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Contextualizacao

Projeto Estratégico - Avaliacao da Anvisa
< < ” como WHO Listed Authority (WLA)

2020-2023

Permitir o uso eficiente de recursos regulatorios, fornecendo

uma estrutura robusta para promover a confianga entre os paises

Incentivar a melhoria continua dos sistemas regulatorios e

convergéncia regulatoria

Ajudar nas decisdes de compras sobre produtos médicos pela

ONU e outras agéncias, bem como por paises (especialmente de
baixa e média renda

Contribuir para o programa de pré-qualificagdao da OMS,

expandindo o conjunto de autoridades reguladoras confiaveis

Promover a equidade na saude possibilitando um ambiente de

inovacao e producao local e acelerando o acesso a produtos
médicos




Projeto Estratégico - Avaliacao da Anvisa
< /’ como WHO Listed Authority (WLA)
2020-2023

Contextualizacao

Stringent Regulatory Authorities (SRAs)

Jiisl% Hoalth Topis v Counties v Newsroom v e ¢ I ot * Medicamentos
PEERY SR WO -
&\_ \ . WHO'L'St,Ed AUthont.y (WLA) [0 Membros fundadores do ICH (2015)
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[0 Autoridades Regulatdrias de alto desempenho

A Framework for evaluating and publicly designating regulatory authorities as WLA

Medical products regulaticn and reguletory activitizs are becoming more and more globalized. While harmonization and convergence have been

pursiiec for many years through internationzl inifiatives, the nse of relanca is an emerging trend 25 a strategy fo bring &fic enc es o regulalory ““erlm "5t Ot Natlonal Regl“atow
sysiems. The principle of reliance is centra to WHO's appreach to requlatory system strengthen ng anc also a cornersione for effective, efficient Authorities

&nd smart regulatory activities of mecical products. An ongcing initiative at WHO aims at establishing and implementing a framework for

onating national regulatory authorities (NRAs) that mest a dafined criterion as WHO Listed Authorites (WLAs)

evaluating and de:

The designation of a regulatary autherity as a WA is ultimately meant to premoto access and supply o7 safo, effective and quality medicinas and List of Stringent Regulatory Authorities {SRAs) >

vacuines. This is achieved by facilitating (e use of reliance on e work pioducts and decisions of frusted agencies in e 12gukalory dscision

making of regulatory authorities and th= procurement decisions o7 UN anc other agencies lo reduce redundancy and waste of Imited reg latory List of Reglonal Refersnce Authorities for medicines in the a
b RGP ) NRAs of regional reference (WHO/PAHO)

With the introduction of the WLA designation, WHO will repl
gpproach developed withcut any prior assessment te guide global procurement of mediciies and VWHO as well 3¢ (2) the concept and procedure List of NRAs operating at maturity level 3 (ML3) and maturity
’

for recognizing regulatery autheritias exhioiting ‘a hgh level of performance’ in veccre regulation (the then-callec 'unctional NRAs) level 4 (ML4) d f d O PAS
' X ¢ Baseada na ferramenta da

The WHO Clobal Eenchmarking Tool (CBT) remans the foundation and first global tool for essessing the regulatory systems based on inputs
In the ather hard, the ‘N1 A framework IS meant to provide a mar2 detalled

ace (1) the concept of Stiingent Regulatory Authorty (SRA1 which was a pragmatic

List of vaccine producing countries with functional NRAe >

pracesses and outputs foliowing standardized ohjectve critena
hrough a pericrmance cvaluation process that examines key regulatory outputs and col

stoncy 'n

picturc of how a rogulatory system operate

adhetence Lo inlenaliondl standaids and good regulalory praclices

NRAs at ML3 and ML4

-

Duririy & consullalive meeting of regulalons hom guoss iz WHO reg o beld from 19 o 20 Seplember 2019, as vail of the planned Regulatory system strengthening
trarsformation from the term Stringert Regulatory Authonties (SRAs) to WHO Listad Autharities (WLA), it was discussed and agreed that WHO
should publish an interim kst of (1) requlatcry authorities considered as stringent NRAs pre-reform of ths ICH in 2015 (2) NRAs of Regional
Reterence in the r

r of the Americas, (3) those that have achieved maturity level 3 or 4 tollowing avaluation using the WHO (lobal B d f BT 2 1
Benchmerking Tool (GBT), and (4) functional NIRA: ssed against the WHO Vaccines Assessment Tool befere intreduction of the CBT in 2076 ° a Se a a n a e r ra l I le nta G 0 6

Links to the aforementioned interim lists and other documents relevart to the ongcing WIIO initiative for designation of WLAs are available on this
rage

WHO functional NRAs (vaccines)

e Baseada na ferramenta de vacinas -OMS

Initdric



https://www.who.int/initiatives/who-listed-authority-reg-authorities

« Ferramenta da OMS para avaliacdo dos sistemas

o que é GBT (WHO requlatérios das Autoridades Sanitarias Nacionais;
Global BenCh ma rking « Unido de outras ferramentas utilizadas desde 1997

para vacinas e medicamentos

TOO'.)? « Compreendido por 8 funcdes regulatdrias + Sistema
Regulatério (RS)

« National Regulatory Systems (RS)

« Registration and Marketing Authorization (MA)
 Vigilance (VL)

« Market Surveillance and Control (MC)
 Licensing Establishments (LI)

« Regulatory Inspection (RI)

« Laboratory Testing (LT)

 Clinical Trials Oversight (CT)

« NRA Lot Release (LR)
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Estrutura do GBT

Scope: 1. Medicines
2. Vaccines
3. Blood Products (whole blood, blood components and plasma derived medicinal products (PDMPs,
ORY SYSTEM (RS) ‘ 2 i peodudiaySHNFe)
Description: The assessor should identify within the existing legislation and institutional regulations, the scope of regulatory activities and products
Description: The National Regulatory System provides the framework that Supports the World Health Organization (WHO) that should be regulated. Existing definitions for regulated medical products (e.g., medicines, biological products, and medical devices)
¥ . 5 . i . : ) N should be used. It is not necessary to have a single (standalone) drug law; however, a promulgated and enforced law should exist. If the
recommended regulatory functions. The National Regulatory Authority (NRA) is the institution in charge of assuring base laws and regulations refer to the need for complementary regulation, it is important to access that information.
the quality, safety, and efficacy of medical products as well as ensuring the relevance and accuracy of product
. a ) Yo Yo i v L P . g . yorp Objective: The objective of this sub-indicator is to ensure the existence of legislation and institutional regulations that define the products that
information. A sustamable, weII-functlonlng regulatory system will ensure an mdependent and competent should be regulated. It is important to set up the scope and mandate of the regulatory agency in charge of regulating medical products
oversight of medical products. in the country.
Requirement: Scope of regulated medical products
Indicator: RSO1 Legal provisions, regulations and guidelines required to define regulatory framework of national regulatory system
(RS) Evidence to review: The assessor should request for and review:
1. Promulgated legal provisions and regulations that define the medical products that should be regulated.
Objective: The objective of this indicator is to ensure that the legal basis defining the regulatory framework for the national regulatory References: 1. National drug regulatory legislation: guiding principles for small drug regulatory authorities. In: WHO Expert Committee on
system exists. Specifications for Pharmaceutical Preparations: thirty-fifth report. World Health Organization; 1999: Annex 8 (WHO Technical Report
Series, No. 885)., (1), (http://apps.who.int/medicinedocs/documents/s21964en/s21964en.pdf)
The assessor should identify how the different pieces of the Iegislation are drafted and to know which organizations and 2. Guidelines for national authorities on quality assurance for biological products. In: WHO Expert Committee on Biological
instituti lted duri thi includi th blic, indust tal izati d oth Standardization: forty-second report. World Health Organization; 1992: Annex 2 (WHO Technical Report Series, No. 822), (2),
!ns itutions are.consu ed during this process, including the public, industry, non-governmental organizations and other (http://www.who.int/biologicals/publications/trs/areas/biological_products/WHO_TRS_822_A2.pdf)
interested parties. 3. Regulation and licensing of biological products in countries with newly developing regulatory authorities. In: WHO Expert Committee
. . T . a3 on Biological Standardization: forty-fifth report. World Health Organization; 1995: Annex 1 (WHO Technical Report Series, No. 858), (3),
The assessor should identify the cases where the relevant legal provisions have been defined but the regulations have not (http://www.who.int/bloodproducts/publications/WHO_TRS_858_A1.pdf)
been enacted and published, which may lead to legal uncertainty, misunderstanding or misinterpretation. The regulatory 4. How to develop and implement a national drug policy, Second edition. WHO, 2001., (116),
5 » 5 . (http://apps.who.int/medicinedocs/pdf/s2283e/s2283e.pdf)
system functions should be supported by appropriate and promulgated legislation.
Framework: Structure/Foundation/Input
Category: 01. Legal provisions, regulations and guidelines
Sub Indicator: RS01.01: Legal provision and regulations define the medical products that should be regulated.
Maturity Level: 1
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Niveis de Maturidade

WHO GBT Maturity Levels

) ©

Some elements Evolving national Stable, well- Regulatory system
of regulatory regulatory system @ functioning and operating at
system exist that partially integrated advanced level of

performs essential | regulatory system performance and
regulatory continuous
functions improvement

Can ensure the quality of products if rely
on ML 3/ ML 4 regulatory systems

CONCEPT NOTE: AFRAMEWORK FOR
EVALUATING AND PUBLICLY DESIGNATING
REGULATORY AUTHORITIES AS WHO-LISTED
AUTHORITIES — May 2019 — Draft for comments

https://www.who.int/docs/default-source/medicines/norms-and-standa
rds/current-projects/qas19-808-who-listed-authorities.pdf?sfvrsn=e5b3
50f3 2
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https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/qas19-808-who-listed-authorities.pdf?sfvrsn=e5b350f3_2
https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/qas19-808-who-listed-authorities.pdf?sfvrsn=e5b350f3_2
https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/qas19-808-who-listed-authorities.pdf?sfvrsn=e5b350f3_2

Operational guidance
for evaluating and
publicly designating
regulatory authorities
as WHO-listed
authorities

Manual for performance
evaluation of regulatory
authorities seeking
designation as
WHO-listed authorities

) World Health
(s nea World Health
@/g Organization Organization

7
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https://www.who.int/initiatives/who-listed-authority-reg-authorities

Processo de Avaliacao

GBT

Meet
requirements for
ML1, ML2
and ML3 GBT
sub-indicators in
all functions

(overall
ML3)

GBT ML3 and
ML4 sub-
indicators

—+

PE indicators

PE tools

PE

Meet all GBT ML3 sub-indicators and
mandatory GBT ML4 sub-indicators
in the relevant function(s)

Meet performance
evaluation indicators in the relevant

function(s)

Meet performance evaluation tools in the
relevant function(s)

WLA

WLA status
for relevant
function(s)
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Critérios de avaliacao

Number of:
Assessment category
mandat‘ory.ML4 e PE indicators PE tools
sub-indicators
Regulatory system (RS)? 14 4 -
Registration and marketing authorization (MA) 3 3 1
Vigilance (VL) 4 1
Market surveillance and control (MC)P 2 2 -
Licensing establishments (LI)¢ 2 - -
Regulatory inspection (RI)¢ 5 - 1
Laboratory testing (LT) 3 1
Clinical trials oversight (CT) 2 3 1
Lot release (vaccines) (LR)® 1 - -
=L ANVISA
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Como ser autoridade referéncia?

¥ $

ML Desconectado do ML
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Contextualizacao

Projeto Estratégico - Avaliacao da Anvisa
< < ,’ como WHO Listed Authority (WLA)

2020-2023

Diagndstico da Anvisa - GBT
2021
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[ej Diagnostico da Anvisa - GBT
Contextualizacao 2021

Consideracoes do GT
4 Y4 N/ N

. AN U ) Zi=ANVISA




Contextualizacao

©)

Projeto Estratégico - Avaliacao da Anvisa
como WHO Listed Authority (WLA)

2020-2023

Diagndstico da Anvisa - GBT
2021

Criacao da CSGQA
Jun/2022
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Base para a estruturacao do SGQ/Anvisa

INTERNATIONAL ISO
STANDARD 9001:2015
Edition 5 Implementing quality
s management systems
in national regulatory
authorities:
Examples and practices
Quality management systems — Annex 13

Requirements

WHO guideline on the implementation of quality
management systems for national regulatory authorities|

Abbreviations 274
1. Background 274
2. Objectives 275
3. Scope 276
4. Glossary 278
5. Quality management system requirements for national
regulatory authorities 279
5.1 Quality management system concepts 279
5.2 Quality system requil 282
6. Quality g system impl ion hodology 304
6.1  Supporting factors for quality 1t system impl i 304
6.2 Situational analysis of quality system impl itation status
in the national regulatory authority 305
6.3 Gap analysis for developing a roadmap for quality management system
implementation 307
R 64 Quality system devel and impl i dmap 317 . _
Py 25N T SOUONTIs 6.5 Activity plan for quality management system implementation 318 p | pu 12 para Impla ntacdo de
ISO 3 i . = -
e Rafaranices 318 AN Sistema de Gestao da Qualidade
- Appendix 1  References to the WHO Global Benchmarking Tool, revision VI 320 ,4 > em Unidades do
Appedixa:  Adiity plan or duaity s syskan il " 323 { Sistema Nacional de Vigilancia Sanitaria
4
@ covoecrr GiavvsA | dipmeems ek | oun SORTE
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Base para a estruturacao do SGQ/Anvisa

Politica de Governanca
Organizacional

SGQ implantado na
Geréncia-Geral de Inspecao

Estrutura de documentacao
em diversas unidades

mm Cadeia de valor estruturada

Unidade especializada em
mmm Mapeamento e melhoria de
processos (CQUAL/Aplan)

(Vs
Q
)
C
Q
)
A
X
Q
Vs
(O
P
i
e
.
=
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Estruturacdo da Area

Coordenadora CSGQu
Patricia Serpa J

T T ! a

Simone Honorato Alba Maria Campos Thiago Ken Ithi REDE DE AGENTES
Santana £ DA QUALIDADE

Lima Pismel @ Ribeiro Yamada
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Agentes da Qualidade - 69 membros

)
8

oAon
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»
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¥

Adjane Balbino de Amorim Rodr...

SERVIDOR PUBLICO FEDERAL

Ana Cleire Ferrelra do Ofiveira G...

Expecadive

Beatriz Serrapio Peres
tapecidivie sm laguiacho e Vighinca

Cristiana Felipe Sales
Servddor Pibkcn

Dendse Regina Horn

Anafats Admirssirazvo

Fablano Ferrelra de Araujo
Servrdor Piblco

Favia Noves Rocha Alves
Servddor Piblco

Hello das Santos Costa
SERVIDOR PUBLICO FEDERAL

J Jussana Cristina de Abreu
or Pibbco

Sorvat:

Luana Ferreira Bento
Servrdor

-
/ I, ‘\ Maria Fernanda Rels @ Siva Thees

Matheus Augusto de Olivelra R

A
oL & SERVIDOR PUSLICO FEDERAL

:; —  Paulo Augusto Lomos do Souza

Servrdor Pibbco

Renata Regina Leite de Assis
tapecadiva

|\ Stefania Lelrias Braga
=" Sevdor Pibkco Federsd

5-

Adriane Alves de Oliveira
SERVIDOR PLBLICO FEDERAL

. Andre Lulz Lopes Sinoti
I Servidor Piblica

§

D

N
o

Blanca Zimon Glacomini Ribeiro
Servidar Publica

Diego da Silva Moreira
SERVIDOR PLBLICO FEDERAL

-y fp Flavia Soares Rezande Morals
e’

Servidar Piblica

Julla Souza Vidal
e Pliblico

nna n

Lucia de Fatima Tebeeira Masson
Gorurte Geral

Maria Tereza Zeorpind Procter

{ . SERVIDOR PLBLICO FEDERAL

") | Mary Anne Fomtencle Martins
Y Especialnts

Mirlam Motindd Onishi

IF  SERVIDOR PLBLICO FEDERAL

Pettor Ricardo de Oliveira

g Servidor Pliblica

Rhayane Staphane Siiva Andrad...

» Albertino Frello Aline Nara de Mesquita Brito
A
. Servidor Pibbcn Expeciaints

" Anedir Barbosa Tristao Filho
[« | Analnts

A ‘ Camila da Siha Borges de Lacerda ) Clodoaldo Jose de Almeida Sou...

SERVIDOR PUBLICO FEDERAL

—
Daniela Matos @ Campos do Am... $e
SERMDOR PUBLICO FEDERAL

Dandela Vieira dos Rels Sturzene_

‘ff Ednardo Bastos Rodriguos
¥ Servidor Plblco

("‘ Femanda Simioni Gasparotto \ Fernanda Smidt Lara Resendo

S‘ Eapecisiats W I | SEMnoR PUBLICO FEDERAL
Glaucia Pachoca Buffon
apecaint

A 1us0: Gimenoz Quartin da Paha %' Juliane Zatell do Souza
.t Servidor Plblco v s" SEAVIDOR PUBLICO FEDERAL

ﬂ' Loonardo Nascimento Santos F | L8an Nazare Sadalla Pares Pime...
SERNDOR PUI 3 FEDERAL o Axmmo
e

"’I\l Marcele Cristina Alves Rosa -

¢ Yecnico Adminixtrative

Marcelo Camilo Morora
W Anaints

{a Marilia Rodrigues Mendes Takao
4 vt

' o Mateus Matlas Pinheiro Q
~ v

Mateus Rodrigues Corquedra
Sergcr e

tapeca

SERVDOR PUBLICO FEDERAL

f\‘ Nayrtan Flavio Moura Rocha ‘/Q Pablo Ratacl Tavares Pareira
:

{ '-‘ Raka Zandonade Vazzolor
L) Servidor Pikico

sS Sabeina Rodrigues Santos
ocrico Admininrativo

(J'\ Thals Mesquita do Couto Araujo
L Serwdors

i“h Victor Gomes Poreira

SERVIDOR PUBLICO FEDERAL

Estrutura da Qualidade

REDE DE AGENTES DA QUALIDADE

PORTARIA 607/ANVISA — 05/08/22

Art. 32 S30 atribuicdes dos agentes da
qualidade:

| - promover a implantacao local do SGQ;

Il - fornecer informacdes a CSGQA quanto a
implementacao do SGQ na unidade;

Il - participar dos cursos de capacitacao
promovidos pela CSGQA sobre SGQ;

IV - auxiliar o gestor, com o0 apoio e supervisao
da CSGQA, na operacionalizacao do SGQ na
rotina da sua unidade;

V - Desenvolver outras atribuicdes a serem
definidas ao longo da implantacao visando
estabelecer e consolidar o SGQ. ~L ANVISA
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ESCO po I n i Cia l CRITERIOS DO GBT & CADEIA DE VALOR

105 PROCESSOS ENTRE 3° E 5° NiVEL

................................................ CADEIA DE VALOR INTEGRADA

'
e g s S S
Agéncia Nacional de Vigilancia Sanitaria ; i
\ / -
rmee MISSAO@ st COORDENAR O . VALORES ___ i WHO Global
i INSTITUCIONAL \ GESTAODA |\ et iCIONAL i i PUBLICOS | i Benchmarkin
H ARTICULACAO E VIGILANCIA SANITARIA i i g
I Proteger e promover a saide \ INTERLOCU Ao‘ COM :
I da populagio, mediante a 1 SOCIEDADE E ESTADO =1 - DESENVOLVER SOGIEDADE : TOOI (G BT)
I intervengdo nos riscos \ 1 PESQUISA, EDUCAQZ:\O E :
: dec%rrenrej da produgo e do ‘, GESTAO DE = < QUALIFICACAO EM SAUDE $ for Evaluation of National Regulatory
[ g s g ! CONIROLEN EERURANCY A System of Medical Products
1 Z‘:ii‘;i“;‘;‘g;‘;”:::d?:""”av ! INSTITUCIONAIS ESTABELECER ! im A
: integrada no dmbito do 7 GESTAO DO -"| Y NORMASE EADROES H %\ i b
| Sistema Unico de Saide 7 CONHECIMENTO MACRO REGUERTORIOS : H §
e, EDAINFORMACAO SEGURANCA i
CORPORATIVA =\ PROCESSOS REALIZAR ) SANITARIA H
2 - GERENCIAIS y CONTROLE SANITARIO DE
i GESTAO DO ESTABELECIMENTOS E AMBIENTES
pm— ?)/ElquTSR ——— DESENVOLVIMENTO
H & \ ORGANIZACIONAL REALIZAR . E[}!
1 Zer un'n: msguggao promotora “ E DA INOVACAO 'A\ ) CONTROLE SANITAND ACESSO
1 a saude, cidadania e \ DE PRODUTOS
I oo guemmnch: Y GEsTAO DA MACRO ASERVICOS E
] . \ F (
| transparente, consolidando-se ] ESTRATEGIA A = L PROCESSOS PRODUTOS DE SAUDE
I como protagonisa no campo da I NN — ANVISA EIEEES DE QUALIDADE
regultat;ao e do controle N 1 E PROTECAO
| e tocdoes ! DA SAUDE
[ ,’ > MONITORAR O /~/ i
o e il RISCO SANITARIO DE PRODUTOS, H
1
SERVICOS E AMBIENTES CONFIANCAE
wewo NOSsSOS " ___. A o PREVISIBILIDADE NO
! VALORES ¥ FISCALIZACAO E APURACAO AMBIENTE REGULATORIO
1 \‘ DE INFRACAO SANITARIA !
1« Visgo sisté ADM 1
I \ 4 ovover . o @
I« Acdo articulada e integrada no SNVS 'y RESPOSTA SANITARIA CONTRA PROPAGACAO H %b
I« Conhecimento como fonte de acdo INTERNACIONAL DE DOENCAS E AGRAVOS H %5
I 1
1 ‘Ex(eléncia na presta¢do de servigos 'l B i INFORMACAO 2
| @sociedade f REALIZAR ACOES PARA ! PARAAUTONOMIAE 772X\, World Health
i / REGULACAO ECONOMICA DO | CIDADANIAEMSAUDE ! i R Organization
i / MERCADO : H So=F
I / i i
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Escopo Inicial

Impacto em 1226 servidores
(do total de 1535)



Plano de Implantac¢a

* Publicacdo do Regimento Interno

0 Defini¢do do escopo do SGQ

* Publicagao da portaria de agentes da qualidade

Estruturagao da area . . . L
Elaboragao dos Procedimentos da Qualidade e validagdao dos modelos

* Publica¢ao da Politica da Qualidade

Treinamento e Sensibilizacao

O s>
G T T
Coiiagio do et sty
Cowor >

Adequacao dos Processos aos

et dos6a g — C T awe2 > )
/ < Ajustes na estratégia de implantagao

— =L ANVISA
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ACT/LEARN
Agir / Aprender

Manutencao e
Expansao do SGQ

* Compromisso ANVISA
Plano Plurianual 2024-2027

* Incluir 90% dos processos de terceiro nivel finalisticos da
cadeia de valor da Anvisa no Sistema de Gestao da
Qualidade.

» Atender 100% dos critérios de auditoria utilizados pela
Organizacao Mundial da Saude para auditar as
autoridades sanitdrias nacionais

Q\%

=L ANVISA

_| i_ Agéncia Nacional de Vigilancia Sanitaric




OBRIGADA!
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