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ANVISA’s Journey in ICH

2002
First ICH 

Guidelines 
adopted

2009
Invitation to 
join GCG

2012
Beginning of 
ICH reform

(Re-engagement)

2013-2015
Participation in 14 

EWGs

Oct 2015
Conclusion of ICH 

reform
Dec 2015

ANVISA becomes 
an ICH Observer

Nov 2016
ANVISA 

becomes a 
Regulatory 

Member Nov 2019
ANVISA 

elected for 
the 1st 

time to the 
MC

By Nov 2021
Implementation of 

all Tier II 
Guidelines

Ongoing
Implementation of 
Tier III Guidelines

From 2024
Leadership 

roles in 
EWGs

By the time ANVISA became an ICH Observer, it had already 
implemented some ICH guidelines and was actively contributing to 
Expert Working Groups.

2026
10-year 

anniversary
ICH Meeting 

in Rio

2010
Disengagement



• Contribute to the development of global regulatory 

standards

• Streghten Brazil’s regulatory framework

• Enhance ANVISA’s international standing

• Promote global competitiveness of Brazilian 

products

Why Become an ICH
Member?



Preparing for Observership (2012-2015)



Preparing for Membership (2015-2016)

Guideline 
Implementation

Tier 1 - Immediate 
implementation (Q1, Q7 and E6)

Tier 2 - Implementation within 
five years (E2A, E2B, E2D, M4: 

CTD, M1: MedDRA)

Tier 3 - Implementation in the 
short term, as soon as possible

Active Participation

Participation in ICH Assembly 
and Expert Working Group 

meetings

Continuous participation and 
contribution to EWGs

Membership 
Contribution

Payment of the annual 
membership fee

19 July 2016
ANVISA's Collegiate Board 
approved the submission of 
the Agency’s application for 
ICH Regulatory Member



Approval of ANVISA as an ICH Regulatory Member

Dec 2016: Implementation Committee



ANVISA’s Growing Contribution to ICH

Raphael Sanches
General Manager of 

Medicines

Bianca Zimon
Head of International 

Cooperation
Deputy Head of 

International Affairs

Balbiana Oliveira
Advisor to the 

DirectorICH Coordinator

Election to the Management Committee • 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. João Tavares Neto and Dr. Ana 
Cerúlia 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



• 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)

ANVISA´s Contribution to ICH in Numbers



Governance
- SOPs 
- Standardized implementation 

Coordination
- Remote team management 
- Structured communication 

Management
- Project management platform 
- Periodic reporting and traceability 

Digital Tools
- Dedicated ICH webpage 
- AI-assisted translation

Managing ICH Activities within ANVISA



• Governance
Internal coordination and implementation planning

• Capacity Building
Training and technical expertise

• Stakeholder Engagement
Industry dialogue and public consultation

• Active Participation
Continuous involvement in EWGs

• Stepwise Approach
Prioritization, milestones and continuous improvement

Implementation of ICH 
Guidelines



Implementation of ICH 
Guidelines

There is no single model for implementation
Implementation approaches frequently coexist within the 
same regulatory authority, depending on the guideline and the 
applicable legal framework.

*Results of the IPRP Implementation Small
Group



2026 – 10 years as a Regulatory Member



Looking Ahead
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.



Thank you!


