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Anvisa initiates public consultations on the cultivation and medicinal use of 
cannabis 

New regulations to allow limited cultivation by accredited companies in enclosed spaces; associations 
and relatives of patients will be prohibited from handling the plant. 

Renato Onofre, O Estado de S. Paulo 
June 11, 2019 | 10h53 
Updated June 12, 2019 | 09h10 
 
BRASÍLIA – Brazil’s National Sanitary Surveillance Agency (Anvisa) will present a proposal for the 
authorization of marijuana cultivation and production in the country for medical and scientific purposes. 
The new rules provide for limited cultivation by accredited companies in enclosed locations. 
Associations and relatives of patients who currently have legal permits for the production of cannabidiol 
extract will be prohibited from handling the plant.  
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Anvisa will proceed with proposed public consultations on the authorization of cultivation and 

production of marijuana for medical and scientific purposes. Photo: Anthony Bolante / Reuters 

 

Currently, Anvisa allows the registration of medications made with substances such as cannabidiol and 

tetrahydrocannabinol (THC), but only one imported product has been approved so far. Most patients 

who receive a prescription for cannabis-based treatments must request authorization from Anvisa to 

import the product. By the end of 2018, about 6,000 patients had been approved. The downside, 

however, is cost: a three-month course of treatment amounts to R$2,000. 

For Leandro Ramires, a doctor and president of the Brazilian Association of Medicinal Cannabis Patients, 

the restriction to businesses will maintain the informal market for users of cannabis-based medicines in 

the country. Today, while about 6,000 people are authorized to import the medicine, the association 

estimates that more than 60,000 people illegally use marijuana derivatives for medical purposes. 

“This regulatory process will ensure that production costs remain very high. I urge the agency to allow 

production and processing by registered patient associations. Several countries around the world 

already allow the legal production of cannabis plants with a THC content of under 0.2%. I am asking for 

this to be given some thought,” says Ramires. 

Two points are considered problematic by critics of the proposal presented by Anvisa. The first is the 

restriction to indoor medical marijuana cultivation, which can raise the final cost of production. The 

other is the restriction of production to businesses. 

According to Elisaldo Carlini, a professor at the Federal University of São Paulo (Unifesp), director of the 

university’s Brazilian Psychotropic Information Centre and one of the leading experts on narcotics in 

Brazil, this proposal will make scientific research impossible. 

“In science, it’s absolutely necessary to control the entire research process. The scientist needs to be 

able to control all aspects, from planting to pharmaceutical production. I have to know what kind of 

pesticides were used on the plant. That way I’m able to assess their effects in my research,” asserts the 

specialist, who was one of the delegates last year at the 5th International Symposium on Marijuana – 

Other Knowledge, where he was invited to testify as an expert witness . 

“We’re concerned that this measure does not guarantee parity between the various parties interested 

in participating in the sector, and will end up impeding the fundamental right we are pursuing, which is 
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access to wellness. It’s important that the regulation takes into account the production capacity of small 

entrepreneurs and, above all, the associations that have basically been the drivers leading to this 

proposed regulation,” says Rodrigo Mesquita, who represents the Legal Network for Drug Policy Reform 

(REFORMA). 

Carolina Nocetti, a doctor and technical consultant on cannabinoid therapy, says the opening of 

discussions was the first step taken by some U.S. states to address the issue of cannabis treatments. 

“It’s a first step where you can identify the challenges and look for solutions. The patients are 

encouraged and relieved by this. There are people who need this treatment and those who don’t, but 

are sensitive to the suffering of those who need the treatment,” says Carolina, who is also the founder 

of the International Cannabis Academy (InterCan), a medical education centre in the medical cannabis 

area. 

Camila Teixeira, CEO of Indeov, a company that specializes in access to cannabidiol, says that an 

announcement is expected soon and that the public consultations create a pathway to a regulated 

market for the product in Brazil. As well, this can make the medication cheaper. 

“There are companies that want to come into Brazil, depending on how the regulations are 

implemented; if they should be very stringent, access will not be cheap at the start, but it will be a 

matter of time for it to become cheaper. This proposal is able to bring real benefits for patients.” 

Patients such as Elisabete Mendes Ferreira, 39, who could no longer endure seeing her daughter hitting 

herself and others. The 11-year-old was diagnosed with autism when she was 4 ½ and had experienced 

episodes of aggression. 

“We couldn’t leave the house any more. I lived with bruises and had even made a space in the wardrobe 

for my youngest son to hide in.” 

Last year, medical indication for starting treatment with the drug was granted. After researching the 

subject, she decided to see if her daughter responded to the therapy. She was astonished at the results. 

“Now, she is a calm child and she no longer has outbursts at home. Today I can see a future for my 

daughter. I can imagine her going to school and then on to college.” 
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Elisabete received the treatment through her health plan, after a court ruling. However, she lost the 

case on appeal and will have to pay for the treatment herself. “Each bottle costs US$600 and we need 

four a year, but you can’t give it up, you just have to tighten your budget and change your lifestyle.” 

Security 

The Brazilian proposal follows the Canadian model, where production cannot be outdoors. Anvisa’s 

guidelines only authorize cultivation indoors in facilities that have 24-hour security, in a reinforced 

building with a double door system, double glazed windows, and walls and ducts hardened against 

intrusion. Buildings cannot carry any identification to reveal that cultivation is carried out there. 

These measures may make small producers and start-up companies financially unviable, since the cost 

of planting outdoors in countries such as Brazil, on average, is US$0.05 a gram, while for indoor or 

enclosed spaces it exceeds US$1, according to companies linked to the sector that were consulted by 

the government. 

The regulations proposed by Anvisa do not foresee the need for companies interested in marijuana 

production to request specific authorization from the federal police, but according to the agency’s 

experts, during the licensing process Anvisa will request an opinion from the federal police in order to 

authorize the initiation of a production license. All registrations, which are renewable, will be valid for 

two years. The company’s technical and administrative staff must also submit to a criminal background 

check. 

Sale and delivery of the plants produced can be only to research institutions, manufacturers of 

pharmaceutical inputs and manufacturers of medicines. The rules for commercialization bar individuals, 

for instance, from having legal access to the marijuana plant. The measures also prohibit the dried plant 

from being sold or supplied to compounding pharmacies. To date, ten private companies have shown 

interest in producing marijuana in the country, according to Anvisa. 

“There is no leeway in this process for any non-medicinal use of this substance,” says Anvisa’s director-

president, William Dib, chair of the public consultation proposal. 

To avoid violations, the agency proposes a control system covering from the start of production to the 

final consumer. During production, each company will have to present a plan for cultivation, with a 

forecast for harvesting and production of inputs. All material must be packaged and labelled to enable 
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electronic tracking at all stages of the process. Shipments can only be made by specialized companies 

and will need to be communicated to the authorities immediately and followed up within five days. 

The rules for drug registration will follow the protocols already in place at Anvisa. Any company 

interested in production will need to submit a description of the disease for which the drug is to be 

indicated, the relevance of the drug for treatment of the disease and proof of safe use through 

scientifically valid literature and tests. It will also be necessary to prove that there is no alternative 

therapy for the disease for which the drug is intended. In the case of a medicine already registered in 

another country, a technical evaluation report of the medicine issued by the respective foreign 

regulatory authority must be presented. 

Companies that submit a request for registration of a medicine will have up to 30 days to submit a 

document that defines maximum price, counted from the first business day after publication of the 

registration of the drug. Registered drugs will have a deadline of up to 365 days to be marketed, 

counting from the date of publication of the registration, under penalty of immediate cancellation. 

Once approved, the medicine can only be sold with a prescription. In some cases, the classification will 

be restrictive and require the retention of the medical prescription. Medicines can be produced only for 

use in oral form as a capsule, tablet, oil and other formats. 

This restriction has been criticized on the part of associations that view the limitation as a barrier to 

treatment: “The oral restriction does not make allowances for severe cases of some chronic diseases 

that need immediate relief. How can you explain to someone in pain that they will have to wait two to 

four hours for the drug to take effect?,” says Yuri Ben-Hur of Rocha Tejota, of the Goian Association for 

Medicinal Cannabis Support and Research (Agape). 

At the end of the meeting, one speaker even called for the elimination of the restriction on marijuana 

use for non-medical purposes. Anvisa’s director-president explains that it is not the agency’s role to 

change the terms of its use: “By law, we do not have the legal competence to authorize cannabis or any 

other drug. We are allowing the production of cannabis-based drugs. This is our area of competence, 

and the authorization of cannabis for other uses is up to Congress, and not here,” says Dib. 

The Vote 
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In his vote, William Dib, Anvisa’s director-president, countered criticism that the proposal served the 

purposes of economic interests, and defended the proposal as a necessary model to regularize the 

sector in Brazil. “Anvisa was not motivated by economic issues.” 

The vote was agreed to by three other members of the committee. In his vote, the director responsible 

for inspection at Anvisa, Fernando Mendes, admitted that the proposal might generate controversy 

among the public. “Extensive discussions are needed to address these concerns. There have been 

problems in the past, but it is up to Anvisa to minimize them,” he says. 

“There can be no advances without some risks; we are dealing with the most important of them, namely 

health and access,” says Anvisa director Renato Porto, voting in favour of the proposal. 

Opposition to the proposal 
The main opposition to the proposal comes from within the government itself. In May, the minister of 

citizenship, Osmar Terra, stated through Twitter that it would be irresponsible for Anvisa to allow the 

use of medical marijuana: “Against the law, against scientific evidence and against the Brazilian Congress 

and government !!” While legislation has provided for the possibility that the government authorize its 

cultivation “for medicinal and scientific purposes, in predetermined locations and terms of inspection” 

since 2006, the minister remains completely against the initiative. 

 

The working groups for the discussion of the technical resolutions presented on Tuesday, June 11 were 

formed in 2017. Most of the consultations with public bodies held subsequently were carried out under 

the administration of former president Michel Temer. This year, only the Ministry of Health, the Ministry 

of Agriculture, Livestock and Supply, and the federal police were heard through targeted consultations, 

systems for data collection and depositions from agents involved in and affected by regulatory actions. 

 

It has been revealed that there is an initiative in the government to delay approval of the proposal. 

Instigated by minister Osmar Terra, this would see President Jair Bolsonaro nominate a preferred 

candidate for the vacant position on the board of Anvisa. This nominee could block the progress of the 

proposal when the public hearings are over.  

 

Public consultations 
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Anvisa will open up the proposal to submissions of opinions from industry, government, patients and 

any other interested parties by means of a page on the agency’s website. There is also the possibility 

that public hearings will be held. 

 

After the public consultation period, which will last 60 days, Anvisa’s experts will assess the suggestions 

and decide whether or not to accept revisions to the text, and will forward them for further debate at a 

meeting of the directors, who will then vote on the new rules for the sector. There is no forecast for the 

new rules to take effect. Discussion of the proposal has been ongoing since 2017. 

 

Six months ago, 52-year-old Martha Apolônio was granted permission from Anvisa to import cannabidiol 

extract. Her daughter, Talita, 33, suffers from refractory epilepsy, which causes six to 10 seizures a day. 

After trying a number of treatments and therapies, she only achieved results with the use of cannabis. 

“Today, she is able to go up to 30 days without any crisis,” she says. 

 

Each month, she spends approximately US$1,500 to import the product to Brazil (for daily use 

sublingually). “In addition to being very expensive, sometimes the product is seized at customs. Even 

with the authorization, it is still a very complicated process,” she says. 

 

Martha hopes that the proposal to legalize the cultivation and production of marijuana in the country 

for medical and scientific purposes will succeed. “With authorization, more patients will have access, 

since the price should fall. But in addition, growing it can generate employment and allow the 

development of research in the area,” she says. 
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Martha disagrees with the prohibition on family members handling the plant: “What, so families will be 

forbidden to handle it? This treatment still has a lot of myths and prejudices that need to be overcome,” 

she adds. 

 

“The announcement of public consultations is, in the first place, an encouraging step for patients. This 

process will contribute to a better understanding of cannabis-based medicines and will be an 

opportunity for patients, associations, health professionals, researchers and the public to participate in a 

constructive conversation about improvements in access to cannabis-based medicines, as well as 

support the ongoing development of a responsible cannabis industry in this country,” says Jaime Ozi, 

Country Manager of Spectrum Therapeutics in Brazil. 

 

Since November of last year, Verdemed has imported the drug to Brazil and has studied the 

opportunities for producing its own version. It forecasts investments of US$80 million over the next four 

years. 

 

José Bacellar, president of the company, believes that the public consultations may allow for regulation 

of medical cannabis by next year. 

 

On the points raised by the proposal, he says that at least two of them need to be reviewed, including 

cultivation by relatives of patients and by associations. 

 

“Brazil needs to move forward so people can grow their own plants, although most people will still 

prefer the product ready-made. But there are some people who will want to make their own.” 
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The other aspect is indoor cultivation. “In Colombia it’s indoor, but we have a farm. Growing in 

greenhouses makes the product more expensive. It’s short-sighted to think that just because it’s grown 

indoors there will be better control. It’s possible to have the same level of security – it’s a matter of 

creating a registration process that extends from the crop to the end production.” / WITH 

CONTRIBUTIONS FROM PAULA FELIX AND GILBERTO AMENDOLA 
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