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Anvisa’s mission

 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 life of the

population.”
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Postmarketing Surveillance Office

 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 Km2

States: 26

Federal District: 1

Municipalities: 5,570

Population: 203 million 

Capital:  Brasília

Density: Population and health 

equipments

7.5 thousand Health facilities = Blood 

transfusions
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Brazilian Unified Health System

There is a general 

regulatory framework 

but the cities and 

states are 

autonomous and can 

make their own 

sanitary rules.

Federal
MoH

ANVISA
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Cities
Hospitals and clinics

Perform blood

transfusions

STATE
Define how Local and

regional Health care

are provided
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Haemovigilance System in Brazil: structure
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Legal framework:

Portaria MS 1660/2009

Portaria MS 158/2016

RDC Anvisa 34/2014 

IN 01/2015

Health 

Ministry



Brazilian Haemovigilance System
Time Line

2002: Implemented through the Sentinel hospitals Network – a Pilot project

2006: Notivisa Web system, extended to all health facilities carrying out BT

2008: First analysis of the data bank: Underreporting

2009: Workshops to motivate reports of transfusion reactions

2010: Mandatory reports

2011: Establishment of the Haemovigilance Committee

2013: Brazil joined IHN: International HV context

2015: Broadening the scope of the HV system
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Brazilian Haemovigilance System
Data
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Brazilian Haemovigilance System
Data

81%
75%

65%

50%

21%

8%

0%
5%

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

2007 2008 2009 2010 2011 2012 2013 2014

Underreporting rate of transfusion reactions.
Brazil, 2007-2014

9/16



Brazilian Haemovigilance System
Data
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Brazilian Haemovigilance System
Blood Chain
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Marco conceitual e operacional de hemovigilância:

Guia para a hemovigilância no Brasil

Agência Nacional de Vigilância Sanitária

2015

The Brazilian 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  
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Look Back Investigation
Challenges

LOOK BACK 

INVESTIGATION

BLOOD 

CENTERS

HEALTH 
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HEALTH 

AUTHORITIES

INFECTIOUS 

DISEASES CONTROL 

TEAMS
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ANVISA: www.anvisa.gov.br
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gemor@anvisa.gov.br / auristela.lins@anvisa.gov.br


