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Uppsala Monitoring Centre (Uppsala, Suécia)

Nosso trabalho é:

. Fornecer suporte técnico, operacional e cientifico as autoridades reguladoras e ministérios da saude dos paises
membros do WHO-PIDM.

o  Através do VigiFlow (e seus servicos associados) e do Vigilyze como solug¢des tecnoldgicas que contribuem para
o fortalecimento dos sistemas nacionais de farmacovigilancia dos paises membros da WHO-PIDM.

o  Deteccdo e difusdo de sinais (Inglés e espanhol)
o  Treinamento e cursos em farmacovigilancia (Inglés e espanhol)
. Gerenciar e manter o banco de dados global de Reacdes adversas a medicamentos e EAPVs da OMS ( VigiBase ).

. Ser a organizacao encarregada de coordinar o desenvolvemento dos padrdes para o projeto de harmonizacao na
identificacao de medicamentos ISO IDMP, com posibilida de disponibilizalo aos paises através do WHODrug no futuro.

o A implementa¢gao do WHODrug no formato C3 pode ser considerada como o primeiro passo para a adaptag¢ao
do padrao IDMP contemplado nas diretrizes ICH E2B R3 e ICH M5.

. Participar ativamente dos esforcos de harmonizagao global em colaboracao com ISO e ICH com o objetivo de
promover medicamentos mais seguros para todos.

ISO: International Organization for Standarization ( Organizagdo Internacional para Padronizagdo) AA Muo%?tsf.!ﬁ-. 9
IDMP: Identification of Medicinal Products (/dentificagdo de Medicamentos) Centre

ICH: The International Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (Conselho Internacional para a Harmonizagdo dos Requisitos Técnicos
para Produtos Farmacéuticos para Uso Humano)



Esforcos da UMCem resposta a pandemiade COVID-19

e Concentracao na deteccaode sinais derivadas de vacinas para prevenir o COVID-19 e no desenvolvimento
de abordagens metodoldgicas baseadas em pesquisa para monitorar vacinas para prevenir o COVID-19.

* Relatédrio descritivo mensal das tendéncias globais de notificacao de ESAVIs derivadas da administracdo de
vacinas para prevenir o COVID-19.

* Participacaoemgruposinternacionais de especialistas para abordar diversas questdes relacionadas as
vacinas para prevenira COVID-19.

* Priorizacdo na corretaidentificacao e analise de vacinas para prevencao da COVID-19 no dicionario
WHODrugGlobal.

* Fortalecimentodo VigiFlow e Vigilyze para o monitoramento de vacinas de prevencao ao COVID-19.
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Solucdes tecnoldgicas para apoiar os membros do WHO-PIDM

ICH E2A,B,D
T

WHODrug

o
il

) 5! ICHE2B Base de dados MedDRA
Dn_-ﬁneming WHODrug recomendada pela OMS

Vigilyze
- Ferramenta de detecg¢do e gerenciamento
de sinais de acesso restrito.

- Monitoramento, busca, andlise e deteccdo
de sinais em nivel de pais, regiao ou global.

MedDRA para captura e analise
de EAPV (COVID-19)1.

Industria

eReporting empresas (E2B)
Carrga arquivos XMLE2B R2 e R3
Entrada manual de dados E2B R3 X

| 2 Send copy |

- Informagdes andnimas e
clinicamente relevantes
N~

VigiAccess™

Centros FV regionais,
hospitais, clinicas de
vacinacao, etc.

ICH E2A,B,D

WHODrug

. . . . - VigiAccess.org
MedDRA
Vlgl FIOW ) Vlgl Base - Pesquisa e estatisticas simples
- Base de dados nacional Banco de dados global da - Acesso livre
(RAM e EAPV ) OMS de RAM e EAPV
-Captura, codificagdo, processamento de Observagio:
relatérios e controle de qualidade, anélise =32 milhdes de A informag&o na base de dados global também
-Envio para VB relatérios de 148 pal'ses esta disponivel para entidades publicasou

o privadasatravés de pesquisas personalizadas.
(= 4,2 milhdes de

. . . notificagoes de vacinas

* U |

P:aentt.es e;roflss?nals de saude Outros bancos de dados Covid-19) /—hn Méﬁ-‘;&g
entre

par B e por exemplo . DHIS2 para VigiFlow, via XML E2B

VigiI:/lobileg(offline app)* por exemplo . EduraVigilance para VigiBase, via API E2B

1 disponivel / atualiza¢do agendada * Em desenvolvimento ! https://apps.who.int/iris/handle/10665/338400



104 paisesem todo o mundo e 26 na América Latina e Caribe
usam o VigiFlow como seu banco de dados de seguranca de medicamentos

AMERICA LATINA (10)

ARGENTINA
BOLIVIA
BRASIL
COLOMBIA
EQUADOR
MEXICO
PARAGUAI
PERU
URUGUAI
VENEZUELA

CARIBE (16)

ANTIGUA E BARBUDA
BAHAMAS
BARBADOS
BERMUDAS
DOMINICA

GRANADA

GUIANA

HAITI

JAMAICA
MONTSERRAT
PORTO RICO

SAO KITTS & NEVIS
SAO VICENTE E GRANADINAS
SANTA LUCIA
SURINAME

TRINIDAD E TOBAGO




ANVISAmembrodo ICH desde 2016

CONTACT REGISTER

harmonisation for better health D S E M

TRAINING =

Home \ C'C_Ia" zation ', Members & Observers
g “b Mini Orgdos do Governo  Acesso & Informac3o  Legislacio  Acessibilidade e © Entrar
Members & Observers
Current Members and Observers = Agéncia Nacional de Vigilancia Sanitaria - Anvisa O que vocé procura? Q,
The ICH Association comprises the following Members and Observers:
# > English > Intemational position
MEMBERS OBSERVERS . .
International position
Click here for the list of Representatives Click here for the list of Representatives
Public 29/10/2020 150 Com
Founding Regulatory Members Standing Observers blicano em 25/10/2020 15037 Camparilhe f v ‘9
- EC, Europe « IFBMA
- FDA, United States - WHO With the aim at keeping the Brazilian regulatory framework up-to-date, as well as ensuring that the Brazilian context is included in the process of preparing
» MHLW/PMDA, Japan Legislative or Administrative Authorities the international references that will guide health regulation worldwide, Anvisa participates in the main forums for discussion and regulation of products and

Founding Industry Members services subject to health regulation

Anvisa's participation in bilateral r al and international negotiations and regulatory convergence initiatives promotes the use existing international tools
to assist the Agency in its role of regulating, menitoring and supervising products subject to health regulation. These activities aim at avoiding duplication of
efforts and making the better use of available resources, with a focus not only on health protection and promotion, but also on the national economic

- PhRMA

Standing Regulatory Members

N N development
» Health Canada, Canada

vissmedic, Switzerland

Anvisa is also an important player in Brazilian technical cooperation efforts. Technical cooperation in health regulation is an effective instrument for
strengthening the regulatory capacities of all parties involved. promoting the exchange of experiences and the use of best regulatory practices carried out
« JFDA, Jordan by different health authorities

Regulatory Members
< Y = IMVIRA, C

- MMDA, Moldava

. MOPH. Lebanon These are some of the main recent international achievernents by Anvisa

nal Center, Kazakhstan
. I 2018 Becomes a member of the International Council for Harmenisation of Technical Requirements for Pharmaceuticals for Human Use (ICH) I

- NMPA, China
. SEDA. Saudi Arabia 2015 Controls performed by Anvisa for pharmaceutical ingredients are recognized as equivalent to those of the European Community
- TFDA, Chi .

TITCK T Becomes member of International Cooperation on Cosmetics Regulation (ICCR
. CK, Turkey

Industry Members 2012. Co-founds the International Medical Device Regulators Ferum(IMDRF)

. BIO
2010 Meets all the necessary criteria to be recognized as a Regulatory Authority of Regional Reference (NRA) by the Pan American Health Organization
(PAHC)



v E2B(R3)

Clinical Safety Data Management: Data Elements for Tmnsmission of Individual Case Safety Reports (ICSRs)

ICH E2B EWG was re-formed to conduct a revision of E2B(R2) Cuideline in
2003 and in May 2005 a revised Guideline, E2ZB(R3), was released for public
consultation.

The ICH Steering Committee had taken a key decision that technical
specifications should no longer be developed solely within ICH, but should
be created in collaboration with Standards Development Organisations
(SDOs] to enable wider inter-operability across the regulatory and
healthcare communities.

ICH E2ZB[R3] was the first topic harmonized under the new process. An
Implementation Cuide for E2B(R3) data elements and message
specification was developed by the E2B EWG, which uses the I1SO/HLT?
279532 ICSR message exchange standard developed by the SDOs, and
EZB[R3) reached Step 4 in November 2012

The E2B(R3) Implementation Package, Q&As and further information is
available on the ESTRI page.

Date of Step 4 1 November 2012
Status: 5Tep 5

Implementation status:

ANVISA, Brazil Implemented; Date: 1 October 2020; Reference: RDC
092015 and RDC 04/2009

COFEPRIS, Mexico - Implemented; Date: 1 September 201,
EC, Europe - Implemented; Date: 1 July 2013; Reference: CHMPACH 2871995

FDA, United States - In the process of implementation;

Extraido do site do ICH: https://www.ich.org/page/ich-guidelines

WG Presentations /

Trainings

B E2B([R3) Presentation -
- sDOs

Related Links

& LEEIRI page - E28


https://www.ich.org/page/ich-guidelines

Por que a padronizacao é importante na farmacovigilancia?
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Informacdes nao estruturadas nao contribuem muito

A-SPUTNIK V
B-CORONAVAC
C-SINOPHARM
D-ASTRAZENECA
E-COVAXIN
F-HAYAT VAX

G- MODERNA

H- PFIZER

Country 1

v
v
v
v
v
v
v
v

Problem Description

v ASTRAZENECA

v Aztra Zeneca

v Laboratorio Biotecnologico Moderna
¥ Moderna

Country 2
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CANSINO

CANSINO, CANSINO SINO BIO

CARBAMAZEPINA LEVOTIROXINA VACUNA DE ARNM FRENTE A (
CARBAMAZEPINA VACUNA DE ARNM FRENTE A COVID-19
CARVEDILOL BNT162b2

CARVEDILOL VACUNA DE ARNM FRENTE A COVID 19 CLORTALI
CARVEDILOL Vacuna frente a COVID-19 (ChAdOx1-S [recombinar
Chadox 1S-recombinante

Chadox-1s ASTRAZENECA

ChAdOx1-S

ChAdOx1-S ADENOVIRUS RECOMBINANTE

ChAdOx1-S ADENOVIRUS RECOMBINANTE LEVOTIROXINA
ChAdOx1-S ADENOVIRUS RECOMBINANTE LOSARTAN
CHADOX1S RECOMBINANTE ASTRAZENECA

CIPROFLOXACINA AZITROMICINA PFIZER-BIONTECH COVID-19
CIPROFLOXACINA LEVONORGESTREL + ETINILESTRADIOL PFIZE
CIPROFLOXACINO VACUNA COVID-19

CLARITROMICINA IBUPROFENO PFIZER-BIONTECH COVID-19 VA
CLONAZEPAM VACUNA DE ARNM FRENTE A COVID-19
CLOPIDOGREL SIMVASTATINA VACUNA DE ARNM FRENTE A CO\
CLORURO DE SODIO PFIZER-BIONTECH COVID-19 VACCINE ACI
CLOTRIMAZOL PFIZER-BIONTECH COVID-19 VACCINE METRONII
Cominarty -Pfizer BioNTech

COMINARTY CONCENTRADO PARA DISPERSION INTECTABLE

Country 3

Orgamzacuén {fﬁ Organizacién

Panamencana
de la Salud

Mundial de la Salud
s s AMEFicas

#UniversalHealth
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WHODrug Standardised Drug Groupings

Search by SDG or Active ingredient variant

o Informac0Bes estruturadas permitemtodotipode analise! i

> [ Immunotherapy for COVID-19
> [ Other drugs used for COVID-19
~ Vaccines for COVID-19 Broad Narrow
> DNA vaccines for COVID-19 Narrow
> Inactivated vaccines for COVID-19 Narrow

4 267 359 cases match your filter

it SDG - Broad: Vaccines for COVID-19 %

s Overview i= Cases f(x) Disproportionality I© Related investigations (31) Export v

Patient age Patient sex Countries

= & =

United States of America
United Kingdom of Great ... -

0 - 27 days o

28 days to 23 months i

2-11years -1 cermany
Netherlands N
12 - 17 years -1l
France — N
18 - 44 years -
Austria -
45 - 64 years -
ltaly —J
65 - 74 years - Australia -l
= 75 years N Philippines -l
Unknown - Spain -l
OIW 10]9’ 20]9’ 30]9’ d'lO°'1 0‘[3' 9[9’ 18‘0' 2?1°' j6°'1
¢ s ¢ ° * W Female m Male  Unknown - ’ - o <
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Analise descritiva da qualidade das informacdes enviadas da ANIVSA ao banco
de dadosglobal de medicamentosda OMS de 2017 a setembro de 2022
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Analise descritiva da qualidade das informacdes enviadas da ANIVSA ao banco
de dadosglobal de medicamentosda OMS de 2017 a setembrode 2022

vigiGrade score
- Vaide(Q,7al

- Considere informagdes estruturadas de:
-  Horadeinicio
- Indicacao HH&
- Resultadodo evento
- Sexo
- Era
- Dose
- Pais
- notificadorinicial
- Tipoderelatério
- Comentarios

—_——

- Um bom gol é talvez uma pontuacao vigiGrade acima de 0,8

Bergvall, T., Norén, G.N. & Lindquist, M. vigiGrade: A Tool to Identify Well -Documented Individual Case Reports and
Highlight Systematic Data Quality Issues. Drug Saf37, 65—77 (2014). https://doi.org/10.1007/s40264-013-0131-x

Proportion of ICSRs (%)

B Score == 0.1
score > 0.1 and == 0.5
Score > 0.5 and == 0.9
Score = 0.9
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https://doi.org/10.1007/s40264-013-0131-x

Analise descritiva da qualidade das informacdes enviadas da ANIVSA ao banco
de dadosglobal de medicamentosda OMS de 2017 a setembrode 2022

Average Completeness score over time

0.75

Score

025

2017 2018 20159 2020 2021 2022
Time point received at the UMC (year and quarter)

== Al countries — = Brazil

Bergvall, T., Norén, G.N. & Lindquist, M. vigiGrade: A Tool to Identify Well -Documented Individual Case Reports and
Highlight Systematic Data Quality Issues. Drug Saf37, 65-77 (2014).


https://doi.org/10.1007/s40264-013-0131-x

Analise descritiva da qualidade das informacdes enviadas da ANIVSA ao banco
de dadosglobal de medicamentosda OMS de 2017 a setembrode 2022

Average Completeness score over time by field

i* - _-—-___-_—'—-l-

Field score

™al 427\ N d
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- N A
0.25

2017 2018 2019 2020 2021 2022
Time point received at the UMC (year and quarter)

— Age at onset = Heport type — Comments = |ndication — Outcome
m— Patient sex m— Primary reporter Dosage Time to onset === Completeness
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Bergvall, T., Norén, G.N. & Lindquist, M. vigiGrade: A Tool to Identify Well -Documented Individual Case Reports and
Highlight Systematic Data Quality Issues. Drug Saf37, 65—77 (2014). https://doi.org/10.1007/s40264-013-0131-x



https://doi.org/10.1007/s40264-013-0131-x

Em quais projetos estamos trabalhando em conjunto com a ANVISA?



Em quais projetos estamos trabalhando em conjunto coma ANVISA?

e Participacao da ANVISA no projeto ISOIDMP para identificacdo precisa de
medicamentos, projeto conjunto com US FDA, EMA e outras autoridades
regulatorias de referéncia.

* |mplementacado do WHODrug Global como padrao de codificacao para relatorios
de seguranca da industria quimico-farmacéutica.

* Expansao das feramentas de farmacovigilancia para as diversas entidades do
sistema nacional de saude brasileiro.

* Compatibilidade entre as ferramentas da Estratégia de Saude Digital para o Brasil
ESUS-DATASUS (EAPV) e VigiMed

* Melhoria continua das ferramentas de seguranca de medicamentos UMC VigiFlow
(VigiMed) e seus servigos associados e Vigilyze

WHODrug
Global

Monitorin
Departamentu de Informatica do SUS \/ l g I M e d m Cantre ©



UMCe ANVISA, aliados estratégicos

Brasil

UPPSALA

R@Q@RTS

—— COVERING THE WORLD OF PH HGII_A\CE —_

FarmacowgllanCIa en Brasil;
un sistema en movimiento

A pesar de las dific wltades que conlleva monitorear la seguridad
de los farmacos en un pais con mas de 200 millones de habitantes,
ol sistema de farmacovigilancia de Brasil atraviesa actualmente
un periodo de cambios pr ofundos y significativos.
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