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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
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DIARIO OFICIAL DA UNIAO
Publicado em: 08/03/2024 | Edicao: 47 | Secdo: 1| Pagina 83

RESOLUCAO DA DIRETORIA COLEGIADA - RDC N° 848, DE 6 DE MARCO DE 2024

Dispde sobre os requisitos essenciais de seguranca e
desempenho aplicaveis aos dispositivos médicos e dispositivos

médicos para diagnéstico in vitro (IVD)

OLEGIADA DA EN A NACIONAL DE VIGILANCIA SANITARIA no uso das




Notification

Registration

2021 2022 2023 2024

*until 30 June
Class | 2711
Class Il 4162
Class Il
Class IV

7737 7811 7891 3929

Active Authorizations
of Medical Devices

89.472

(30 June 2024)
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Pathway for optlmlzed review of |n|t|al
submissions

. Normative |nStrUCtion for M D and |VD M D / Estabelece, nos termos da Resolugéoda Diretoria Colegiada -
approved on 4 April 2024 - IN 290/2024 ST

dispositi vosmd S, por meio d apro
realizadas pAldd Reguladora Estrangei Eq l.t

Effective since 3 June 2024

A DIRETORIA COLEGIADA DA AGENCIA NACIONAL DE VIGILANCIA SANITAR\A so da

INSTRUGAO NORMATIVA - IN N° 290, DE 4 DE ABRIL DE 2024

atribuicao que Lhe confere o art. 15, lll e IV, aliado t.7°, lll da Lei 9782d 26 de janeiro de 1999 ao
art187VH§1°doReg\'mento\t aproy d pl a Res l 0 da Diretoria Colegiada - RDC n* 585, de 10

Product registration certificates from P o o i o s
Equivalent Foreign Regulatory Authorities

may be used as a trlgger fc?r abrld.ged . ;%5”4‘Reuni500rdinériaPablicada DiretoriaCoIegiada-2024’#Quiﬁﬁwwmm
reviews and market authorization in Brazil ‘

(registration - classes Ill and V)

Confidentiality agreements must be in place

Initially from the official member authorities
of MDSAP (AUS, CAN, JAP, USA)

ITEM EM DISCUSSAO
21
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jun/24, 33

jul/24, 17

ago/24,19

jul/23
ago/23
set/23
out/23
nov/23
dez/23
jan/24
few/24
mar/24
abr/24
mai/24

jun/24  —

mar/23
abr/23
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set/24
out/24
nov/24
dez/24
jan/25
fev/25b

Registration submissions M Reliance applications — — Monthly average -:---- Linear (Registration submissions)

Sy | o | &) IMDRF
W "

International Medical Device
IMDRF 2024 Chair Regulators Forum




i‘rst results “ ' “% - | Electromedical

equipment
The first 15 medical device q7;20%
registration submissions using the
reliance mechanism had their
optimized reviews concluded
without the need to request Orthopedic
clarifications from the applicant Pl
companies, with a reduction of '
around 80% in the time
normally dedicated to ordinary
technical reviews, representing a
S|g.n.|f|cant gain in procedural Materials for

medical use
36; 52%
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MDSAP reports for grantmg Anvisa |n|t|al 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

MEDICAL DEVICE SINGLE AUDIT PROGRAM
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Risk Management

v
Management

v
Measurement
/Analysis and
Improvement

v
Design and
Development

-

Production and Service
Provision

Purchasing

Audit Approach Processes
Figure 1




MDSAP certlflcate for grantmg Anwsa
recertification

Use of MDSAP Certificate since Jan/2024

MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA

CERTIFICADO DE BOAS PRATICAS DE FABRICAGAO E CONTROLE DE PRODUTOS
PARA IDE

o
Benefits include:
Considerando o disposio na Lel n.? 8.782, de 26 de [aneiro de 1999, o Decrefo n* 3029, de 16
9 e a publicacio no Didrp Oficial da Unido por meio da Resolucdo Al

de abeil de 199
1.843 na data de 29052023certfico que & empress, & seguir descrila, cumpre com & egnsn’a;so
sant itdria vigenfe, quanio &s Boas Prélicas de Fabricagio de produtos para sadde exigidas pela

«  Optimize certificate renewal issuance s S

Enderego: Avenida Paule Femaira da Coeta, ni 600, Dig¥ito Indugirial Vista Alegre, Lagoa
Santa, unas(kfaj CEP: 33400-000

« Streamline administrative processes B
* Reduced demand on auditing organizations S

Produlos para diagndstico de uso in vitro das classes llle IV,

sty
s sel.annisa. gov Drausenicidacs, Normando o cHNigo venhicador 2008225 & 0 CONKQ0
BEISE200.
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Valldlty of GMP Certificate Bl Year #GMP Cert|f|cates Issued
Based on MDSAP

- RDC 850/2024 - Validity of Anvisa GMP Reports (% of total)
certificates issued through MDSAP 8 (4.7%
extended from 2 to 4 years 107 (19 3%

374 (48.7%

f MIDSAR I&y Anwsa

S

)
( )
» Validity is conditioned upon the ( )
manufacturer’s permanence in the 544 (49.1%)
program during the whole validity 529 (51.4%)
( )

( )

( )

period of the certificate
621 (59.7%

Encourage manufacturers in joining 659 (59.1%
343 (62.9%

*until 30 June
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uDI |mplementatlon isa
strategic project for Anvisa

Development of IT tools underway

|t was necessSa ry to eXte N d | N one Art. 15. Apds a data de inicio da vigéncia desta Resolugdo, os prazos para

atribuir a UDL..., aplicar os suportes da UDI..., transmitir informacdes a base de

y ear th e | m p | eme ntatl on d eda d | | nes dadps UDJ...,.bém como transmitir a UDI~nas notificacoes de eventos adversos,
i no rd er to com p | ete th e p rocess Of gueixas técnicas e acoes de campo..., serdo de:

developing and validating the
SySte m th at Wi | | mal nta In th e Ill - 5 anos para os dispositivos médicos de classe de risco Il; = 10/1/2027
d ata base | N B raz| | IV - 6 anos para os dispositivos médicos de classe deriscol. = 10/1/2028

Il - 4 anos para os dispositivos médicos de classe de risco llI; -b 10/1/2026

§ 32 Os prazos estipulados no caput para transmitir as informacdes a base de
dados UDL..., iniciarao a partir do momento em que a Anvisa publicar em

RDC 884/2024 instrucdo normativa que a base de dados UDI da Agéncia esta apta a receber as
informacdes de UDI do Anexo |, hem como as condicbes para o envio dos dados

e 0s mecanismos disponibilizados para atender ao Item 4.10 do Anexo Il.
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Post market survelllance of medlcal dewces
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
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Guidance for post-market
surveillance and market
surveillance of medical
devices, including in vitro
diagnostics




;Innovatlve medﬂcal dewces
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It is part of Anvisa's mission to provide patlents
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.

AGENCIA NACIONAL DE VIGILANCI
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Exchange with ISP (Instltuto de
Salud Piblica - 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:

v Pre-market authorization of
medical devices

v Inspection for Good
Manufacturing Practices
certification

v Technovigilance - Post-market
surveillance
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