionalprovisions | | ______ | EURLs acts giq | Consultation of medicines of the EMA and In | SANTE
{ Egg%cy Tévices T \I authorities stakeholders, notably on | 2022
uldance on application o . rocedural elements
IVDR requirements to ) : Topic 6: Stakeholder engagement g =2 Ry
d Based on MDCG 2021 { 8/2 Eudamed
legacy devices and those 25 Q2 2022 SANTE 1 - . 1
placed on the market 1 f Guidance on harmonised :
‘\ before DoA _J No. Work item Description Timeline | admlnlstratl_ve practl(_;es Adapt MDCG 2021-1 Q2 Eudamed |
"-3.'!-' Emﬁ”p‘ﬂ“g-------------------------------------- 6:‘1 Candidate EURLS 1 8"‘2;1 and alternatlve teChnlCaI Rev 1 fOr |VDR 2022 WG 1
Minor revision of MDCG solutions until EL_JDAMED is ’ :
2021-22 — Clarification on Minor revision such as Summary of IVDR Art ‘. fully functional 7
first certification for that | 4 oo = L e 61 Information pack for 100, the implementing | ., 55 B3~ | COVID-19
3141 type of Qevice" and on experience cc;IIected Q2 2022 SANTE interested laboratories acts and call in easy-to- MS exchanges on market Since
corresponding procedures 0 far read format 8/3/1 surveillance of COVID-19 Continuous Mar | SANTE
to be followed by notified devices 2020
bodies




DOCUMENTOS DE GUIDANCE

Publicados

Importers & Distributors

EUDAMED Reference Title Publication
) ) MDCG Questions and Answers on Articles 13 & 14 of Regulation December
Reference Title Publication 2021-27 (&1 (EU) 2017/745 and Regulation (EU) 2017/746 2021
'I' N A
i Questions and answers on obligations and related rules for the E ! Q8A on repackaging & relabelling activities under Article Y
iMDCG 2021-13 registration in EUDAMED of actors other than manufacturers, Julv 2021 ! MDCG 16 of Requiaiion (£ 20177745 and Reaualion (ED October
iRev. 19 EN | authorised representatives and importers subject to the Y i 2021-26 1 = €9 (EV) g (EV) 2021
| obligations of Article 31 MDR and Article 28 IVDR RN 201rirae
Guidance on harmonised administrative practices and
TD_CG 2U|21_1 Rev. alternative technical solutions until EUDAMED is fully May 2021 s 3
= functional i MDCG Guidance on article 15 of the medical device regulation (MDR) 1
: 20197 (20 s and in vitro diagnostic device regulation (IVDR) on a ‘person June 2019 i
» i = responsible for regulatory compliance’ (PRRC) )
MDCG MD(_ZG quﬂmn Paper on the use qf the EUlDAI'-.-'I.ED actor August
502045 (50 - registration module and of the Single Registration Number 2090
= (SRN) in the Member States
T A -
| MDCG i Other guidance documents
1 [ i T i i i !
{ 2019-5 {1 Registration of legacy devices in EUDAMED April 2019 J
{' 3 Reference Title Publication
1 1
1 MDCG Timelines for registration of device data elements in April 2019 i
1 2019-4) EUDAMED pri i Questions & Answers for applicants, marketing authorisation
. S European Medicines holders of medicinal products and notified bodies with
Agency (EMA) respect to the implementation of the Medical Devices and In June 2021
Guidance | E J Vitro Diagnostic Medical Devices Regulations ((EU)

2017/745 and (EU) 2017/746)

https://ec.europa.eu/health/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance en



https://ec.europa.eu/health/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en

DOCUMENTOS DE GUIDANCE

Publicados

COVID-19

Reference Title Publication
MDCG Notice to 3rd country manufacturers of SARS-CoV-2 in January
2022-1 1 En | vitro diagnostic medical devices 2022
MDCG 2021-21 Guidance on performance evaluation of SARS-CoV-2 in August
Rev.1 | En | vitro diagnostic medical devices 2021

Motice to manufacturers and authorised representatives on

MDEG e — the impact of genetic variants on SARS-COV-2 in vitro May 2021
2021-7 9 EN . . , .
diagnostic medical devices

MDCG Guidance on state of the art of COVID-12 rapid antibody March
2021-2 | En | tests 2021
COVID-19 TESTS: Q&A on in vitro diagnostic medical device conformity assessment and Eeb
performance in the context of COVID-19 (=1 --+| (available in all EU languages and ebruary

R : =TI [Ty — = 2021
Arabic | EN |, Chinese | &n |, Japanese | En |, Russian | )]

https://ec.europa.eu/health/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance en



https://ec.europa.eu/health/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en

REGULAMENTO (UE) 2017/746 DO PARLAMENTO EUROPEU E DO CONSELHO de 5 de abril de 2017 relativo aos dispositivos
médicos para diagndstico in vitro e que revoga a Diretiva 98/79/CE e a Decisdao 2010/227/UE da Comissao — Texto
Consolidado

REGULAMENTO (UE) 2022/112 DO PARLAMENTO EUROPEU E DO CONSELHO de 25 de janeiro de 2022 que altera o
Regulamento (UE) 2017/746 no que diz respeito as disposicoes transitorias aplicaveis a determinados dispositivos médicos
para diagndstico in vitro e a aplicacdao diferida das condicoes aplicaveis aos dispositivos fabricados e utilizados na prépria
instituicdo de saude

Guidances

Factsheets

Step-by-step quide for manufacturers of in vitro diagnostic medical devices

Factsheet for manufacturers of in vitro diagnostic medical devices

Factsheet for healthcare professionals and healthcare institutions

Factsheet for authorised representatives/importers/distributors

Joint implementation and preparedness plan for Requlation (EU) 2017/746 on in vitro diagnostic medical devices (IVDR)



https://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=CELEX:02017R0746-20220128&from=EN
https://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=CELEX:32022R0112&from=EN
https://ec.europa.eu/health/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en
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
https://ec.europa.eu/health/publications/step-step-guide-manufacturers-vitro-diagnostic-medical-devices_en
https://ec.europa.eu/health/publications/factsheet-manufacturers-vitro-diagnostic-medical-devices_en
https://ec.europa.eu/health/publications/factsheet-healthcare-professionals-and-healthcare-institutions_en
https://ec.europa.eu/health/publications/factsheet-authorised-representativesimportersdistributors_en
https://ec.europa.eu/health/latest-updates/update-joint-implementation-and-preparedness-plan-regulation-eu-2017746-vitro-diagnostic-medical-2022-04-01_en
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