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Anvisa’s mission

0
0 Brazilian Health Surveillance Agency-ANVISA

“To protect and promote public health and to
intervene in the risks caused by the production and
use of products regulated by health surveillance. This
mission must be carried out in coordination with states,
municipalities and the Federal District, according to
the Brazilian Unified Health System principles, in
order to improve the quality of Ilife of the
population.”
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Postmarketing Surveillance Office

11 Contribute to ANVISA's mission through analysis,
evaluation, monitoring and communication of risks
associated with the use of products subject to sanitary
surveillance.
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Brazil

Brazil: Federative Republic
Area 8,514 Km?

States: 26

Federal District: 1
Municipalities: 5,570
Population: 203 million
Capital: Brasilia

Density: Population and health
equipments

7.5 thousand Health facilities = Blood
transfusions

] Sem informases Fonte: IBGE, Censo demagrafico 200
o8 3 ® oy

ANVISA

Agéncia Nacional de Vigilancia Sanitaria
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Brazilian Unified Health System
N

There is a general
Feﬂeral regulatory framework
ANVISA but the cities and
States are
autonomous and can
make their own
sanitary rules.

LOCAL
Cities
Hospitals and clinics

Perform blood
transfusions

STATE

Define how Local and
regional Health care

are provided

ANVISA
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Haemovigilance System in Brazil: structure

States/Cities
V Interlocutors

Federal
BIO/GGMON/AnNvis:

\
N

( \

| HV Committee

Health
Ministry

Blood centers&
health facilities

>( Haemovigilance \
l

A system

Legal framework:

Portaria MS 1660/2009

Portaria MS 158/2016

RDC Anvisa 34/2014 Web Based System
IN 01/2015 ; | 6/16




Brazilian Haemovigilance System

Time Line

: Implemented through the Sentinel hospitals Network — a Pilot project
: Notivisa Web system, extended to all health facilities carrying out BT
: First analysis of the data bank: Underreporting

: Workshops to motivate reports of transfusion reactions
: Mandatory reports

: Establishment of the Haemovigilance Committee

: Brazil joined IHN: International HV context

: Broadening the scope of the HV system
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Brazilian Haemovigilance System
Data

Expected and reported transfusion reactions.
Brazil, 2007-2014
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Brazilian Haemovigilance System
Data
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Underreporting rate of transfusion reactions.
Brazil, 2007-2014
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Brazilian Haemovigilance System
Data

Transfusion reaction rate per 1,000 transfusions.
Brazil, 2011 - 2014
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Brazilian Haemovigilance System

Blood Chain

I Fluxograma do ciclo do sangue
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The BraZ|I|an HV renewal proposal
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Brazilian Haemovigilance System
Challenges

Donnor Haemovigilance

Adverse events: Near misses and
Incidents (IBCT)

Recipient Haemovigilance

Look Back investigations

ANVISA
: I Agéncia Nacional de Vigilancia Sanitarial 13/16



Look Back Investigation
Challenges

BLOOD
CENTERS

HEALTH LOOK BACK
AUTHORITIES INVESTIGATION

INFECTIOUS
DISEASES CONTROL
TEAMS
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ANVISA: www.anvisa.gov.br

BRASIL Acesso a informagao Participe

== ANVISA

] Agéncia Nacional de Vigilancia Sanitaria Q 8 ‘

a0} A AGENCIA SALA DE IMPRENSA SERVICOS

TAMANHO DO TEXTC

Protecdo a Saude G Prodinse
CICLO DE uwul
Agrotoxicos e Toxicologia :r"?ﬂlnl.llrul £
) DESAFIOS £ -
Alimentos TENDENCIAS 2
Cosméticos Tire suas dividas sobre e —
Derivados do Tabaco produtos. @ enpresas: clicp,
i ACESSE AQUI
Insumos Farmacéuticos Saudavel
Laboratérios Notificagdo - Notivisa CURSO DE
Medicamentos o » MANIPULADORES
DE ALIMENTOS
Portos, Aeroportos e Fronteiras JA DISPONIVEL
Produtos para a Salde -

4 A
Saneantes Dengue: Anvisa deu total prioridade  analise dos testes da vacina *... Acessod
produzida pelo Butantan Relate aqui problemas Informagio
Sangue, Tecidos e Orgéos encontrados no uso dos v

Os fatos demonstram o total comprometimento da Anvisa com o produtos sob vigildncia
Servicos de Salde desenvolvimento da vacina contra a dengue e que a Agéncia tem sanitaria. A Ppeticoes
atuado com o rigor e a celeridade necessarios para garantir a ACESSE AQUI aguardando

seguranca dos ensaios clinicos realizados no pais, mantendo andlise

prazos de analise compativeis com os observados nas agéncias

Pés - Comercializagdo / regulatérias dos paises desenvolvidos. = §s T
Pés - Uso DESCONTINUAGAO DE
© verumis MEDICAMENTOS
Vigipés -
Fiscalizacdo
Destaques Noticias

Camara de Regulacdo do Mercado
de Medicamentos - CMED

Tecnovigildncia
Hemovigildncia
Farmacovigildncia
Biovigildncia
Rede Sentinela

SNVS - Sistema Nacional

e g o Diretoria da agéncia faz Numero de petigoes de CANABIBIOL
de Vigilancia Sanitéria reunido publica nesta agrotoxicos apos a
i inta-fei izaga I
Vigilancia Sanitaria no Brasil quin eira organizacdo da fila de T K.\ e R 15/16
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