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Trench
Rossi
Watanabe.

Considered one of the largest law firms in Brazil, Trench Rossi
Watanabe has a comprehensive and cutting edge operation, with
expertise in all areas of law.

Founded in 1959, the firm provides legal services to national
and international clients across several markets, helping them
manage their business in an ethical and efficient way.

With +200 practitioners in the key cities of Sao Paulo, Brasilia,
Rio de Janeiro and Porto Alegre, we can steer you with knowle-
dge and confidence through Brazil’s laws, legal systems and
unique business practices.

Through the strategic cooperation established with Baker McKen-
zie* - one of the broadest and strongest networks in the legal
market worldwide, we provide our clients access to a global pers-
pective, working collaboratively with lawyers with deep knowledge
in various jurisdictions, who provide support and insight to our
clients' operations, wherever and however they need it.
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Henrique Frizzo has been a partner at Trench Rossi Watanabe since

2014 and co-leads the firm’s life sciences group. Henrique advis-
es pharmaceutical and medical device manufacturers and oth-
er companies in the sector on a wide range of matters, including
market access strategies, and represents companies in administra-
tive proceedings before Brazil's Drug Market Regulation Chamber.
Henrique prepares consultations on clinical research and regulatory
issues, reviews promotional materials, and acts in administrative
litigation involving local health authorities and the Brazilian Health
Regulatory Agency. Additionally, he provides support in compli-
ance issues and analysis of the constitutionality of legislation. Due
to his expertise, Henrique participates in the drafting of bills and
regulations that affect the industry.

JOAO
PEDRO
SALOMAO

Joao Pedro Salomao is a legal assistant at Trench Rossi Watanabe,

focused on Public Law, Government Affairs and Regulatory. He
assists clients in regulated market, especially life sciences and agri-
business. He acts in advisory matters involving the National Health
of Surveillance Agency, the Ministry of Agriculture, the State Health
Secretariats and local health authorities, as well as in public tenders
and contracts related to the health industry.
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CARLA
MORAES

Carla Moraes is an associate at Trench Rossi Watanabe and a
member of the firmy’s healthcare and life sciences industry group.
Her practice areas include public and regulatory law, with a focus
on consultancy and administrative litigation matters. Carla assists
clients in the regulatory sphere — especially in the pharmaceuti-
cal, medical devices and health areas — with matters before the
Brazilian Health Regulatory Agency, the Ministry of Agriculture,
the State Health Secretariats and local health authorities. She pre-
pares legal opinions and responds to consultations on her areas of
expertise, including public tenders and contracts with the govern-
ment. She has a specialization in Sanitary Law and is an effective
member of the National Bar Association of Brazil’s Bioethics and
Biolaw Committee.
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HEALTHCARE SYSTEM AND FUNDING

1. Please make a general
introduction to the public health
sector in your country and its
organization

As set out in the Brazilian Federal Constitution of 1988, health is a right
of all and a duty of the state. It must be guaranteed by means of social
and economic policies, with the purpose of reducing the risk of illness and
other hazards.

The Federal Constitution of 1988 considers the complementary existence
of the private sector in health assistance.

The public healthcare system was introduced by the Brazilian Federal
Constitution of 1988 and is named the Unified Health System (SUS).

SUS provides free and universal coverage and is funded through the
social welfare budget of the Union, the states, the Federal District and
the municipalities, as well as from other sources such as fines, fees and
donations. The federal government, the states and the municipalities are
responsible for the free distribution of medicines and medical devices. The
Ministry of Health has a programme for the free distribution of essential
and specialised medicines; the list of the medicines and health technologies
covered is reviewed periodically. However, whenever the medicine is not
available through the SUS system, individuals may file lawsuits against the
government in order to force the government to purchase de product and
deliver it to the specific individual (based on the argument that health is
a right of all and a duty of the state). Such lawsuits are quite common and
lead to discussions regarding their impact on government finances.

The SUS also provides financial support to philanthropic and not-for-
profit organisations, and to private health institutions by financial grants
and reimbursement of medical procedures, devices and medicines upon
the signature of an agreement between the private entity and the Ministry
of Health. The reimbursement values are listed, along with the types of
procedure and therapy that are covered. In the public sector, healthcare is
delivered through programmes and plans that are implemented at federal,
state and municipal levels. Actions and services must be organised and
executed on a regional basis.

[Next Page]
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ANVISA CMED Conitec
Corporate operating + Drug price approval + Incorporation of
authorisation treatments inthe
Approval and public healthcare
registration systemfor free
of products dispensation list
subjected to health
surveillance
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ANS

Incorporation

of mandatory
treatments in private
health insurances
formularies
Transfer of
reimbursements
owed by health
insurance
companies to the
public healthcare
system

Corporate Corporate Corporate Corporate
operating operating operating operating
authorisation by authorisation by authorisation by authorisation by
ANVISA (federal ANVISA (federal ANVISA (federal ANVISA (federal
level) and by VISA level) and by VISA level) and by VISA level) and by VISA
(municipal level). (municipal level). (municipal level). (municipal level).
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Corporate
operating
authorisation by
ANVISA (federal
level) and by VISA
(municipal level).
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HEALTHCARE ACTORS
AND PAYERS

1. Which are the administrations, bodies and institutions in charge of public
health in your country and what are their respective responsibilities?

2. Which are the administrations, bodies and institutions in charge of drug
approvals in your country and what are their respective responsibilities?

3. Which are the administrations, bodies and institutions in charge of Health
Technology Assessment in your countries and what are their respective
responsibilities?

4. Which are the administrations, bodies and institutions that qualify as “payers”
in your country and what are their respective responsibilities?

5. Which are the administrations, bodies and institutions in charge of pricing
decisions in your country and what are their respective responsibilities?

6. Which are the administrations, bodies and institutions in charge of
reimbursement decisions in your countries and what are their respective
responsibilities?

7. Which are the administrations, bodies and institutions in charge of public
procurement and tendering in your country and what are their respective
responsibilities?

8. What are the other actors of significance with regards to market access in your
country and what are their respective responsibilities? _I
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HEALTHCARE ACTORS AND PAYERS

1. Which are the administrations,
bodies and institutions in charge
of public health in your country
and what are their respective
responsibilities?

SUS is managed collaboratively by the Federal Government, the States of the
Federation, and the Municipalities.

At the federal level, the SUS is managed by the Ministry of Health, which
is responsible for formulating, regulating, inspecting, monitoring, and evalu-
ating policies and actions, in coordination with the National Health Council.

SUS also comprises, among others, the following public entities:
o ANVISA - a regulatory agency responsible for the protection of public
health by executing sanitary control over the production, importation,
distribution, use and commercialization of a broad category of prod-
ucts such as drugs, medical devices, sanitizers, cosmetics, food, tobacco
and services such as licensing conditions for health-related companies
and healthcare institutions, among other attributions related to sanitary
surveillance.
o Conitec — a multi-disciplinary collegiate formed by government repre-
sentatives and civil society members, with advisory attributions related to
the incorporation, exclusion or alteration of health technologies supplied
by the SUS, as well as in the constitution of the protocols and guidelines
for treatment in the public sector.
o CMED - entity responsible for regulating the pricing of drugs.
o ANS - a regulatory agency that regulates private health insurances.

2. Which are the
administrations, bodies and
institutions in charge of drug
approvals in your country
and what are their respective
responsibilities?

The approval of drugs in Brazil is carried out by the National Health of
Surveillance Agency ("ANVISA”), which is responsible for granting the
product marketing authorisation after the evaluation of the manufacturing
process, clinical trial results, stability, safety and efficacy data, as well as by
Drug Market Regulation Chamber (“CMED?”), which is the entity in charge
of pharmaceutical market regulation and price approval of drugs.

3. Which are the
administrations, bodies and
institutions in charge of Health
Technology Assessment in your
countries and what are their
respective responsibilities?

Organisms that qualify as payers are the federal, state and municipal entities
that compose and manage the SUS, such as the Ministry of Health, health
secretariats, public hospitals, public health foundations, etc.

Health insurance companies, private hospitals, private health institutions,
are also payers.

4. Which are the
administrations, bodies and
institutions that qualify as
“payers” in your country and
what are their respective
responsibilities?
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As mentioned in Question 2 above, CMED is the public entity responsible
for pricing decisions. Among other attributions, CMED sets rules that stim-
ulate competition in the sector, applies penalties when its rules are broken, as
well as establishes and monitors the application of the mandatory minimum
discount for public purchases.
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