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Missao brasileira na China articula parcerias

estratégicas para hospitais inteligentes,
vacinas e hemoderivados no SUS

O Ministério da Satde liderou, entre 15 e 19 de marc¢o de 2026, uma missao
oficial a China para buscar aliangas tecnoldgicas voltadas & modernizacao
do SUS. A delegacdo, chefiada pelo ministro Alexandre Padilha, percorreu
Shenzhen, Chengdu e Xangai, com representantes da Anvisa, Fiocruz,
Hemobrés, AgSUS e Conasems.

Em Shenzhen, reunides com as empresas Neusoft, Mindray e Huawei
trataram da construcdo da primeira rede de servicos inteligentes de satde
do SUS, com uso de inteligéncia artificial e novos equipamentos médicos. A
Neusoft anunciou a instalacio de uma fébrica de equipamentos de imagem
em Santa Catarina, e a Mindray apresentou propostas de UTIs inteligentes
baseadas em IA. A comitiva também visitou hospitais de referéncia em
inovacdo, onde observou tecnologias como robdtica cirirgica em 3D, robos
logisticos e monitoramento de pacientes por sensores inteligentes.

Em Chengdu, a Hemobrds firmou um Memorando de Entendimentos
(MOU) com a chinesa Tiantan (grupo Sinopharm) para transferéncia
de tecnologia e ampliacio da capacidade brasileira na producio de
hemoderivados.

A Fiocruz, por meio de Bio-Manguinhos, também assinou um MOU com a
WuXi Biologics para cooperacdo na producdo de vacinas, com vigéncia de
cinco anos e potencial para dobrar a capacidade produtiva da unidade.

Em Xangai, o ministro reuniu-se com a presidente do Novo Banco de
Desenvolvimento (NDB), Dilma Rousseff, para avancar na implantacao
da Rede Nacional de Hospitais Inteligentes, com financiamento de R$ 1,7
bilhdo. Os recursos serdo destinados ao Instituto Tecnolégico de Medicina
Inteligente (ITMI-Brasil), no Hospital das Clinicas da USP, e & implementacao
de 14 UTIs automatizadas em 13 estados.

A missdo ainda abrangeu cooperacdo em medicina nuclear e radiofarmacos,
e a participacdo da Anvisa reforcou o compromisso com a convergéncia
regulatéria e o fortalecimento do Complexo Econoémico-Industrial da Satde.
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Brazilian mission to China forges strategic
partnerships for smart hospitals, vaccines, and
blood-derived products in the SUS

The Brazilian Ministry of Health led an official mission to China from March 15
10 19, 2026, seeking technological alliances to drive the modernization of Brazil's
Unified Health System (SUS). The delegation, headed by Health Minister Alexandre
Padilha, visited Shenzhen, Chengdu, and Shanghai, and included representatives
Jrom Anvisa, Fiocruz, Hemobrds, ASSUS, and Conasems.

In Shenzhen, meetings with Neusoft, Mindray, and Huawei focused on building
the first smart healthcare services network for the SUS, leveraging artificial
intelligence and new medical equipment. Neusoft announced plans to establish a
medical imaging equipment factory in the state of Santa Catarina, and Mindray
presented proposals for Al-powered smart ICUs. The delegation also visited leading
innovation-driven hospitals, where they observed technologies such as 3D robotic-
assisted surgery, logistics robots, and intelligent sensor-based patient monitoring.

In Chengdu, Hemobrds signed a Memorandum of Understanding (MOU) with
Chinese company Tiantan (Sinopharm Group) for technology transfer and
expansion of Brazil's blood-derived product manufacturing capacity.

Fiocruz, through its Bio-Manguinhos unit, also signed an MOU with WuXi
Biologics for cooperation in vaccine production, with an initial five-year term and
the potential to double the unit’s manufacturing capacity.

In Shanghai, Minister Padilha met with New Development Bank (NDB) President
Dilma Rousseff’ to advance the implementation of the National Smart Hospital
Network, backed by approximately BRL 17 billion in financing. The funds will be
allocated to the Technological Institute for Intelligent Medicine (ITMI-Brasil), to
be housed at the University of Sao Paulo’s Hospital das Clinicas, as well as the
deployment of 14 automated ICUs across 13 states.

The missionalso encompassed cooperation in nuclear medicine and radiopharmaceuticals,

and Anvisa’s participation reinforced Brazil's commitment to regulatory convergence and
the strengthening of the Health Economic-Industrial Complex.
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Edital de Chamamento da Anvisa para
coletar contribuicées ao Guia E22 do ICH
sobre preferéncia de pacientes

A Anvisa publicou o Edital de Chamamento n® 2, de 11 de marco
de 2026, para coletar contribui¢cbes ao Guia E22 do ICH (Conselhc
Internacional de Harmoniza¢do de Requisitos Técnicos para Produtos
Farmacéuticos de Uso Humano), que trata de considerag gerais para
estudos de preferéncia de pacientes (PPS, na sigla em inglés). O prazo
para participacdo vai até 14 de abril de 2026, por meio de formulédrio
eletronico especifico.

Os estudos de preferéncia de pacientes tém como etivo avaliar a
aceitabilidade relativa de intervencdes em saide e suas caracteristicas,
gerando informagoes estruturadas sobre os atributos considerados pelos
pacientes na tomada de decisido sobre medicamentos. Esses estudos vém
sendo cada vez mais utilizados para incorporar a perspectiva do paciente

no desenvolvimento e na avaliagdo de medicamentos.

O guia ICH E22 estabelece principios cientificos para o uso, deser
conducdo, andlise e submissdo de PPS ao longo de todo o ciclo de vida
do medicamento, incluindo desenvolvimento, submissdes regulatérias e

manutencdo de aprovagdes.

Podem contribuir patrocinadores de ensaios clinicos, Organizac¢oe
Representativas de Pesquisa Clinica (ORPCs), equipes de centros

pesquisa, representantes de Comités de Etica em Pesquisa, pesquisadores

e demais profissionais envolvidos com o desenvolvimento clinico e

ro de medicamentos e produtos biol6gicos. A iniciativa estd inserida
na atuagdo da Anvisa como membro do ICH, no &mbito da harmonizacdo

internacional de requisitos técnicos para medicamentos.

Anvisa Public Call for contributions to ICH
Guideline E22 on patient preference studies

Anvisa published Call for Contributions No. 2, dated March 11, 2026,
to collect input on ICH Guideline E22 (International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use), which addresses general considerations for Patient
Preference Studies (PPS). The deadline for participation is April 14, 2026,

through a dedicated electronic form.

Patient Preference Studies aim to assess the relative acceptability of

health interventions and their characteristics, generating structured
information on the attributes patients consider when making decisions
about medicines. These studies have been increasingly used to incorporate

the patient perspective into drug development and evaluation.

ICH Guideline E22 establishes scientific principles for the use, design,
conduct, analysis, and submission of PPS throughout the entire lifecycle
of a medicine, including development, regulatory submissions, and

maintenance of marketing authorizations.

Contributions may be submitted by clinical trial sponsors, Clinical
Research Representative Organizations (ORPCs), research center teams,
Research Ethics Committee representatives, researchers, and other
professionals involved in the clinical development and registration
of medicines and biological products. The initiative is part of Anvisa’s
role as a member of the ICH, within the framework of the international

harmonization of technical requirements for pharmaceuticals.
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Anvisa representa o Brasil em forum
internacional sobre cooperacao em saude
entre Celac e Africa

A Anvisa participou do Férum de Alto Nivel Celac-Africa, realizado
de 18 a 20 de marco de 2026 em Bogotd, na Colombia. O evento teve
como objetivo promover o didlogo e desenvolver um plano de acdo para
ampliar a cooperacio e as aliancas estratégicas entre a Comunidade de
Estados Latino-Americanos e Caribenhos (Celac) e os paises africanos.

Odiretor Thiago Campos representou oficialmente a Agéncia no encontro,
que discutiu, entre outros temas, a harmonizacdo regulatéria em satde
na América Latina e no Caribe a partir da experiéncia construida no
continente africano por meio da Agéncia Africana de Medicamentos
(AMA). Em painel sobre perspectivas de convergéncia regulatoria
na regido, Campos destacou a importancia de preservar os padroes
internacionais baseados nas melhores evidéncias e afirmou que a Anvisa
tem interesse em avancar na construcdo de convergéncia a partir da
cooperacdo e de andlises conjuntas, visando um padrdo regulatério
regional mais alinhado aos melhores referenciais internacionais.

O Brasil ¢ um dos 33 paises que integram a Celac, bloco criado em 2010,
que promove reunides anuais com foco em didlogo politico, cooperac¢do
para o desenvolvimento, seguranca alimentar, satide e educacéo.

Anvisa represents Brazil at international forum
on health cooperation between CELAC and Africa

Anvisa participated in the CELAC-Africa High-Level Forum, held from
March 18 to 20, 2026, in Bogotd, Colombia. The event aimed to foster
dialogue and develop an action plan to expand cooperation and strategic
alliances between the Community of Latin American and Caribbean States
(CELAC) and African countries.

Director Thiago Campos officially represented the Agency at the forum,
which addressed, among other topics, health regulatory harmonization
in Latin America and the Caribbean, drawing on the experience built on
the African continent through the African Medicines Agency (AMA). During
a panel on regulatory convergence perspectives in the region, Campos
emphasized the importance of upholding international standards grounded
in the best available evidence and stated that Anvisa is committed to
advancing convergence through cooperation and joint reviews, aiming
for a regional regulatory framework more closely aligned with leading
international benchmarks.

Brazil is one of the 33 member countries of CELAC, a bloc established in
2010 that holds annual meetings focused on political dialogue, development
cooperation, food security, health, and education.
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Brasil participa da 69° sessao da Comissao

de Entorpecentes da ONU com foco em
saude mental e politicas de drogas

O Ministério da Saude participou da 69" sessdo da Comissio de Entorpecentes
(CND), vinculada ao Escritério das Nacdes Unidas sobre Drogas e Crime
(UNODC), realizada de 9 a 13 de marco de 2026 em Viena, na Austria.

A delegacio brasileira foi representada pela coordenadora de Aleool e Outras
Drogas do Departamento de Saide Mental (DESMAD), Gabriella Boska, que
apresentou a experiéncia do SUS e da Rede de Atencéo Psicossocial no cuidado
territorial e na reducio de danos.

Os debates abordaram prevencio, tratamento, satide mental e politicas publicas
integradas, além de estratégias de prevencdo de HIV e outras infec¢des entre
popula¢des em maior vulnerabilidade.

A participacdo brasileira reforca o compromisso do pafs com politicas de
drogas orientadas por evidéncias cientificas, direitos humanos e préticas de
cuidado comunitério.

Brazil participates in the 69th session of the UN
commission on narcotic drugs with focus on
mental health and drug policies

The Brazilian Ministry of Health participated in the 69th session of the
Commission on Narcotic Drugs (CND), a body linked to the United Nations
Office on Drugs and Crime (UNODC), held from March 9 to 13, 2026, in
Vienna, Austria.

The Brazilian delegation was represented by Gabriella Boska, Coordinator
Sor Alcohol and Other Drugs at the Department of Mental Health (DESMAD),
who presented the experience of Brazil’s Unified Health System (SUS) and its
Psychosocial Care Network in community-based care and harm reduction.

The discussions covered prevention, treatment, mental health, and integrated
public policies, as well as strategies for preventing HIV and other infections
among populations in greater vulnerability.

Brazil’'s participation reinforces the country’s commitment to drug policies
grounded in scientific evidence, human rights, and community-based care

practices.
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Brasil e Reino Unido debatem estratégias
de negociacao de precos de tecnologias
em saude

O Ministério da Satde e o National Institute for Health and Care Excellence
(NICE), in
realizaram nos dias 11 e 12 de marco de em B

britinica de referéncia em avaliacio de tecnologias em saude,
a, um encontro voltado a
debater estratég; tecnologias em satde e fortalecer

de tecnologias em satde (

e negociacao de pre¢
) internacional na area de av:

O secretario-executivo do Ministério da Satide, Adriano Massuda, destacou que
| possui um sistema de satde univ
edimentos de alta complexidade, como transplantes, além de medicamentos

al que oferece desde vacinas até

para doencas raras e cancer, e que por isso é fundamental conhecer como
outros paises enfrentam o cendrio de tecnologias de altissimo custo.

A secretdria de Ciéncia, Tecnologia e Inovacdo em Saude, Fernanda De Negri,

ressaltou o esf ientes as melhores

b do governo para garantir o

Fruto da parceria entre a S
(SCTIE) e o NICE, o workshop contou com representantes da
de Incorporagéo de Tecnologias no SUS (Conitec) e promo

A programacao incluiu expo nas voltadas a
identificacdo de pontos fortes, fragilidades, oportunidades e riscos dos

modelos adotados nos dois paises.

O diretor do NICE Advice, Brad Groves, destacou a importancia do encontro
para compartilhar experiéncias e ampliar o acesso da populacdo a
tratamentos inovadores.

Brazil and the United Kingdom discuss pricing
strategies for health technologies

The Brazilian Ministry of Health and the National Institute for Health and
Care Excellence (NICE), a leading British institution in health technology
assessment, held a meeting on March 11 and 12, 2026, in Brasilia, to discuss
pricing strategies for health technologies and strengthen international
cooperation in health technology assessment (HTA).

The Executive Secretary of the Ministry of Health, Adriano Massuda,
highlighted that Brazil has a universal health system that provides everything
Jfrom vaccines to highly complex procedures such as transplants, as well as
medications for rare diseases and cancer, making it essential to understand
how other countries address the challenge of ultra-high-cost technologies.

The Secretary of Science, Technology, and Innovation in Health, Fernanda De
Negri, emphasized the government’s efforts to ensure patient access to the best
technologies while balancing innovation with the financial sustainability of

Brazil’s Unified Health

The workshop, a result of the partnership between the Secretariat of Science,
Technology, and Innovation in Health (SCTIE) and NICE, brought together
representatives from the National Commission for the Incorporation of
Technologies in SUS (Conitec) and fostered the exchange of experiences on
pricing mechanisms and commercial negotiations involving medicines and
other technologies.

The program included technical presentations and workshops aimed at

ifying strengths, weaknesses, opportunities, and risks in the models
adopted by both countries. NICE Advice Director Brad Groves underscored the
importance of the meetin sharing experiences and expanding public access

to innovative treatments.

s
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iFood acelera expansao no varejo
farmacéutico com entregas em até 10 minutos

O iFood posicionou o canal farmacéutico como prioridade estratégica,
com estrutura dedicada de mais de 100 profissionais desde 2025. A vertical
registrou crescimento de 80% nos pedidos e alta de 43% no ntimero de
clientes em relacdo a 2024, alcancando cerca de 20 mil farmdcias parceiras
em quase 900 cidades.

Para 2026, a aposta é na modalidade Turbo, com entregas em até dez
minutos, explorando o carater de urgéncia das compras em farmacia.

Dos 65 milhdes de usudrios do ecossistema iFood, apenas 2,2 milhdes
compram em farmdcia mensalmente, sinalizando grande potencial de
crescimento.

A plataforma também passou a oferecer aos lojistas ferramentas de gestao
como monitoramento de estoque e anélise de cancelamentos, e estd
estruturando solugdes de crédito para o pequeno varejo farmacéutico, nos
moldes do modelo jd adotado com restaurantes.

e

Distribuicao e varejo farmacéutico no
Brasil registram crescimento expressivo e
consolidam posicao estratégica no setor

O mercado farmacéutico brasileiro segue em expansao em diferentes elos da
cadeia. Na distribuicéo, as 14 empresas associadas & Abradimex (Associacao
Brasileira dos Distribuidores de Medicamentos Exclusivos e Especiais)
movimentaram R$ 42 bilhdes em 2024, consolidando o segmento de
medicamentos exclusivos e especiais como um dos mais dinamicos do setor.

A entidade representa distribuidoras que atuam como elo estratégico entre
a industria farmacéutica e o varejo, operando com portfélios exclusivos de
determinados laboratérios.

No varejo, a Abrafad (Associacdo Brasileira de Farmécias e Drogarias)
apresentou resultados igualmente expressivos: nos ultimos cinco anos, as
farmacias associadas registraram crescimento de 53% no faturamento,
passando de R$ 31,7 bilhGes em 2019 para R$ 48,5 bilhoes em 2024.

A entidade retine redes associativistas e farmdacias independentes que, juntas,
somam mais de 16 mil pontos de venda em todo o pais, representando cerca
de 17% do mercado farmacéutico varejista brasileiro.

Segundo a Abrafad, o modelo associativista tem sido fundamental para que
farméacias independentes ganhem competitividade frente as grandes redes,
por meio de negocia¢oes coletivas, padronizacio de processos e acesso a
melhores condi¢des comerciais.

-
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iFood accelerates pharmacy retail expansion
with deliveries in under 10 minutes

iFood has positioned its pharmacy channel as a strategic priority, with a
dedicated team of over 100 professionals since 2025. The vertical recorded
80% growth in orders and a 43% increase in customers compared to 2024,
reaching approximately 20,000 partner pharmacies across nearly 900
cities.

For 2026, the company is betting on its Turbo delivery mode, with deliveries
in under ten minutes, leveraging the urgency-driven nature of pharmacy
purchases.

Of the 65 million users in the iFood ecosystem, only 2.2 million purchase
[rom pharmacies on a monthly basis, signaling significant growth potential.

The platform has also begun offering retailers management tools such as
inventory monitoring and cancellation analysis, and is developing credit
solutions for small pharmacy retailers, following the model already in
place for restaurants.

Pharmaceutical distribution and retail in
Brazil post strong growth, consolidating
strategic position in the industry

Brazil’s pharmaceutical market continues to expand across different links of
the supply chain. In distribution, the 14 companies associated with Abradimex
(Brazilian Association of Exclusive and Specialty Drug Distributors) recorded
BRL 42 billion in revenue in 2024, consolidating the exclusive and specialty
drug segment as one of the most dynamic in the industry.

The association represents distributors that serve as a strategic link between
pharmaceutical manufacturers and retailers, operating with exclusive product
portfolios from select laboratories.

On the retail side, Abrafad (Brazilian Association of Pharmacies and
Drugstores) reported equally impressive results: over the past five years,
associated pharmacies recorded a 53% increase in revenue, rising from BRL
31.7 billion in 2019 to BRL 48.5 billion in 2024.

The association brings together cooperative networks and independent
pharmacies totaling more than 16,000 points of sale nationwide, accounting for
approximately 17% of Brazil’s pharmacy retail market.

According to Abrafad, the cooperative model has been instrumental in helping
independent pharmacies compete with major chains through collective
bargaining, process standardization, and access to better commercial terms.
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Gigantes da tecnologia aceleram
entrada no setor de saude com novas
ferramentas de inteligéncia artificial

As grandes empresas de tecnologia intensificaram o lancamento de
ferramentas de inteligéncia artificial voltadas & satide em marco de
2026.

O Google anunciou investimento de US$ 10 milhdes em organizacoes
dedicadas ao treinamento de médicos no uso de IA, enquanto a
Microsoft lancou o Copilot Health, ferramenta que analisa exames e
dados coletados por dispositivos vestiveis para sugerir condutas ao
usudrio, com integracdo a registros de mais de 50 mil hospitais nos
Estados Unidos.

O lancamento da Microsoft, porém, gerou questionamentos: a empresa
reconheceu que o produto nio estd em conformidade com o HIPAA,
norma de prote¢do de dados de satide nos EUA.

Especialistas avaliam que as ferramentas tém potencial transformador,
mas alertam para a necessidade de cautela e conformidade com normas
de protecdo de dados de satde.

Tech giants accelerate push into healthcare with
new artificial intelligence tools

Major technology companies ramped up the launch of artificial
intelligence tools aimed at the healthcare sector in March 2026.

Google announced a US$ 10 million investment in organizations dedicated
to training physicians in the use of Al, while Microsoft launched Copilot
Health, a tool that analyzes test results and data collected from wearable
devices to suggest health actions to users, with integration to records
Sfrom over 50,000 hospitals across the United States.

Microsoft’s launch, however, raised concerns: the company acknowledged
that the product is not compliant with HIPAA, the U.S. health data
protection regulation.

Experts believe the tools hold transformative potential but caution that
compliance with health data protection standards remains essential.
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Instituto Consenso € inaugurado
para fortalecer dialogo entre saude
suplementar, governo e Judiciario

O setor de satide suplementar inaugurou, em 18 de marco de 2026, em Brasilia,
o Instituto Consenso - Convergéncia em Sadde, novo espago dedicado a
articulagdo técnica e ao didlogo qualificado com os Trés Poderes.

O instituto é fruto da articulacdo entre a Confederacdo Nacional de Satide
(CNSatde), a Federacdo Nacional de Satde Suplementar (FenaSaude) e a
Associacao Brasileira de Planos de Satde (Abramge), com apoio da Frente
Parlamentar Mista em Defesa dos Servicos de Satde.

A cerimoénia de lancamento reuniu autoridades como o vice-presidente da
Republica, Geraldo Alckmin, o presidente da Camara dos Deputados, Hugo
Motta, os ministros do STF Gilmar Mendes e Luis Roberto Barroso, além do
diretor-presidente da Anvisa, Leandro Safatle, e do secretario-executivo do
Ministério da Saide, Adriano Massuda.

O Instituto nasce com a missio de promover a convergéncia entre os setores
putiblico e privado da satde, por meio da producdo de conhecimento, da
disseminacdo de boas praticas e da interlocucdo com Executivo, Legislativo
e Judicidrio. O setor de saide suplementar atende cerca de 53 milhdes de
brasileiros, movimenta R$ 293 bilhoes por ano e emprega mais de 3 milhdes de
pessoas com carteira assinada, em um universo de 897 mil empresas, a maioria
de pequeno porte, segundo dados das entidades fundadoras do Instituto, com
base em informag¢des da ANS e do Ministério do Trabalho e Emprego.

A entidade serd estruturada em comités tematicos, e a médica Ludhmila Hajjar,
professora de cardiologia da USP, foi convidada para liderar o Comité de Satide Péblica.

Instituto Consenso launched to strengthen
dialogue between private healthcare,
government, and the judiciary

Instituto Consenso launched to strengthen dialogue between private healthcare,
Sovernment, and the judiciary

Brazil’s private healthcare sector officially inaugurated the Instituto Consenso
- Convergéncia em Saude (Consensus Institute - Convergence in Health) on
March 18, 2026, in Brasilia, as a new forum dedicated to technical coordination
and qualified dialogue with the three branches of government.

The institute was established through a joint effort by the National Health
Confederation (CNSatide), the National Federation of Private Health Insurance
(FenaSatde), and the Brazilian Association of Health Plans (Abramge), with
support from the Joint Parliamentary Front for the Defense of Health Services.

The launch ceremony brought together senior officials including Vice President
Geraldo Alckmin, Speaker of the House Hugo Motta, Supreme Court Justices
Gilmar Mendes and Luis Roberto Barroso, as well as Anvisa’s Director-
President Leandro Safatle and the Executive Secretary of the Ministry of
Health, Adriano Massuda.

The Institute’s mission is to foster converdence between the public and
private healthcare sectors through knowledge production, dissemination of
best practices, and engagement with the Executive, Legislative, and Judicial
branches. Brazil’s private healthcare sector serves approximately 53 million
people, generates BRL 293 billion in annual revenue, and employs over 3
million workers across 897,000 companies, most of them small businesses,
according to data from the Institute’s founding entities, based on information
Jrom the National Regulatory Adency for Private Health Insurance (ANS) and
the Ministry of Labor and Employment.

The Institute will be organized into thematic committees, and cardiologist
Ludhmila Hajjar, a professor at the University of Sao Paulo (USP), has been
invited to lead the Public Health Committee.
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Interfarma modera painel sobre
propriedade intelectual em saude no
Férum Politico do ICOS

O Férum Politico Permanente da Satde, promovido pelo Instituto
Saude (ICOS) em 17 de mar¢o de 2026, em Brasilia, contou com painel s
a importancia da propriedade intelectual em satde para o desenvolvimento

do pafs, moderado pelo presidente-executivo da Interfarma, Renato Po

A sessdo reuniu o presidente d isa, Leandro Safatle, o secretdrio-adjunto
de Ciéncia, Tecnologia e Inovac¢ao do Ministério da Satide, Eduardo Jorge, e o
deputado federal Juilio Loy

Safatle destacou os esfor¢os da Anvisa para reduzir filas e prazos de andlise,

gerando previsibilidade ao setor.

Eduardo Jorge apontou a necessidade de aprimorar a avalia¢do tecnolégica e

o desafio orcamentario de incorporar novas tecnologias.

O deputado Julio Lopes defendeu a protecdo patentdria como estimulo
a inovacdo, alertou para o avanco da pirataria e da falsificacdo de
medicamentos, e destacou a instalacio da sdo Externa do Brasil Legal
na Camara, voltada a elaboracdo de arcabouco legal de combate & pirataria

para dar suporte ao proximo governo.
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Interfarma, Sindusfarma e outras
entidades manifestam preocupacao com
PL da Agéncia Unica de Saude

A Interfarma, o Sindusfarma e outras entidades representativas do setor
industrial da satde divulgaram manifesto conjunto pedindo a ampliagio do
debate sobre o Projeto de Lei n° 4.741/2024, de autoria do deputado Doutor
Luizinho (PP-R)), em tramita¢do na Camara dos Deputados.

O PL propde a extin¢do da Comissdo Nacional de Incorporacéo de Tecnologias
no SUS (Conitec) e a criacdo da Agéncia Nacional de Satde Suplementar e
Tecnologia em Satide (ANS) e do Comité Nacional de Avaliacio de Tecnologias
em Satde (Conates), que passariam a atuar na avaliacdo e incorporacio de
tecnologias tanto no SUS quanto na satide suplementar.

As entidades signatdrias alertam que mudancas dessa magnitude na
governanca do sistema de satde devem ser pautadas por “reflexao cuidadosa,
didlogo institucional e participacdo social qualificada”, e manifestam
preocupacio com a celeridade da tramitacdo.

Entre os riscos apontados estdo a possibilidade de inseguranca juridica e
imprevisibilidade regulatoria, além da indefinicdo sobre os impactos na
cobertura do SUS e da saide suplementar.
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Interfarma moderates panel on health
intellectual property at ICOS political forum

The Permanent Political Forum on Health, hosted by the Instituto izao Satde
(ICOS - Health Coalition Institute) on March 17, 2026, in Brasilia, featured a
panel on the importance of intellectual property in healthcar the country’s

development, moderated by Interfarma’s CEO, Renato Porto.

The session brought together Anvisa’s Director-President, Leandro Safatle, the
Deputy Secretary of Science, Technology, and Innovation at the Ministry of Health,
Eduardo Jorge, and Federal Deputy Jilio Lopes. Safatle highlighted Anuvis

efforts to reduce review backlogs and processing times, thereby providing greater

predictability to the indus

Eduardo Jorge stressed the need to improve technology assessm

pointed to the budgetary challenges of incorporating new technologies.

Deputy Julio Lopes advocated for patent protection as a driver of innovation,
warned of the growing threat of piracy and counterfeit medicines, and noted
the establishment of the Brasil Legal External Commission in the House of
Representatives, tasked with developing a permanent legal framework to combat

piracy in support of the incoming government.

Interfarma, Sindusfarma, and other entities
raise concerns over single Health Agency Bill

Interfarma, Sindusfarma, and other representative entities from the healthcare
industrial sector have issued a joint manifesto calling for broader debate
on Bill No. 4,741/2024, authored by Federal Deputy Doutor Luizinho (PP-R)),
currently under consideration in the House of Representatives.

The bill proposes the dissolution of the National Commission for the
Incorporation of Technologies in the SUS (Conitec) and the creation of the
National Agency for Private Health Insurance and Health Technology (ANS)
and the National Committee for Health Technology Assessment (Conates),
which would oversee the evaluation and incorporation of technologies in both
the public health system (SUS) and private healthcare.

The signatory entities warn that changes of this magnitude to the governance
of the healthcare system must be guided by “careful reflection, institutional
dialogue, and qualified public participation,” and express concern over the
speed of the legislative process.

Among the risks identified are potential legal uncertainty and regulatory
unpredictability, as well as a lack of clarity regarding the impacts on coverage
within both the SUS and the private healthcare sector.
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Governo e industria debatem gargalos no acesso a medicamentos em encontro promovido
pelo Sindusfarma

O Sindusfarma realizou, em 19 de margo de 2026, em Sao Paulo, o 1° Encontro da Comunidade VORA (Valor, Reembolso e Acesso), reunindo representantes da
industria, governo e satide suplementar para debater os gargalos no acesso a medicamentos no Brasil. O encontro contou com a participacao de Nélio Cezar
de Aquino, diretor do Departamento de Assisténcia Farmacéutica do Ministério da Satde, Goldete Priszkulnik, vice-presidente da SBAM, e Carolina Muga,
gerente de Regulacdo de Satde da FenaSatde.

As discussdes abordaram os principais desafios do sistema, as interfaces entre governo e satide suplementar e o papel do profissional de acesso. Nélio
de Aquino ressaltou que “as industrias sdo parceiras no processo de assisténcia farmacéutica” e que o aprofundamento do didlogo traz beneficios para o
Ministério da Satde e para a populacdo.

Government and industry discuss barriers to drug access at Sindusfarma event

Sindusfarma held the 1st Meeting of the VORA Community (Value, Reimbursement, and Access) on March 19, 2026, in Sdo Paulo, bringing together representatives from the
pharmaceutical industry, government, and private health insurance sector to discuss bottlenecks in access to medicines in Brazil. The meeting featured the participation
of Nélio Cezar de Aquino, Director of the Department of Pharmaceutical Assistance at the Ministry of Health, Goldete Priszkulnik, Vice President of the Brazilian Society of
Medical Auditing (SBAM), and Carolina Muga, Health Regulation Manager at FenaSatde.

Discussions addressed the main challenges within the system, the interfaces between government and private healthcare, and the strategic role of market access
professionals. Nélio de Aquino emphasized that “pharmaceutical companies are partners in the pharmaceutical assistance process” and that deepening this dialogue
benefits both the Ministry of Health and the population.

52
Centro colaborador da OMS na Fiocruz WHO collaborating centre at Fiocruz begins
inicia novo ciclo com foco em cooperacao new cycle focused on South-South cooperation
Sul-Sul

Fiocruz has been redesignated for the third time as a World Health Organization
AFiocruz foi redesignada pela terceira vez como Centro Colaborador da Organizacao (WHO) Collaborating Centre for Global Health Diplomacy and South-South
Mundial da Satide (OMS) em Diplomacia da Satide Global e Cooperagdo Sul-Sul, Cooperation, launching a new cycle of activities for the 2026-2030 period.

iniciando um novo ciclo de atuacéo para o periodo de 2026 a 2030.

Originally designated in 2014, the Centre is the first and only one among more

Originalmente designado em 2014, o Centro ¢ o primeiro e tinico da OMS, than 800 WHO collaborating centres worldwide dedicated specifically to health
entre mais de 800 no mundo, dedicado especificamente a diplomacia da

saude, e é coordenado pelo professor-emérito Paulo Buss e pela representante
em Saude Global da Fiocruz, Regina Ungerer.

diplomacy, and is coordinated by Professor Emeritus Paulo Buss and Fiocruz’s
Representative for Global Health, Regina Ungerer.

During the Covid-19 pandemic, the Centre established the Observatory on Global
Health and Health Diplomacy, which currently produces 23 thematic publications
and biweekly seminars, and offers a training course in global health with nearly 1,500

Durante a pandemia de Covid-19, o Centro criou o Observatério de Satde
Global e Diplomacia da Saide, que hoje produz 23 cadernos e semindrios
quinzenais e oferece um curso de formagao com quase 1.500 inscritos.

Para o novo ciclo, o Centro ampliard sua contribuicdo a Opas/OMS com foco
em gdestao do conhecimento, multilinguismo e fortalecimento dos sistemas de
saude, além de manter o apoio técnico a pafses da América Latina, Caribe e
Pafses Africanos de Lingua Oficial Portuguesa (Palop).

enrollees. For the new cycle, the Centre will expand its contributions to PAHO/WHO
with a focus on knowledge management, multilingualism, and the strengthening of
health systems, while continuing to provide technical support to countries in Latin
America, the Caribbean, and Portuguese-speaking African countries (PALOP).
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Encontro da OPAS em Brasilia fortalece

cooperacao regional contra produtos
médicos irregulares

A Organizagao Pan-Americana da Satide (OPAS) realizou em Brasilia, entre 17
e 19 de margo de 2026, a segunda reunidao da Rede Regional para Prevengdo,
Detecgao e Resposta a Produtos Médicos de Baixa Qualidade e Falsificados nas
Américas, com delegados de 23 paises.

O encontro promoveu o intercambio de experiéncias entre programas nacionais
e a formulagdo de recomendagoes e plano de agdo para o proximo biénio.

Na abertura, o representante da OPAS no Brasil, Cristian Morales, alertou que o
problema se agrava com a crescente complexidade das cadeias de suprimentos
e a expansao do comércio eletronico.

Leandro Rodrigues, diretor-adjunto da Quarta Diretoria da Anvisa, refor¢ou
que “a falsificagdo e os produtos de baixa qualidade sGo um problema tao
complexo que ndo pode ser atacado de forma isolada pelas autoridades
regulatorias”.

Rutendo Kuwana, da OMS, destacou que a rede das Américas “é a que apresenta
melhor desempenho entre todas as regioes” e adiantou a publicagdo de nova
diretriz sobre vigilancia e controle de mercado em maio.

PAHO meeting in Brasilia strengthens regional
cooperation against substandard and falsified
medical products

The Pan American Health Organization (PAHO) held the second meeting
of the Regional Network for the Prevention, Detection, and Response to
Substandard and Falsified Medical Products in the Americas in Brasilia,
Jfrom March 17 to 19, 2026, with delegates from 23 countries.

The meeting facilitated the exchange of experiences among national
programs and the development of recommendations and an action plan
for the next biennium.

At the opening, PAHO/WHO Representative in Brazil, Cristian Morales,
warned that the problem is worsening due to the growing complexity of
supply chains and the expansion of e-commerce.

Leandro Rodrigues, Deputy Director of Anvisa’s Fourth Directorate,
emphasized that “falsification and substandard products are a problem so
complex that it cannot be tackled by regulatory authorities in isolation.”

Rutendo Kuwana, from the WHO, noted that the Americas network “is
the best-performing among all regions” and announced the forthcoming
publication of new guidelines on surveillance and market control in May.

()
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Novos estudos apontam caminho para
tratamento personalizado do cancer de
prostata avancado

Novos dados apresentados no Simpdsio de Tumores Geniturindrios da
ASCO, em San Francisco, trouxeram avancos significativos no tratamento
do cancer de prostata avancado.

O estudo PEACE-3, com 446 pacientes, demonstrou que a combinacgio
de enzalutamida com radio-223, radiofirmaco que libera radiacdo
diretamente nas metdstases 6sseas, reduziu o risco de morte em 24%
em comparacdo ao tratamento isolado, consolidando o conceito de que
atacar o tumor por mecanismos diferentes amplia os beneficios clinicos.

No campo da medicina personalizada, o estudo BRCAAway avaliou cerca
de 60 pacientes com alteracoes genéticas que comprometem a capacidade
do tumor de reparar danos no DNA, e demonstrou que a combinacio
de olaparibe com abiraterona alcancou sobrevida mediana de 68 meses
(cerca de seis anos), muito superior aos aproximadamente 28 meses
observados com tratamentos isolados.

Os achados reforcam que o tratamento deve ser desenhado para o perfil
de cada paciente, abrindo espago para remissdes mais duradouras em

doencas metastaticas.

New studies point to personalized treatment
pathway for advanced prostate cancer

New data presented at the ASCO Genitourinary Cancers Symposium in San
Francisco revealed significant advances in the treatment of advanced prostate

cancer.

The PEACE-3 trial, involving 446 patients, demonstrated that the combination of'
enzalutamide with radium-223, a radiopharmaceutical that delivers radiation
directly to bone metastases, reduced the risk of death by 24% compared to
single-agent treatment, reinforcing the concept that targeting the tumor through
different mechanisms enhances clinical outcomes.

In the field of personalized medicine, the BRCAAway trial evaluated
approximately 60 patients with genetic alterations that impair the tumor’s
ability to repair DNA damage, and showed that the combination of
olaparib with abiraterone achieved a median overall survival of 68 months
(approximately six years), far exceeding the roughly 28 months observed with
single-agent treatment.

The findings underscore that treatment should be tailored to each patient’s
profile, opening the door to more durable remissions in metastatic disease.
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Anvisa cria novo cédigo de assunto
para peticoes relacionadas a estudos de
bioequivaléncia

A Anvisa disponibilizou o novo cédigo de assunto 12413, destinado
ao protocolo de peticdes de inclusdo e alteracdo na lista de formas
de administracdo e de analitos a serem quantificados em estudos
de biodisponibilidade relativa/bioequivaléncia (BD/BE) e em estudos
farmacocinéticos, conforme a Instrugdo Normativa n® 409/2025. A medida
visa aprimorar a organizacio e a rastreabilidade das demandas enviadas a
agéncia, conferindo maior clareza aos processos regulatérios relacionados
a conducdo desses estudos. O codigo ¢ especialmente relevante nos casos
em que a empresa necessite conduzir estudo envolvendo foirmaco que nao
conste na lista vigente, sendo necessaria a solicitagio prévia de inclusio ou
alteracdo junto & Anvisa. A agéncia orienta que os interessados observem
a correta selecdo do cédigo no momento do peticionamento eletronico,
a fim de evitar inconsisténcias e possiveis exigéncias decorrentes de
enquadramento inadequado.

Anvisa creates new subject code for
bioequivalence study petitions

Anvisa has made available the new subject code 12413, designated for filing
petitions for inclusion and amendment of the list of administration forms
and analytes to be quantified in relative bioavailability/bioequivalence
(BA/BE) studies and pharmacokinetic studies, pursuant to Normative
Instruction No. 409/2025. The measure aims to improve the organization
and traceability of requests submitted to the agency, providing greater
clarity to regulatory processes related to the conduct of such studies. The
code is particularly relevant in cases where a company needs to conduct
a study involving a drug not included in the current list, requiring a prior

request for inclusion or amendment with Anvisa. The agency advises
interested parties to ensure the correct selection of the subject code when 56

filing electronic petitions, in order to avoid inconsistencies and potential Anvisa e Farmacopeia Norte-Americana

ratificam cooperacao técnica e cientifica

requirements arising from improper classification.

A Anvisa e a Farmacopeia Norte-Americana (USP - United States Pharmacopeia)
ratificaram em 23 de marco o Memorando de Entendimento entre as duas
institui¢des, voltado ao fortalecimento das relacoes e a promocéao de atividades
de cooperagdo na drea cientifica da satide. O documento foi assinado pelo
diretor-presidente da Anvisa, Leandro Safatle, e pelo CEO da USP, Ronald T.
Piervicenzi. A colaboracdo entre as duas entidades remonta a 2016 e abrange
assisténcia técnica e cientifica, organizac¢ao de eventos, semindrios, conferéncias
e workshops, além de capacitacdo e intercAmbio técnico de servidores da
Anvisa. Safatle destacou a relevancia da parceria em episédios recentes, como a
colaboracao para a obtencéo de kits de padrao de dlcool metilico utilizados nas
andlises laboratoriais durante a crise do metanol.

Anvisa and US Pharmacopeia ratify technical
and scientific cooperation agreement

Anvisa and the United States Pharmacopeia (USP) ratified on March 23
a Memorandum of Understanding between the two institutions, aimed at
strengthening relations and promoting cooperation activities in the scientific
health field. The document was signed by Anvisa’s Director-President,
Leandro Safatle, and USP’s CEO, Ronald T. Piervicenzi. The collaboration
between the two entities dates back to 2016 and encompasses technical and
scientific assistance, the organization of events, seminars, conferences, and
workshops, as well as training and technical exchanges for Anvisa staff.
Safatle highlighted the partnership’s relevance in recent episodes, such as
the collaboration to obtain methyl alcohol reference standard kits used in
laboratory analyses during the methanol crisis.
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Brasil e Paraguai firmam acordo para
combater circulacao de produtos sanitarios
irregulares na regiao

anitaria do Paraguai (Dinav
inaram em 25 de marco, durante o evento “Didlogo Internacional em
Satde” no Rio de Janeiro, uma Declarac¢do de Intencéo voltada & promogao
ilancia de medicamentos e produtos sanitarios, com foco espe

no enfrentamento da circulagdo de produtos irregulares, fals
ilegitimos na regido. Segundo o diretor-presidente da Anvisa, Leandro
o central é garantir uma regula mais forte para
s, por meio da atuacio integrada
as agéncias, do compartilhamento de inteligéncia e de metodologias que

assegurem a eficdcia das normas sanitarias vi

iza a harmonizacgio de boas
ado de tecnologias em satde,
técnica mais robusta contra o comércio ilegal na regido. O documento
assinado funciona como base para futuras negocia¢des técnicas entre as

duas autoridades sanitarias.

Brazil and Paraguay sign agreement to combat
circulation of irregular health products in the
region

Anvisa and Paraguay’s National Directorate of Health Surveillance (Dinavisa)
signed on March 25, during the “International Health logue” event in Rio
de Janeiro, a Declaration of Intent focused on promoting the surveillance of
medications and health products, with a specific emphasis on combating the
circulation of irregular, counterfeit, and illegitimate products in the

According to Anvi Director-President, Leandro Safatle, the central objective is
to ensure stronger regulation to protect the populations of both countries through
integrated agency action, intelligence sharing, and methodologies that ensure the

‘ectiveness of current health standards.

The cooperation prioritizes the harmonization of good practices and the
strengthening of controls over the health technology market, creating a more robust
technical barrier against illegal trade in the region. The signed document serves as

a basis for future technical negotiations between the two health authori
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Brasil e Reino Unido aprofundam
cooperacao em inovacao, saude digital e
pesquisa clinica

Brasil e Reino Unido realizaram em 25 de margo o evento “Didlogo em Satde Brasil
- Reino Unido”, voltado ao aprofundamento da cooperacéo bilateral em politicas de
inovacdo, desenvolvimento tecnoldgico, acesso a novos mercados e satde digital.
O ministro da Satde, Alexandre Padilha, participou remotamente da abertura e
destacou que a cooperacéo internacional é estratégica diante das transformacoes
no setor, como a digitalizacdo dos sistemas, as mudancas nas cadeias globais de
suprimento e os desafios impostos por crises sanitrias e climaticas. A secretaria de
Ciéncia, Tecnologia e Inovac¢io em Satide, Fernanda De Negri, mencionou parcerias
ja firmadas entre os dois paises, como a Carta de Intencdes com o Centro de Imuno-
oncologia da Universidade de Oxford para desenvolvimento de vacinas mRNA
contra o cancer, e a cooperacdo entre o NICE e a Conitec para aprimoramento dos
processos de avaliacao de tecnologias em satde.

Durante o evento, o Ministério da Satide anunciou o edital de selecao publica
para a Instancia Nacional de Etica em Pesquisa (Inaep), parte do Sistema
Nacional de Ftica em Pesquisa com Seres Humanos (Sinep), instituido pela
Lei n° 14.874/2024 e regulamentado pelo Decreto n® 12.651/2025. Serdo
selecionados 15 membros titulares e 15 suplentes, com inscri¢oes a partir de
26 de marco de 2026, por meio eletronico. Foram também apresentados dois
acordos de cooperacdo para fortalecimento da pesquisa clinica no Brasil: um
com a Anvisa, para aprimorar o ambiente regulatorio de pesquisas clinicas e
avaliacdo de novas tecnologias em satde, e outro com a Empresa Brasileira
de Servicos Hospitalares (Ebserh), para transformar hospitais universitarios
federais em polos estratégicos de pesquisa clinica e inovacdo. O ministério
ainda divulgou investimento de mais de R$ 179 milhdes para a segunda fase
do Projeto Genomas SUS, no ambito do Programa Genomas Brasil, voltado a
incorporacdo da satde publica de precisido ao SUS.

Brazil and the United Kingdom deepen
cooperation in innovation, digital health, and
clinical research

Brazil and the United Kingdom held on March 25 the “Brazil-UK Health
Dialogue” event, aimed at deepening bilateral cooperation on innovation
policies, technological development, access to new markets, and digital
health. Health Minister Alexandre Padilha participated remotely in the
opening and emphasized that international cooperation is strategic in light
of ongoing transformations in the sector, such as the digitization of systems,
changes in global supply chains, and challenges posed by health and climate
crises. The Secretary for Science, Technology, and Innovation in Health,
Fernanda De Negri, referenced partnerships already established between the
two countries, including a Letter of Intent with the University of Oxford’s
Centre for Immuno-Oncology for the development of mRNA cancer vaccines,
and the cooperation between NICE and Conitec to improve health technology
assessment processes.

During the event, the Ministry of Health announced a public selection notice
Jor the National Research Ethics Body (Inaep), part of the National Research
Ethics System for Human Subjects (Sinep), established by Law No. 14,874/2024
and regulated by Decree No. 12,651/2025. A total of 15 full members and 15
alternates will be selected, with applications opening on March 26, 2026,
through electronic submission. Two cooperation agreements to strengthen
clinical research in Brazil were also presented: one with Anvisa, to improve
the regulatory environment for clinical research and the assessment of
new health technologies, and another with the Brazilian Hospital Services
Company (Ebserh), to transform federal university hospitals into strategic
hubs for clinical research and innovation. The ministry also announced an
investment of over BRL 179 million for the second phase of the SUS Genomes
Project, under the Genomas Brasil Program, aimed at incorporating precision
public health into the SUS.
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Ministério da Saude firma PDP para producao
nacional de pembrolizumabe e anuncia
primeira ETEC para doencas negligenciadas

O ministro da Sadde, Alexandre Padilha, anunciou em 26 de marco,
durante evento no Rio de Janeiro, a celebracdo de Parceria para o
Desenvolvimento Produtivo (PDP) para a producdo 100% nacional do
pembrolizumabe, medicamento oncolégico de imunoterapia. A PDP
envolve a transferéncia de tecnologia da Merck Sharp & Dohme (MSD)
para o Instituto Butantan, com prazo de 10 anos para incorporacio da
capacidade produtiva. Apds a assinatura do Termo de Compromisso, a
préxima etapa serd o contrato de transferéncia de tecnologia (fase II), para
posterior aquisicdo pelo SUS (fase IlI). O pembrolizumabe ja é ofertado
no SUS para melanoma avancado, e a Conitec analisa a ampliacdo de seu
uso para cancer de mama, pulmao, eséfago e colo do utero.

No mesmo evento, o Ministério da Satde e a ABDI assinaram Acordo de
Cooperacdo Técnica para viabilizar a primeira Encomenda Tecnoldgica
(ETEC) voltada a doencas negligenciadas, como hanseniase, tuberculose,
doenca de Chagas, leishmaniose e dengue, com chamada prevista para
2026.

60

Numero de farmaceéuticas no clube do
bilhao de délares salta de 7 para 11 no
mercado brasileiro

Estudo da IQVIA revela que o nuimero de corporag¢des farmacéuticas
com faturamento biliondrio em ddlar (preco lista, ddlar constante)
no mercado brasileiro saltou de 7 em 2025 para 11 nos ultimos 12
meses até janeiro de 2026, um aumento de 57,14%. As empresas que
compoem o chamado “clube do bilhdo” sdo NC Farma (Grupo EMS),
Eurofarma, Hypera Pharma, Cimed, Aché, Sanofi, Novo Nordisk, Teuto,
Lilly, Unido Quimica e Biolab. Juntas, essas 11 corporacdes respondem
por US$ 127,84 bilhdes (R$ 659,42 bilhdes) em faturamento acumulado,
o equivalente a 53,6% da receita total das 100 corporac¢des listadas no
ranking, que soma US$ 238,29 bilhdes (R$ 1,23 trilhdo).

O caso mais expressivo dessa expansdo é o da Lilly, que saltou da 56"
para a 9" posi¢do no ranking, com crescimento de 707,29%, elevando seu
faturamento de aproximadamente US$ 131 milhdes (R$ 655 milhdes)
para mais de US$ 1,06 bilhdo (R$ 5,47 bilhes), movimento impulsionado
pelos medicamentos andlogos de GLP-1, como o Mounjaro, voltados
ao tratamento da obesidade e do diabetes. A NC Farma (Grupo EMS)
mantém a lideranca isolada como a primeira a ultrapassar a barreira
dos US$ 5 bilhoes (R$ 25,8 bilhdes), com crescimento de 7,45%, seguida
pela Eurofarma, que registrou alta de 18,18% e faturou US$ 4,1 bilhdes
(R$ 20,5 bilhdes). A Teuto também se destacou, rompendo a marca do
bilhdo com crescimento de 21,38% e avancando da 10" para a 8" posicao.

O cendrio aponta para uma disputa em duas frentes: de um lado, empresas
nacionais liderando pelo volume e acessibilidade, especialmente em
genéricos e similares de alto giro; de outro, multinacionais como Novo
Nordisk (7" posicao, US$ 1,3 bilhdo / R$ 6,71 bilhoes) e Lilly concentrando-
se em inovacdo terapéutica de alto custo. Cabe registrar, contudo, que
a andlise em preco lista (délar constante) néo reflete a receita liquida
efetivamente auferida pelas empresas, uma vez que desconsidera os
descontos praticados no varejo e junto a distribuidores, o que pode
distoreer significativamente os resultados do ranking.
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Ministry of Health establishes PDP for domestic
production of pembrolizumab and announces first
ETEC for neglected diseases

Health Minister Alexandre Padilha announced on March 26, during an
event in Rio de Janeiro, a Productive Development Partnership (PDP)
Jor the fully domestic production of pembrolizumab, an immunotherapy
oncology drug. The PDP involves technology transfer from Merck Sharp
& Dohme (MSD) to the Butantan Institute, with a 10-year timeline
Jor incorporating productive capacity. Following the signing of the
Commitment Term, the next step will be the technology transfer agreement
(phase 1I), followed by SUS procurement (phase Il1). Pembrolizumab is
already available through the SUS for advanced melanoma, and Conitec
is reviewing its expanded use for breast, lung, esophageal, and cervical

cancer.

At the same event, the Ministry of Health and ABDI signed a Technical
Cooperation Agreement to enable the first Technological Order (ETEC)
targeting neglected diseases such as leprosy, tuberculosis, Chagas
disease, leishmaniasis, and dengue, with a call for proposals expected
in 2026.

Number of pharmaceutical companies in
Brazil’s billion-dollar club jumps from 7 to 11

An IQVIA study reveals that the number of pharmaceutical corporations
with billion-dollar revenue (list price, constant dollar) in the Brazilian
market jumped from 7 in 2025 to 11 in the 12 months through January
2026, a 57.14% increase. The companies comprising the so-called “billion-
dollar club” are NC Farma (EMS Group), Eurofarma, Hypera Pharma,
Cimed, Aché, Sanofi, Novo Nordisk, Teuto, Lilly, Unido Quimica, and
Biolab. Together, these 11 corporations account for USD 127.84 billion
(BRL 65942 billion) in cumulative revenue, equivalent to 53.6% of the
total revenue of the 100 corporations listed in the ranking, which totals
USD 238.29 billion (BRL 1.23 trillion).

The most notable case in this expansion is Lilly, which jumped from
56th to 9th position in the ranking, with growth of 707.29%, increasing
its revenue from approximately USD 131 million (BRL 655 million) to
over USD 1.06 billion (BRL 5.47 billion), a movement driven by GLP-1
analog medications such as Mounjaro, used in the treatment of obesity
and diabetes. NC Farma (EMS Group) maintains its undisputed lead as
the first to surpass the USD 5 billion mark (BRL 25.8 billion), with 7.45%
growth, followed by Eurofarma, which posted an 18.18% increase and
reported revenue of USD 4.1 billion (BRL 20.5 billion). Teuto also stood
out, breaking through the billion-dollar threshold with 21.38% growth
and advancing from 10th to 8th position.

The landscape points to a two-front competition: on one side, domestic
companies leading in volume and accessibility, particularly in high-
turnover generics and similar products; on the other, multinationals
such as Novo Nordisk (7th position, USD 1.3 billion / BRL 6.71 billion)
and Lilly focusing on high-cost therapeutic innovation. It should
be noted, however, that the list price analysis (constant dollar) does
not reflect the net revenue actually earned by the companies, as it
disregards discounts applied at the retail level and to distributors,
which may significantly distort the ranking results.
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TCU identifica 17 fragilidades no processo de
avaliacao de tecnologias em saude da Conitec

O Tribunal de Contas da Uniao (TCU) aprovou, em acérddo publicado em
18 de marco, o relatério de auditoria realizada na Comissao Nacional
de Incorporacdo de Tecnologias no S (Conitec), conduzida entre
2021 e 2023. A fiscalizacdo identificou 17 fragilida

nos processos
de avaliacdo de tecnologias em satde (ATS), sete irregularidades por
descumprimento normativo e resultou na imposicdo de 24 determinagdes
e 14 recomendacgdes ao Ministério da Satde e aos drgaos envolvidos na
gestdo da Conitec. Entre os achados de maior relevancia, o TCU apontou
inconsisténcias de precos apés a incorporacido de tecnologias, com
valores de aquisicio superiores aos apresentados no momento da ATS,
diferenca que, segundo a auditoria, poderia ter gerado economia de R$
130,3 milho istema publico no periodo analisado.

No campo procedimental, mais de 30% dos 126 processos avaliados nao
cumpriram o prazo legal de 180 dias para conclusio da ATS, com prazo
médio de 230 dias, e 47 das 110 tecnologias incorporadas descumpriram
o prazo de disponibilizagdo ao SUS. A auditoria também identificou
deficiéncias na elaboracdo de relatérios técnicos, fragilidades nas
avaliacoes econdmicas, com sobrevalorizacdo de evidéncias clinicas em
detrimento de anélises de custos, e a nao verificacdo da compatibilidade
orcamentéria das incorporacdes com a LOA, o PPA e a LDO.

A fiscaliza¢do ainda apontou baixa participacdo de membros titulares:
41% faltaram a trés ou mais reunides ordinédrias em seis meses, e 42%
um inferior a 70%. O TCU também

das deliberag¢des ocorreram com qué
sinalizou lacunas na gestdo de conflitos de interesses e deficiéncias no
monitoramento pds-incorporacio, realizado sem sistema informatizado

adequado.

O TCU determinou a apresentacido de plano de acdo em 90 dias, a
implantacdo de sistema informatizado de monitoramento e a criacao d
um Programa Permanente de Avaliacdo de Desempenho das tecnologias
incorporadas. Recomendou, ainda, a defini¢ao de limiares orcamentarios,
a exigéncia de pregos maximos projetados para os cinco eguintes
a incorporacdo e a abertura de procedimento junto a CMED para
adequacdo de precos. O Ministério da Saude informou ter promovido
avancos, como a ampliacdo da participacdo social e a publicacdo de
diretrizes metodoldgicas atualizadas.
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Camara aprova novas regras para registro
de medicamentos estrangeiros no Brasil

A Comissdo de Constituicdo e Justica e de Cidadania (CCJC) da Camara dos
Deputados aprovou, em 25 de margo, o Projeto de Lei 2.142/2025, de autoria
da ex-senadora Ana Amélia (PDT/MA), com contribui¢cdes da senadora Mara
Gabrilli (PSD/SP), que altera as regras para o registro de medicamentos
estrangeiros e de insumos no Brasil. A principal mudanca consiste na
eliminacdo da exigéncia de comprovacao de registro no pais de origem como
condi¢do para autorizacdo no territério brasileiro. A avaliacdo dos produtos
permanecerd sob responsabilidade da Anvisa, com base em critérios técnicos e
cientificos. Com a aprovacao na CCJC, o projeto segue para sancao presidencial.

A medida foi recebida positivamente por entidades representativas do setor
farmacéutico. O Grupo FarmaBrasil avaliou que o projeto corrige uma distor¢ao
normativa e reconhece a maturidade institucional do ambiente regulatério
brasileiro. A PréGenéricos destacou o potencial de reposicionar o Brasil no
cendrio global da inovacdo farmacéutica, ao permitir que a Anvisa seja a
primeira agéncia reguladora a avaliar e aprovar determinados produtos, a
chamada “primeira onda”. O Sindusfarma, por sua vez, considerou a iniciativa
um aperfeicoamento regulatério capaz de conferir maior previsibilidade e
eficiéncia aos procedimentos de registro, além de promover maior isonomia
entre produtos nacionais e importados

failure to v

Mosaico de direito, ciéncia, negocios e tecnologia / A mosaic fusing law, sciences, business, and technology

CGSRO

TCU identifies 17 weaknesses in Conitec’s health
technology assessment process

The Brazilian Federal Court of Accounts (TCU), in a ruling published on March
18, approved the audit report on the National Committee for Health Technology
Incorporation in the SUS (Conitec), conducted between 2021 and 2023. The audit
identified 17 weaknesses in the health technology assessment (HTA) proce

seven regulatory non-compliance irregularities, and resulted in the imposition of
24 mandatory orders and 14 recommendations to the Ministry of Health and the
bodies involved in Conitec’s management. Among the most significant findings
the TCU flagged price inconsistencies following the incorporation of technologies,
with acquisition values exceeding those presented at the time of the HTA, a
discrepancy that, according to the audit, could have yielded savings of BRL 130.3

million for the public system over the period analyzed.

On procedural matters, over 30% of the 126 processes evaluated failed to n

the legal 180-day deadline for completing the HTA, with the average completion
time reaching 230 days, and 47 of the 110 technologies incorporated missed the
deadline for availability within the SUS. The audit also identified deficiencies in

5 in economic evaluations, with

the preparation of technical reports, weakness

an overemph on clinical evidence at the expense of cost analyses, and the
) budget compatibility of incorporations with the Annual Budget

Law (LOA), the Multiannual Plan (PPA), and the Budget Guidelines Law (LDO).

The audit further noted low member attendance: 41% of full members miss
three or more regular meetings within a six-month period, and 42%
deliberations were concluded with attendance below 70%. The TCU also flagg
gaps in conflict-of-interest management and deficiencies in post-incorporation

monitoring, conducted without an adequate computerized system.

The TCU ordered the submission of an action plan within 90 days, the
implementation of a computerized monitoring system, and the establishment of
a Permanent Performance Assessment Program for incorporated technologies
It also recommended the definition of budget thresholds, the requirement of
maximum projected prices for the five years following incorporation, and the
initiation of proceedings with CMED for price adjustments. The Ministry of
Health reported having implemented improvements, including broader social

participation and the publication of updated methodological guidelines.

Chamber approves new rules for registration
of foreign medications in Brazil

The Constitution, Justice, and Citizenship Committee (CCJC) of the Brazilian
Chamber of Deputies approved, on March 25, Bill No. 2,142/2025, authored
by former Senator Ana Amélia (PDT/MA), with contributions from Senator
Mara Gabrilli (PSD/SP), which amends the rules for the registration of foreign
medications and inputs in Brazil. The key change eliminates the requirement
to demonstrate registration in the country of oridin as a condition for
authorization in Brazilian territory. Product evaluation will remain under
Anvisa’s responsibility, based on technical and scientific criteria. Following
approval by the CCJC, the bill now proceeds to presidential sanction.

The measure was positively received by pharmaceutical industry associations.
Grupo FarmabBrasil assessed that the bill corrects a regulatory distortion
and recognizes the institutional maturity of Brazil's regulatory environment.
ProGenéricos highlighted its potential to reposition Brazil on the global
pharmaceutical innovation map, by enabling Anvisa to be the first regulatory
agency to evaluate and approve certain products, the so-called “first wave”.
Sindusfarma, in turn, considered the initiative a regulatory improvement
capable of bringing greater predictability and efficiency to registration
procedures, while also promoting greater parity between domestic and
imported products.
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