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Nov 2016
ANVISA 2026
becomes a 10-year
Regulatory ;
Oct 2015 Member Nov 2019 |?:n|j|] II\\I/IZthaIr?g/;
Conclusion of ICH ANVISA in Rio
reform elected for From 2024
Dec 2015 the 1st Leadership
ANVISA becomes time to the roles in
an ICH Observer MC EWGs

2002 2012 By Nov 2021
First ICH Beginning of Implementation of
Guidelines ICH reform all Tier Il
adopted (Re-engagement) Guidelines

Ongoing

2009 2013-2015 Implementation of
Invitation to Partlc:zp\i;gg in 14 Tier Il Guidelines
join GCG

2010

Disengagement . .
By the time ANVISA became an ICH Observer, it had already

implemented some ICH guidelines and was actively contributing to
Expert Working Groups.
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Why Become an ICH
Member?

Contribute to the development of global regulatory

standards
Streghten Brazil's regulatory framework
Enhance ANVISA’s international standing

Promote global competitiveness of Brazilian

products
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Preparing for Observership (2012-2015)

= ANVISA

Agéncia Nacional de Vigildncia Sanitaria .

=
1

Reestruturagdo do ICH

‘Brasil se tornard Membro?

.= ANVISA

Avaliacdo Brasileira = O que a Anvisa
Agéncia Nacional de Vigilancia Sanitaria

=

tem feito

Foi feita a avaliagdo interna do arcabougo regulatério vigente frente aos 3 Guias
do Nivel 1: : :

» | Q1-Diretrizes para-Estudos de:Estabilidade de medicamentos e IFA

» Q7 - Guia de Boas Praticas de Fabricacio para IFA; e

» E6 - Diretrizes para Boas Praticas Clinicas.

‘Estd- em -execugdo -a avaliagdo interna-do arcabougo regulatério vigente frente
aos Gmas do Nivel 2: ;
>.  E2A: Gestlo de Dados de Seguranga Clinica: Definiges e Padibes

ol E2B: Elementos de dados para transmissdo-de Relatérios de Casos Individuais de Seguranca -
».  E20: Gerenclamento de Dados de Seguranga Pés-Aprovagho :: Definighes e Padr8es para Relatdrios
. Expeditos .
.# ... M4-The Common Technical Document (CTD)

MedDRA — esta em execugdo na Anvisa a avaliagdo .de termos para construgdo
da ponte Who-Art para MedDRA em portugués do Brasil.

<L ANVISA
Ak

Agéncia Nacional de Vigilincia Sanitdria

Avaliagdo Brasileira— O que queremos
: do setor ‘

1., Ava!ia¢§0 dos impactos positivos e ne

membro do ICH;

2. Informar se possu'e'rr'l rébféséniéﬁﬁida
fazem parte do ICH PhRMA JPMA ek

3. Avaliagdo quanto as convergéncias (
regulatorio brasileiro e '0s guias domsmmmpsrmome v | o |
impacto da internalizacdo das recom. ...
Prioridade. para avaliagdo dos guias. ¢, oo
E2B, E2D, M4-e MedDRA,

ABIFINA

Associacao Brasileira das Indastrias de Quimica Fina,

Biotecnalogia e suas Especialidades

Interfarma

Comentarios Gerais:
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GrupoFarmaBrasil
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de venda livre

a 1 ANAC i

I, brasileira

o

SINDUSFARMA

ProGenéricos
Ry

Guia Q1A(R2)

Referente 3 comparag3o entre os guias, no geral, a regulamentac3o brasileira n3o apresenta grandes divergéncias em relag3o aos guias da ICH uma vez que os mesmos j3 haviam
sido considerados durante a elaborag3o das regulamentagées locais. Alguns pontos, que s3o a minoria quando se analisa o documento como um todo, requerem dialogo e grande
parceria entre o setor regulado e a agéncia para que se possa atingir um entendimento fidedigno e maduro do que se espera aplicar e que os ajustes que por ventura deverdo
ocorrer possam ser realizados dentro do tempo requerido, sendo analisados caso a caso.

ICH

AVALIAGAO (Impactos/Comentarios)



Preparing for Membership (2015-2016)

Membership

Guideline : L
Active Participation Contribution

Implementation

Participation in ICH Assembly

and Expert Working Group fayment of the annual

membership fee

Tier 1 - Immediate
implementation (Q1, Q7 and EB)

meetings
Tier 2 - Implementation within Continuous participation and Relatdrio n° 035/2016- DIARE/ANVISA Ndana
five years (E2A, E2B, E2D, M4: ook
CTD. M1: MedDRA contribution to EWGs
) - Ve ) [ Processo ne: 26351.176821/2016-49
J Expediente n°: | 004760/16-1 B
NOTA TECNICA N.152016 - Geréncia de Farmacovigilincia - Objes g\lggl;llﬁl%:«l%EDAEAgl\E”%tE?I’Lé‘:%TgEAT%%:\;%NﬁEﬁ;I g
. . . eto:
Tier 3 - Implementation in the OFARN/GGMON/ANVIEA o DO ICH
short term, as soon as possible — 0310612016 . } Aroa Responsavel: | AINTE
Resposta a0 despacho | n°  31/2016 -
GGMON/DIMON/Anvisa — Subsidios para avaliacao
asiing quanto a conveniéncia e oportunidade ‘de Anvisa
o pleitear se tornar membro do ICH 1 9 J u Iy 201 6
gce . ) H
Nota Técnica 9/2016-AINTE/GADIP/ANVISA ANVISA's Col |eg iate Board

approved the submission of
mainnaemioses. | the Agency’s application for

Assunto: Informacdes relativas & conclusio do Processo de Reestruturi  Nota Técnica n”. 18-010/2016/GGFIS/DIMON/ANVISA

Conselho Internacional para a Harmonizagdo. Subsidios para avaliagdo quant;

¢ oportunidade de a Agéncia pleitear se¢ tornar Membro do ICH. Expediente Datavisa:  763491/16-9 C
po géncia p ro do IC P Saition e svlinsio cunmo 3 comveniencs ¢ srnitie |1 R gQuUlatory Member
1 Anvisa pleitear se tornar Membro do ICH
Interessado: DIARE/ANVISA

Referéncia: Nota Técnica 9/2016-AINTE/GADIP/ANVISA




Approval of ANVISA as an ICH Regulatory Member
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ICH

harmenisation for better heaith
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Ref: ICH2016/34

October 21,2016
To: Ms. Patricia Oliveira Pereira Tagliari

Brazilian Health Regulatory Agency (ANVISA)
SIA Trecho 5, Area Especial 57, Bloco D, 2° andar

71.205-050 Brasilia-DF, Brazil,
Dear Ms. Oliveira Pereira Tagliari,
ICH MEMBERSHIP APPLICATION

On behalf of the ICH Management Committee, I would like to thank you for submitting your
lication for ICH Membership

I am pleased to inform you that ANVISA's application has been validated by the ICH
Management Committee as fulfilling the Membership criteria. Please note that approval of
your application relies on a positive decision by the Assembly.

Once the ICH Management Committee has issued its dati to the A , the
Assembly will be in a position to take a decision on the Membership ad ion under Amcle
13(3) of the Articles of the Association which can be expecled at ns next meeting in Osaka or
as soon as possible at any of its subsequent meetings.

The ICH Management Committee looks forward to your participation in the fort

Assembly meeting which will be held in Osaka, Japan on November 9-10, 2016,
Should you have any questions, please do not hesitate to contact the ICH Secretariat.

Yours sincerely,

g};-;)(\ Qp«mr\

Dr. Dawn Ronan

Director, ICH Secretariat

Dec 2016: Implementation Committee

PORTARIA N° 2.309/ANVISA, DE 30 DE DEZEMBRO DE 2016 !b'—i
¢ @ 2 (3
Institui Comissdo para elaboragdo e acompanhamento do
de Implementagdo dos Guias ICH de Nivel 2.

O Diretor-Presidente da Agéncia Nacional de Vigilancia Sanitaria, no uso de suas atribuigdes €
tendo em vista o disposto no art. 54, Ill, §3°, aliado ao art. 52, IV, do Regimento Interno aprovado nos
termos do Anexo | da Resolugao da Diretoria Colegiada — RDC n® 61, de 3 de fevereiro de 2016, resolve:

Art. 1°, Instituir Comiss&o, no &mbito da ANVISA, para elaboragéo e acompanhamento de Plano de

Implementagdo dos Guias ICH de Nivel 2, necessarios a manutengéo da Agéncia na condigao de Membro.

Art. 2°. O Plano de lmplememac.éo lerd prazo de execugdo de no maximo 5 (cinco) anos e
contemplara os segumles Guias ICH:

| - E2A: Gestdo de Dados de Seguranq:a Clinica: Definigdes e Padrbes; q
Il - E2B: Elementos de Dados para Transmisséo de Relatdrios de Casos Individuais de Seguranga;

Il - E2D: Gerenciamento de Dados de Seguranqa Pos- Apmvacéo Definigbes e Padnées para
Relatérios Expedidos;

IV - M4: Documentos Técnicos Comuns para o Registro de Produtos Farmacéuticos; e

V - M1: MedDRA (vocabuldrio de termos diretamente relacionados & Farmacovigildncia, com
descrigbes de eventos adversos).
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Election to the Management Committee

Bianca Zimon
Head of International
Cooperation
Deputy Head of
International Affairs

Raphael Sanches
General Manager of
Medicines

Balbiana Oliveira
Advisor to the
Director

Contribution to ICH

First non-founder Regulatory Member to serve as
Rapporteur of an ICH EWG (ICH Q6(R1) -
Specifications): Dr. Silmara Silveira Andreoli
Regulatory Chair of two ICH Expert Working Groups
(M18 and Q1): Mr. Jodo Tavares Neto and Dr. Ana
Cerulia do Carmo

Co-lead of the ICH Implementation Survey 2024: Ms.
Ana Carolina Marino

Member of the Implementation Group 2026: Ms.
Bianca Zimon

Co-lead of the ICH Training Subcommittee until 2023
(before deactivation): Ms. Bianca Zimon

Member of the ICH Efficiency Subcommittee: Mr.
Raphael Sanches

Member of the Finance Committee: Ms. Bianca
Zimon



ANVISA s Contribution to ICH in Numbers

» 55 Experts
» 2 Regulatory Chairs
* 1 Rapporteur
» 27 Expert Working Groups (27) + MedDRA
+ 3 Directorates
» 5 Technical Units
2 Advisory Offices

* Multiple External partners
(Ministry of Health, industry associations and other stakeholders)




Managing ICH Activities within ANVISA

Governance
- SOPs
- Standardized implementation

Coordination
- Remote team management
- Structured communication

Management
- Project management platform
- Periodic reporting and traceability

Digital Tools
- Dedicated ICH webpage
- Al-assisted translation
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Implementation of ICH
Guidelines Cotemn .

Dados de implementacdo

16;12%

1;1% ‘

29;23%

ANVISA, Brazil Implementatio

u |mplemented

m In the process of
implementation

m Not applicable

83; 64%

= Not yet implemented




Implementation of ICH ZL ANVISA
Guidelines
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200\ There is no single model for ICH implementation

Implementation approaches frequently coexist within the same regulatory authority,
depending on the guideline and the applicable legal framework.

00000®O®

IMPLEMENTATION APPROACHES IDENTIFIED

1. Direct adoption of the ICH Guideline

2. Translation and publication of the ICH Guideline

3. Incorporation into new national or regional
regulations/guidance

4. Amendment of existing regulations or guidance

5. Reference to the ICH Guideline in national
legislation or guidance

6. Reference to another ICH Member’s implementation

7. Implementation in regulatory practice without
formal publication

8. Other approaches

KEY FINDING

Most regulatory authorities
use a combination of
implementation approaches

rather than a single model. “Results of the IPRP Implem
Group




2026 — 10 years as a Regulatory Member

30 May - 3 June 2026
ICH Biannual Meeting

Rio de Janeiro, Brazil

Venue: Windsor Centro de Convencoes
Martinho de Mesquita, 129 - Barra da Tijuca, Rio de Janeiro - RJ, 20031-204

=L ‘r‘\ \D .
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I C SIDE
MEETING
ICH Collaboration & Opportunities for Brazil

Venue: Windsor Barra Hotel
Date: June 1%, 2026

Goal: Anvisa, Interfarma, Sindusfarma (TBC) and IFPMA will come together during
the upcoming ICH Meeting in Rio de Janeiro, Brazil to exchange insights on their roles
and engagement in ICH, the contribution of local experts, and opportunities for
collaboration between industry-regulators in ICH-related initiatives.




Looking Ahead
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Our vision: to strengthen ANVISA's position as a trusted
international regulatory authority by actively contributing to the
development and implementation of global standards for the
quality, safety and efficacy of medicines, while fostering
regulatory convergence and supporting regulatory authorities

across Latin America in their own ICH journey.







