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Scheme of a product's 
life cycle



PAC dossiers 

➢ Description and justification

➢ Risk assessment

➢ Validations

➢ Comparability

➢ Stability

➢ Nonclinical data

➢ Clinical data

➢ Specific information

➢ Labelling
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Solution?

Cooperation Reliance Risk management optimization

Collaborative assessments

by different agencies

Utilization of analyses

conducted by other

agencies

Improvements on regulatory

approach throughout product’s

life-cycle

Alignment of requirements is paramount in establishing trust 
strategies



➢ Law-like structure

➢ Not CTD friendly

➢ Not the best format 
for expressing 
technical content

➢ Need for technical 
updating

RDC 49/2011 – PAC  from 2011 to 2020



WHO guidelines1,2 as a 
reference for PAC 

dossiers 

❖CTD based

❖Globally convergent

❖Optimizes for the submission and 
evaluation of concurrent changes

1- Guidelines on procedures and data requirements for 
changes to approved biotherapeutic products – WHO 2017;
2- Guidelines on procedures and data requirements for 
changes to approved vaccines - Annex 4 WHO Technical 
Report Series No. 993, 2015



WHO guidelines as a 
reference for PAC 

dossiers 

➢ Description and justification˅

➢ Risk assessment˅

➢ Validations˅

➢ Comparability˅

➢ Stability˅

➢ Nonclinical data˅

➢ Clinical data˅

➢ Specific information˅

➢ Labelling˅

❖CTD based

❖Globally convergent

❖Optimizes for the submission and 
evaluation of concurrent changes



➢ Anvisa became an ICH member in 2016

➢ Need for ICH Q5C internalization 

✓ Stability testing of new drug substances and products - Q1A(R2);
✓ Photostability testing of new drug substances and products – Q1B;
✓ Bracketing and matrixing designs for stability testing of new drug

substances and products - Q1D;
✓ Evaluation for Stability Data - Q1E
✓ Test procedures and acceptance criteria for

biotechnological/biological products - Q6B;
✓ Validation of analytical procedures: text and methodology - Q2(R1);
✓ CPMP - Note for guidance on in-use stability testing of human

medicinal products.

❖ Globally convergent

RDC 50/2011 – Stability from 2011 to 2020



2020 Guidelines

Post-Approval Changes (PAC) Stability

✓ RESOLUÇÃO DA DIRETORIA COLEGIADA -

RDC Nº 413, DE 20 DE AGOSTO DE 2020

(RDC 413/2020)

✓ INSTRUÇÃO NORMATIVA - IN N° 65, DE

20 DE AGOSTO DE 2020 (IN 65/2020)

✓ RESOLUÇÃO DA DIRETORIA COLEGIADA -

RDC Nº 412, DE 20 DE AGOSTO DE 2020

(RDC 412/2020)



RDC 49/2011 RDC 413/2020 & IN 

65/2020

Increased number of changes classified as reportable



Public consultation 1207/2023

One single submission for:

✓A main change and other changes that are inherent to it;

✓Documentation of other changes coincides with the documentation
submitted for the main change;

✓Changes falling under the same subject of Instruction IN 65/2020 and
related to the same technical rationale

https://antigo.anvisa.gov.br/consultas-publicas#/visualizar/510980



Reliance for pilot expedited procedure - Orientation of Service 
number 45/2018 (OS 45/2018)

✓ Optimized review for market authorization and PAC

✓ Adopted upon the applicant's expression of interest and verification by Anvisa 
of compliance with pre-established conditions.

✓ Focus on critical documents and specific regional requirements

✓ Considers assessment reports from US FDA and/or EMA 



Optimization
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Reliance: RDC 750/2022

✓ Utilization of analyses conducted by a Foreign Equivalent Regulatory Authority (Autoridade
Reguladora Estrangeira Equivalente – AREE)

✓ AREE: foreign regulatory authority or international entity that has regulatory practices
aligned with those of Anvisa (EMA, Health Canada, OMS, EDQM, Swissmedic, MHRA, US-FDA)

✓ Documents and studies that are specific to the national context are submitted for regular
analysis

✓ Conditional approval is given to the PAC that qualifies for optimized analysis and does not
receive a response from Anvisa within 90 days

✓ Valid until March 31, 2024



Reliance: Public Consultation 1108/2022

✓Public consultation period is now closed

✓Continuation and evolution of OS 45/2018 and RDC 750/2022

✓Establishes criteria for designating a Foreign Equivalent Regulatory
Authority (AREE)

✓Guides optimized assessment based on documents issued by
AREEs



ICH Q12

✓ In the process of implementation programmed for November 2029

✓Parts of the guide have already been internalized for synthetic medicines:

• Chapter 8 - RDC 433/2020 (classification of analytical method changes)

• Chapter 4 - RDC 690/2022 (PAC Management Protocol)

✓Need for strategic interaction between the areas of synthetic medicines, 
biological products and GMP.

✓Definition of issues related to fee collection



Obrigado!

¡Gracias!

Thank you!
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