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Coronavirus

Global Cases

1. What steps has Brazil taken to facilitate access to essential medical goods through conformity
assessment (product registration within Anvisa) during the pandemic?
Cases by Country/Region/Sovereignty
US 2. How has Brazil balanced health and safety with the need to speed up access to essential
e medical devices?
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RDC 349/2020 (19 March) RDC 375/zozo (17 Ap ril)
pppppppppppppppppp Medical Devices Clinical Evaluati

: Simplified rules for PPEs and Ventilators . Changes for the submission of clinical evaluat ion
1 1

! ' used in the Intensive Care Units
O RDC 356/2020 (23 March) O RDC 378/2020 (28 April)
Medical Devices Simplified rules for essential medical devices Medical Equipment
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https://bit.ly/2W8igtY
https://bit.ly/2UynQVN
https://bit.ly/3eESPc3
https://bit.ly/35g76Yg

\ l} Medical Devices — Regulatory Reliance

RDC 356/2020 - It allows the acquisition of pulmonary ventilators and IVD tests without registration with Anvisa, as
long as they are regulated and marketed in a member jurisdiction of the International Medical Device Regulators
Forum (IMDRF), when similar devices regulated by Anvisa are not available for trade.
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RDC 346/2020 (13 March) o RDC 356/2020 (23 March)

: Alternatives to GMP certification
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http://portal.anvisa.gov.br/coronavirus/noticias/-/asset_publisher/3WSYdp5mIC2e/content/coronavirus-alternativas-para-certificacao-de-bpf/219201?inheritRedirect=false&redirect=http%3A%2F%2Fportal.anvisa.gov.br%2Fcoronavirus%2Fnoticias%3Fp_p_id%3D101_INSTANCE_3WSYdp5mIC2e%26p_p_lifecycle%3D0%26p_p_state%3Dnormal%26p_p_mode%3Dview%26p_p_col_id%3Dcolumn-2%26p_p_col_count%3D1
http://bit.ly/2IVMA4S
https://bit.ly/2UynQVN

Post-ma ket monitoring of the quality of Covid-19 IVDs available on
the websit

RDC 377/2020 (29 April) o 12 M ay 2020
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O RDC 379/2020 (4 May)
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https://bit.ly/2xzdhun
https://bit.ly/35wEVVe
http://portal.anvisa.gov.br/noticias?p_p_id=101_INSTANCE_FXrpx9qY7FbU&p_p_col_id=column-2&p_p_col_pos=1&p_p_col_count=2&_101_INSTANCE_FXrpx9qY7FbU_groupId=219201&_101_INSTANCE_FXrpx9qY7FbU_urlTitle=divulgado-informe-sobre-monitoramento-de-testes&_101_INSTANCE_FXrpx9qY7FbU_struts_action=%2Fasset_publisher%2Fview_content&_101_INSTANCE_FXrpx9qY7FbU_assetEntryId=5877412&_101_INSTANCE_FXrpx9qY7FbU_type=content

COVID-19 IVDs
Results

* Reviewed dossiers with pending points: 124

e Refused dossiers: 107
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Entrada Processo Detalhar Produto Metodologia = Empresa Detentora Fabricante(s) Reqgistro | Detalhar  Etapa do
Processo do Registro Registro Registro
18/02/2020 23351.112132/2020-88 @ COVID-19 Ag ECO Teste  Imunocromatografia  Eco Diagndsticz Ltda Eco Dizsgnostica Lida - 80954880133 = Publicado
16:40:51 BRASIL deferimento
2 04/03/2020 25351.148977/2020-18 = COVID-19 19G/IgM ECO  Imunocromatografia  Eco Diagndstica Ltda Eco Diagnostica Ltda - 80954380132 = Publicado
15:56:42 Teste BRASIL deferimento
3 06/03/2020 25351.153719/2020-45 @ COROMAVIRUS 19G/Igh  Imunocromatografia Ebram Produtos EBRAM PRODUTOS 10159820239 = Publicade
08:09:18 (COVID-19) Laboratoriais Ltda LABORATORIAIS LTDA - deferimento
BRASIL
4 (09/03/2020 25351.162809/2020-27 = ECO F COVID-19 Ag Imunofluorescéncia  Eco Diagnostica Ltda Eco Diagnostica Ltda - 80954880131 = Publicado
15:29:45 {F14) BRASIL deferimento
5 10/03/2020 25351.167156/2020-72 @ COROMAVIRUS RAPID TEST munocromatografia DIAGNOSTICA GUANGZHOU WONDFO 80638720148 B Publicado
IFHAHE! INDUSTRIA E BIOTECH COQ,, LTD - CHINA, deferimento
COMERCIO LTDA - ME REPUBLICA POPULAR
6 12/03/2020 25351.174464/2020-54 B One Step COVID-2019 Test  Imunocromatografia  CELER BIOTECNOLOGIA — GUANGZHOU WONDFO 80537410048 @ Publicado
10:15:15 S/4 BIOTECH CO,, LTD. - CHINA, deferimento
REPUBLICA POPULAR
7 14/03/2020 25351.181741/2020-85 @ Navel Coronavirus(COVID-  Imunacromatografia ARGOSLAB <produto semregistro na - <produto sem = Em exigéncia
22:07:46 19)lgG/Igh Rapid Test DISTRIBUIDORA DE Arvisa s registra na H
Device PRODUTOS PARA Arivisas Access t h IS B I re p ort
LABORATORIOS LTDA
8 17/03/2020 25351.189190/2020-06 & Familia Teste Rapido em  Imunocromatografia QR Consulting, ACRO BICTECH INC. - 81325990117 = Publicado
11:37:14 Cassete 2019-nCoV Importagao e ESTADOS UNIDOS DA deferimento
IgG/igM (sangue Distribuido de AMERICA
total/sora/plasma) Produtos Médicos Lida =
9 17/03/2020 25351.189193/2020-21 ® EDI™ MNovel Coronavirus Elisa ARGOSLAB <produto sem registrana  <produto sem B Publicado
11:37:18 COVID-19 IgM ELISA Kit DISTRIBUIDORA DE Anvisa> registro na indeferimento
PRODUTOS PARA Anvisa>
LABORATORIOS LTDA
10 17/03/2020 25351,189195/2020-21 @ EDI™ Movel Coronavirus Elisa ARGOSLAB <produto sem registrona  <produto sem = Publicado
11:37:20 COVID-19 IgG ELISA Kit DISTRIEUIDORA DE Anvisa s registro na indeferimento ¥
ol TS DA D A Ao i
= e boas préticas de 3, te es: CBPF em andlise ou em fase re e da CBPF em hitp//bitly/2ZqTORS
DISTRIEUICAO DE PRODUTOS DE DIAGNOSTICO IN VITRO PARA COVID-19 DE ACORDO COM A ETAPA DO PROCESSO DE REGISTRO NA ANVISA
N
Publicado  Emexigéncia Publicado Aguardando certificadode Emanzlise  Desisténciza  Concluida andlise e zguardando Total o BN A N VI SA
deferimento indeferimento  boas praticas de fabricagio padido publicagda em DOW 1 Agéncia Nacional de Vigilancia Sanitaria
352 124 107 13 5 3 2 606



Final Thoughts

What lessons so far?

* Medical devices regulators must have emergency plans to put in
place before (or as soon as) the emergency starts

* Adoption of international standards, expansion of regulatory reliance
and information exchange between regulators speeds up solutions

* The crisis always helps to find room for regulation improvement and
simplification

* Post-market monitoring is crucial in times of crisis
* QOpportunities and opportunists are everywhere

. . . . . I
* Collaboration between public and private sector is essential =, ANVISA
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