
IMDRF Stakeholders Forum 

Regulatory and Policy Update
ANVISA

23 September 2020
Singapore

Leandro Rodrigues Pereira
General Manager – Medical Devices Office

Brazilian Health Regulatory Agency



Coronavirus

1. What steps has Brazil taken to facilitate access to essential medical goods through conformity 
assessment (product registration within Anvisa) during the pandemic?

2. How has Brazil balanced health and safety with the need to speed up access to essential 
medical devices?

By August 11th , 2020



Medical Devices – Personal Protective Equipments and Ventilators
Timeline

Simplified rules for PPEs and Ventilators

RDC 349/2020 (19 March)
PPEs and Ventilators

RDC 356/2020 (23 March)
Medical Devices  Simplified rules for essential medical devices 

Changes for the submission of clinical evaluation 

RDC 375/2020 (17 April)
Medical Devices Clinical Evaluation

Extraordinary permission for the importation of equipment 
used in the Intensive Care Units

RDC 378/2020 (28 April)
Medical Equipment

https://bit.ly/2W8igtY
https://bit.ly/2UynQVN
https://bit.ly/3eESPc3
https://bit.ly/35g76Yg


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.

• Australia
• Canada
• China
• South Korea
• USA
• Europe
• Japan
• Russia
• Singapore

Medical Devices – Regulatory Reliance



COVID-19 In Vitro Medical Devices
Timeline

Alternatives to GMP certification

RDC 346/2020 (13 March)
Good Manufacturing Practices

Fast track for Covid-19 IVD registration

RDC 348/2020 (17 March)
In Vitro Diagnostics

Simplified rules for essential medical devices 

RDC 356/2020 (23 March)
PPE´s and Medical Equipments

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


COVID-19 In Vitro Medical Devices
Timeline

Permission for rapid point of care tests in community pharmacies

RDC 377/2020 (29 April)
In Vitro Diagnostics

Changes to RDC 356/2020 bringing detailed procedures for the 
importation of products

RDC 379/2020 (4 May)
Medical Devices

Post-market monitoring of the quality of Covid-19 IVDs available on 
the website

12 May 2020
In Vitro Diagnostics

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

By August 11th , 2020

• Total submitted dossiers: 606

• Approved products: 352

• Reviewed dossiers with pending points: 124

• Refused dossiers: 107



Access this BI report

COVID-19 IVDs – Approved Products and Review Queue



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

• Opportunities and opportunists are everywhere

• Collaboration between public and private sector is essential
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