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EP of safety and performance

Final text approved by Anvisa Collegiate 
Board on 6 March 2024

• Harmonized within Mercosur (ARG, BRA, PGY, URU)
• RDC 848/2024
• Effective since 4 September 2024
• Based on IMDRF document – Essential Principles of 

Safety and Performance of Medical Devices and 
IVD Medical Devices 
(IMDRF/GRRPWG/N47FINAL:2018)

• Webinars and in-person trainings were provided to 
the industry



Number of MD Market Authorizations 
per Year in Brazil

2021 2022 2023 2024
*until 30 June

Notification Class I 3102 2718 2711 1348

Class II 3443 3751 4162 2118

Registration Class III 938 1014 718 331

Class IV 254 328 300 132

Total 7737 7811 7891 3929

Active Authorizations
of Medical Devices

89.472
(30 June 2024)



Reliance mechanism for pre-market 
authorizations

Pathway for optimized review of initial 
submissions

• Normative Instruction for MD and IVD MD 
approved on 4 April 2024 – IN 290/2024

• Effective since 3 June 2024
• Product registration certificates from 

Equivalent Foreign Regulatory Authorities 
may be used as a trigger for abridged 
reviews and market authorization in Brazil 
(registration – classes III and IV)

• Confidentiality agreements must be in place
• Initially from the official member authorities 

of MDSAP (AUS, CAN, JAP, USA)



Registration submissions and reliance



Registration submissions and reliance

Electromedical 
equipment

7; 10%

Materials for 
medical use

36; 52%

Orthopedic 
implants
21; 31%

IVDs
5; 7%First results

The first 15 medical device 
registration submissions using the 
reliance mechanism had their 
optimized reviews concluded 
without the need to request 
clarifications from the applicant 
companies, with a reduction of 
around 80% in the time 
normally dedicated to ordinary 
technical reviews, representing a 
significant gain in procedural 
agility



Use of MDSAP by Anvisa

MDSAP reports for granting Anvisa initial GMP 
certifications

• The audit reports are reviewed by an Anvisa inspector
• Must cover all requirements from RDC 665/2022
• Initial / Recertification reports
• Surveillance reports in special circumstances



Use of MDSAP by Anvisa

MDSAP certificate for granting Anvisa 
recertification

Use of MDSAP Certificate since Jan/2024

Benefits include:
• Optimize certificate renewal issuance
• Streamline administrative processes
• Reduced demand on auditing organizations



Use of MDSAP by Anvisa

Validity of GMP Certificate

• RDC 850/2024 – Validity of Anvisa GMP 
certificates issued through MDSAP 
extended from 2 to 4 years

• Validity is conditioned upon the 
manufacturer’s permanence in the 
program during the whole validity 
period of the certificate

• Encourage manufacturers in joining 
MDSAP

Year # GMP Certificates Issued 
Based on MDSAP 
Reports (% of total)

2017 38   (4.7%)

2018 107 (19.3%)

2019 374 (48.7%)

2020 544 (49.1%)

2021 529 (51.4%)

2022 621 (59.7%)

2023 659 (59.1%) 

2024 343 (62.9%)
*until 30 June



Unique Device Identification

UDI implementation is a 
strategic project for Anvisa

• Development of IT tools underway

• It was necessary to extend in one 
year the implementation deadlines 
in order to complete the process of 
developing and validating the 
system that will maintain the 
database in Brazil

• RDC 884/2024



Post-market surveillance

Post-market surveillance of medical devices
working document within Mercosur

• Provides guidance for achieving post-market 
surveillance processes

• Based on the WHO document "Guidance for Post-
Market Surveillance and Market Surveillance of 
Medical Devices, including In Vitro Diagnostics" 
(2021)

• Incorporates practices already adopted by Mercosur 
member states and other technical documents



Innovative medical devices

It is part of Anvisa's mission to provide patients 
and healthcare professionals timely access to 
medical devices. 
Call Notice 10/2023, in accordance with Anvisa's
Innovation Policy, selected 10 innovative medical 
device projects that will have their development 
processes monitored by agency specialists, 
enabling registration to take place in an agile 
and safe manner, and ensuring that access by 
society occurs more quickly.
Anvisa received more than 100 applications from 
companies interested in taking part in this 
project.



ISP Chile visit to Anvisa

Exchange with ISP (Instituto de 
Salud Pública – Chile)

The Institute of Public Health of 
Chile visited Anvisa during the week 
of 3 to 7 June for an exchange in the 
fields of:
 Pre-market authorization of 

medical devices
 Inspection for Good 

Manufacturing Practices 
certification

 Technovigilance - Post-market 
surveillance



Conclusion
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