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Brazil: Medical Device Regulator on Strike 

 

ANVISA, the regulatory agency overseeing medical devices in Brazil, is now operating at lower capacity 

as a strike by employees of various government agencies continues. 

 

ANVISA, as required by Brazilian law, currently only provides regulatory support to allow essential 

services such as distribution of medicines, medical equipment and food. 

 

ANVISA will maintain 30% of its operational capacity through the duration of the strike. As of August 1, 

the strike has lasted 40 days, with no sign of resolution yet. Plans to intensify the strike will take effect 

unless the federal government presents a proposal to address workers’ demands for salary increases. 

The strikers’ intensification plans will affect all customs and importation activities in Brazil, and could 

lead to a higher degree of paralysis among governmental agencies. How this "intensification" would 

specifically impact ANVISA operations remains unclear. 

 

What does this mean for medical device manufacturers shipping to Brazil? 

 

Although the strike has already resulted in delays for manufacturers and importers required to obtain 

regulatory approval to sell their medical devices in Brazil, ANVISA has put contingency measures in 

place to keep imports flowing. Under RDC 40, ANVISA is authorized to approve import licenses for 

medical devices and other products under its jurisdiction in the event of inadequate storage capacity at 

Brazilian ports or airports. The RDC 40 provisions allow importers to store their devices at locations of 

their choosing in Brazil until registration delays are resolved. This will allow importers to store their 

devices in distributor warehouses instead of having them remain at the port.  

 

Devices that fall under these provisions cannot be sold until official release from ANVISA. A qualifying 

importer first becomes a “faithful custodian” of its device and must sign a Statement of Responsibility; 

ANVISA has posted a model Statement of Responsibility on its website as an example. Then, the 

importer receives a customs release for its device and may begin marketing the product in Brazil upon 

resolution of the strike. 

 

Additional information on the ANVISA strike as well as the regulator’s provisional import licensing 

program is available in Portuguese on the ANVISA website. You can use Google Translate to read the 

text. 


