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ANVISA – Brazilian Health 
Regulatory Agency  

Integrated with the public healthcare system 

  Sistema Único de Saúde (SUS) 

 

Established by law in 26 January 1999 – Lei nº 9.782 
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Organization Chart 
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Main RDCs for MD 

• RDC 185/2001 – Premarket approval process for device and family 

of devices (non-IVDs) 

• RDC 36/2015 – Premarket approval process for IVDs 

• RDC 56/2001 – Essential Requirements of Safety and Effectiveness 

• RDC 16/2013 – Good Manufacturing Practices Requirements for MD 

• RDC 25/2009 – GMP Certification for MD 

• RDC 40/2015 – MD Notification (non-IVDs) 

• There are also other RDCs which defines additional requirements for 

specifics devices 
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Products Regulated by the 
Office of IVDs – GEVIT  

• In Vitro Diagnostic Medical Devices 
• Reagent kits, calibrators and controls for analytes available 

on human specimens 
• Proteins 

• Nucleic acids 

• Pathogens 

• Immunoglobulins 

• Metabolites 

• Drugs 

• Other substances 

• Instruments 
• Analyzers 

• Sample preparation 
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Main Tasks 
• Analysis of submissions for registration, notification, 

renewal, changes and cancellation of IVDs; 

• Technical reports to: 

• Departments of Anvisa; 

• Ministry of Health; 

• Public organizations; 

• Users, laboratories and healthcare professionals. 

• Answer questions regarding the importation of regulated 
products to Anvisa inspectors on borders; 

• Issuance of IVDs registration requirements; 

• Support to Good Manufacturing Practices inspections for 
certification processes. 
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Applicable Regulations 
 

• Development of new regulation (2012) 
• Discussions about IVD Table of Contents – 2012-2014 

• Need to update requirements from previous RDC 

• Incorporation of IVD instruments (analyzers) 

• Chance to align with other jurisdictions 

• Chance to know and understand requirements from 
the IMDRF participants 
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Applicable Regulations 
 

• RDC ANVISA 36/2015 
• Registration and notification of IVDs 

• Lower risk products (classes I and II) – “Cadastro” 

• Higher risk products (classes III and IV) – “Registro” 

• Risk classification rules 
• Based on GHTF proposal 

• Documental requirements for submission 

• Labeling requirements (including Instructions for Use) 
• Professional or Point of Care User 

• Lay user 

• Technical Dossier 
• Based on the IVD Market Authorization Table of Contents 

(IMDRF) 

• Good Manufacturing Practices Certification 
• RDC ANVISA 16/2013 
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Applicable Regulations 
 

• Technical Dossier 
• Product description based on intended use 

• Risk Management 

• Performance Studies 
• Accuracy of measurement 

• Analytical sensitivity 

• Analytical specificity 

• Stability Studies 
• Claimed shelf-life 

• In use stability 

• Shipping stability 

• Clinical Performance 

• Labeling 

• Production flow 
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Applicable Regulations 
 

• Laboratory Evaluation (“Análise Prévia”) 
• Instituto Nacional de Controle de Qualidade em Saúde 

• Kits tested against commercial serological panels and 
qualified panels developed by the laboratory reflecting the 
epidemiologic reality in Brazil, including seroconversion 
samples 

• IVDs submissions that requires “Análise Prévia”: 

– Chagas disease 

– HBV 

– HCV 

– HIV 

– HTLV 

– Syphilis 

– Immunohematology reagents 

– Dengue 
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Applicable Regulations 
 

Four Classes according to RDC 36/2015: 

Class I - low risk devices to the individual and 

low risk to public health  

Class II - medium risk devices to the individual 

and/or low risk to public health  

Class III - high risk devices to the individual 

and/or medium risk to public health  

Class IV - high-risk devices to the individual and 

high risk to public health  

9 Rules are used to classify the IVDs according 

to their intended use, based on GHTF Principles of 

In Vitro Diagnostic (IVD) Medical Devices 

Classification 
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Applicable Regulations 
 

Risk Class % Valid Licenses 

I 26% 

II 52% 

III 19% 

IV 3% 

Classe I 

Classe II 

Classe III 

Classe IV 

244 companies (manufacturers 
and importers) 

~ 11600 valid licenses (active) 

82% imported products 
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Applicable Regulations 
 

• RDC ANVISA 36/2015 
• Registration (classes III and IV) 

• Valid for 5 years 

• Must be renewed 

• Full technical dossier must be submitted 

• GMP certification is required 

 

• Notification (classes I and II) 

• No renewal 

• Simplified technical dossier 

• GMP must be followed 
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Applicable Regulations 
 

• RDC ANVISA 36/2015 
• All labeling must be in Portuguese 

• For imported devices it is allowed the importation without 

labels in Portuguese. However, all labels and companion 

documents must be translated into Portuguese before 

distribution 

• E-labeling is allowed according to requirements of IN 

04/2012, except for some types of devices (e.g. the ones 

indicated for home use and/or operation by lay user). 
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Applicable Regulations 
 

• RDC ANVISA 36/2015 
• Points aligned to other regulations 

• Documental requirements 

• Letter (declaration) from the manufacturer authorizing 
Brazilian representative company 

• No need for Free-Sale-Certificate 

• Adoption of the IMDRF Table of Contents 

• Regulatory convergence 

• Lower risk products – simplified process 

• Higher risk products – strengthened process 

• Specific labeling requirements for lay-user products 

• Rules for product grouping 

• Manufacturer and/or importer responsibility 
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Applicable Regulations 
 

• Registration/Notification number 
• Must be available on labels 

• Identify license of the product 
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Applicable Regulations 
 

• RDC ANVISA 52/2015 
• Rules for the registration of HIV self-testing 

• RDC 36/2015 does not allow registration of self-testing IVDs 
for infectious diseases, tumor and cardiac markers, genetic 
disorders, blood typing and drugs 

• Exception for public policies developed by the Ministry of 
Health 

 

• Regulates the commerce of HIV self-testing IVDs in pharmacies, 
drugstores and health services to increase access to diagnosis and 
treatment and help the infection control 

 

• Additional requirements in terms of labeling  
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Applicable Regulations 
 

• RDC ANVISA 52/2015 

Advantages Concerns 

Acceptability Extended window period 

Expanded access False negative results during acute phase of infection 

Possibility to repeat test False positive results and consequences 

Confidentiality and privacy Monitoring 

Mutual testing Appropriate use of the product 

De-stigmatisation of the disease Clear understanding of the results obtained 
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Applicable Regulations 
 

• RDC ANVISA 52/2015 
• Rules for the registration of HIV self-testing 

• Additional labeling requirements 

• Pre and post-test information to the user 

• Warnings, precautions, limitations, window period 

• Negative results does not eliminate possibility of infection 

• Interpretation of results and confirmation 

• Accessible language to any user 

• User aware of risks when using the product 

• Availability of communication channel (telephone) 24/7 
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Regulated Product Submission 

• Benefits of RPS 
• Multiple regions using a harmonized, consistent format 

• Reducing IT burden in industry 

• Minimal revisions needed to address regional differences 
and/or requirements in content 

• End result is an IT format that can be reused for multiple 
regions, saving time and resources by mitigating the risk of 
significantly different methods being developed amongst 
regulators 

 

• RPS implementation will take several years 

• Investment and adjustments on IT tools needed 
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Table of Contents Pilot Plan 

• Pilot Objectives 
• To develop and validate documentation supporting the use 

of the IMDRF ToCs using feedback from industry 
participants 

• To identify potential challenges in the industry process and 
develop proposals on how these can be addressed 

• To provide industry and regulators with experience using 
the ToCs with real submissions in a controlled setting 

• To evaluate the proper usage of the ToC headings including 
the appropriate placement of documents within the 
headings and submission of complete and relevant content 

• To identify additional ToC harmonization opportunities 

• To establish and ensure ToC pilot technical guidelines  
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Table of Contents Pilot Plan 

• Australia, Brazil, Canada, China, EU and the United States are 
participating regions  

• Regional pilots are also currently being undertaken by some 
IMDRF members 

• Pilot initiated October 1, 2015  

• 22 requests received, 11 accepted – 10 nIVD, 1 IVD  

• Teleconferences to discuss impressions 

• Only a few applications received to date – Extension (?)  

• Pilot ongoing with but some manufacturers delaying submitting 

• Differences in interpretation amongst regions 

• Small sample size, need more applicants to ensure 
implementation is successful 

• To be finalized in September 2016 (?) 
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Post-Market Activities 

• Glucosemeters 
• Usability evaluation of instructions for use 

• Adjustments to the instructions for use suggested to the 
importers/manufacturers 

• Next step – performance evaluation of the products 
available on Brazilian market 

• To include in the list of IVDs subject to laboratory challenge 
(“análise prévia”) 

 

• Dengue IVDs 
• Preparation of a qualified serological Dengue panel 

(subtypes 1, 2, 3 and 4) 

• Laboratory evaluation of Dengue IVDs 

• Reports submitted to the manufacturers/importers 

• Action plans 
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Zika IVDs 

• Increased number of reported cases of microcephaly in the 
northeast of Brazil 

 

• ANVISA’s Director of Authorizations and Registrations decided 
on mid January: 
• To prioritize (fast-track) the analysis of submissions for Dengue, 

Chikungunya and Zika IVDs 

 
• Concerns raised during the review of dossiers: 

• Low number of paired positive confirmed samples 

• Cross-reactivity with Dengue virus and other flavivirus 
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Zika IVDs – Perspectives 

• Intention to extend the collaboration with Instituto 
Nacional de Controle de Qualidade em Saúde  

 
• Inclusion of Dengue and Zika virus  

to the “Análise Prévia” scheme  

(Laboratory Evaluation) 

 

• Obtain and validate positive  

samples for Zika virus 

 

• Reference materials 

 

• Adopt WHO recommendations  

for review of future submissions 
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• Guide to the companies which 
intend to submit dossiers for 
product licensing 

 

• Available on-line 

 

• Frequently updated 
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• List of submissions 
waiting for review 

 

• Available on-line 

 

• Daily updated 

 

• Transparency 
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• Search for licensed 
medical devices 

• By name 

• By license 
number 

• By applicant 
(company) 
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Thank you 

Gracias 

Obrigado 
 

 

 

 

 

Office of In Vitro Diagnostics 
+55 61 3462 6635 

augusto.geyer@anvisa.gov.br 

 

 


