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“Anvisa will increase access to medicinal 
cannabis.” 

 
Anvisa’s Alessandra Soares Bastos (left) gives a positive signal to forum participant José 

Bacellar of Verdemed (right). At right (from left to right), Marcelo Galvão of 

OnixCann/CanTera and Dr. Júnior Gibelli of HempMeds. (Photo: Valéria França)   

 

 



 

 
Anvisa’s new regulatory framework will increase patients’ access to medicinal cannabis, and 
the cultivation of cannabis for this purpose will be regulated. This is what pharmacist 
Alessandra Soares Bastos, the director of Anvisa, said in an interview with Cannabis Inc. at 
the conclusion of a forum held by Lide Futuro in São Paulo on August 13, 2019.  
 
In June, Anvisa launched public consultations on two proposals. The first considers the 
controlled cultivation of cannabis sativa for medicinal and scientific use. The second 
considers the regulation of medicines with active ingredients derived from the plant. The 
close of contributions from the public on these topics came on August 19. According to 
Bastos, Anvisa will bring forward new regulations by the end of October or early November 
of this year. 
 
The director took to the stage along with a number of entrepreneurs, among them José 
Bacellar of Verdemed, Júnior Gibelli of HempMeds, and Marcelo Galvão of 
OnixCann/CanTera. About 320 people attended the forum, including investors, industry 
experts and interested observers. Open, engaging and eager to make timely interventions 
(even more than Tarso Araújo, the event’s mediator), Bastos made it clear that Anvisa has 
an organizational objective of helping the national economy and the market.  
 
“If we have regulation…” said Araújo as he began to ask one of the participants a question, 
only to be interrupted by Bastos.  
 
“Not ‘if’!,” said the director, emphatically. “We will indeed have regulation.” 
 
During the event, Bastos made a point of reinforcing Anvisa’s profile as a collaborative body, 
open to suggestions and welcoming entrepreneurs in the sector. Here is the interview 
Cannabis Inc. had with Bastos. 
 
Cannabis Inc.: The audience did not expect such a friendly director.  
 
Bastos: I am very happy to work at Anvisa. We regulate 22.7% of the national GDP. We act 
as a reference for international forums across Latin America.   
 
Cannabis Inc.: Would you like to tell us how Anvisa evaluates contributions from the 
public?  
 
Bastos: We have already received more than a thousand on both topics, the regulation of 
cultivation and the regulation of use as a medication. The last day for contributions was 
Monday, August 19.   
 
Cannabis Inc.: Will there be an extension for submissions?  
 
Bastos: No, there will not. We have received many, many suggestions. In addition to the 
contributions submitted, all of the directors received a number of others by email and 
telephone. We’ve heard a lot. There has been a great deal of reflection at our office. We want 
to deliver this regulatory framework soon. We anticipate an announcement by late October 
or early November.   



 
Cannabis Inc.: Did you receive any innovative suggestions that Anvisa had not previously 
contemplated?  

 
Bastos: In terms of product registration, for example, we thought a great deal about the 
pharmaceutical form of the medication, so that we could finalize the issue as much as 
possible. But we received some viable and interesting contributions. For instance, some of 
these raised questions about patients who cannot take such medication orally. This made 
Anvisa consider other appropriate medicinal forms. Unfortunately, many contributions 
were related to other cannabis-related topics that are outside of Anvisa’s mandate. Our 
scope is purely medicinal. Regrettably, some people did not understand this. However, we 
did read everything.  

Cannabis Inc.: Will Anvisa make the current process more flexible?  
 
Bastos: Today, there is a standard process for each medicine. The new regulation will offer 
a different direction, because medicinal cannabis is being suggested as a treatment for 
diseases that either do not have therapeutic alternatives or, when such alternatives exist, the 
patient is refractory. There is also the possibility of rare, life-threatening diseases. We are 
very much focusing on that. We want to have a very precise regulatory treatment, so as to 
enable companies to clearly demonstrate proven safety and efficacy. Some countries already 
treat medicinal cannabis as a medicine, and have already approved and registered these 
products.  
 
Cannabis Inc.: Will Anvisa accept clinical studies conducted abroad as evidence, or will 
these need to be conducted in Brazil?  
 
Bastos: We will accept clinical studies from abroad. The important thing is that they must 
make clear that a medication with a specific composition, in a specific pharmaceutical form, 
demonstrates the effect we expect and the safety we require. As much as it is said in many 
parts of the world that cannabis has been used for a long time, our role is to protect our 
public from any unanticipated outcomes that have not been verified.  
 
Cannabis Inc.: Will more medicines be offered for sale in Brazil?  
 
Bastos: We want there to be a larger repertoire of medicines to serve patients – we want to 
increase access. We did address the issue of price, but our objective is also to ensure access 
to medicines with proven quality, safety and efficacy. 
 
Cannabis Inc.: When you first began these public consultations, was there already the 
intention of making improvements in regulation? 
 
Bastos: Yes, there was an intention of making improvements in the area of regulation. We 
wanted to see suggestions about how we could improve our regulatory processes, and how 
we could ensure that these medications are safe and effective by applying new testing 
methodologies.     
 
Cannabis Inc.: How will the issue of scientific and medicinal cultivation be addressed?  



 
Bastos: In fact, we do intend to establish a regulatory framework for cultivation. This is a 
policy direction that generates many expectations and raises many questions. We visited a 
number of countries to help us establish such regulations. And we did not draw up a 
framework on our own – we consulted with the Federal Police, the Public Prosecution Office 
and other authorities that will oversee the entire production chain. This process needs the 
participation of other institutions. Brazil is a huge country with enormous agricultural 
potential. We can have IFA (Active Pharmaceutical Ingredient) protocols here. At Anvisa, 
we want to ensure access and economic growth. We are speaking about our domestic 
industry, too. We want to make these regulations very detailed and comprehensive, so that 
the system can work well. 


