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Objetivos - MDSAP

* Promover uma adequada avaliacao regulatéria dos sistemas gestao da

qualidade de fabricantes de produtos para saude, e a0 mesmo tempo
minimizar o peso da regulamentacao sobre a industria.

Promover o uso mais eficiente e flexivel de recursos reqgulatérios por
meio do compartilhamento e aceitacao mutua entre os reguladores,
respeitando a soberania de cada autoridade.

Promover, a longo prazo, maior alinhamento de abordagens
regulatdrias e exigéncias técnicas a nivel mundial com base em normas e
regulamentos internacionais de boas praticas.
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Participantes do MDSAP

Membros Efetivos

Australia Brazil Canada Japan us
Therapeutic Agéncia Health Canada (MHLW/PMDA) Food and Drug
Goods Nacional de (HC) Administration
Administration Vigilancia (FDA)
(TGA) Sanitaria

(ANVISA)
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Participantes do MDSAP

Observadores

Organizacéao Uniao Europeia Medicines and
Mundial de (EV) Healthcare
Saude (OMS) Regulatory

Agency (MHRA)




Singapore's
Health
Sciences
Authority (HSA)

Participantes do MDSAP

Afillados
| ]
XN :
4 e
Korea's Ministry Ministry of Administracion
of Food and Health of Israel Nacional de
Drug Safety Mec!icamentos,
(MFDS) Allmentos, y
Tecnologia

Médica (ANMAT)
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CRITERIOS DE AVALIACAO

* IMDRF/MDSAP-WG/N3
* IMDRF/MDSAP-WG/N4
* IMDRF/MDSAP-WG/N5
* IMDRF/MDSAP-WG/N11

* 1ISO 17021:2015

Disponivel em:

https://www.fda.gov/medical-devices/medical-device-single-audit
-program- mdsalo/mdsalo documents



https://www.fda.gov/medical-devices/medical-device-single-audit-program-mdsap/mdsap-documents
https://www.fda.gov/medical-devices/medical-device-single-audit-program-mdsap/mdsap-documents
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Medical Device Single Audit

Program (MDSAP) Questions and Answers

e Questions and Answers on the Medical Device Audit Program

MDSAP Documents

Available Documents

o MDSAP Policies, Procedures, Templates and Forms

o MDSAP Audit Procedures and Forms




Assescment Activities

Initial Assessment

Assessment Program

Surveillance Assessment Re-Recognition Assessment

( Application Review )
S
Stage 1 Assessment Stage 1 Assessment including
Including Documentation Documentation Review for
Review Changes
S - —_— < -
Stage 2 On-Site Assessment Surveillance On-Site Re-Recognition On-5ite
(Head Office) el gl
(Head Office) (Head Office)
S S - L
( 3 Witnessed Audits ) ( 1 Witnessed Audit :) ( 1 Witnessed Audit )
S S - L

On-Site Assessment of all
Critical Locations {as necessary)

1 Witnessed Audit per Critical
Location and per Assessment
Cycle (as necessary)

1 Witnessed Audit per Critical
Location and per Assessment
Cycle {as necessary)




. Organismo Auditor Status

BSI Group America
TUV SUD America Inc.
Intertek Testing Services

UL Medical and regulatory Services of UL, LLC

SGS UK Ltd.

DEKRA Certification B.V.
TUV Rheinland N.A. Inc.
LNE G-MED

TUV USA Inc.

NSAI

DQS Med

NCC Certificacoes do Brasil Ltd.
DNV Presafe

DNV Medcert

Reconhecido
Reconhecido
Reconhecido

Reconhecido

Reconhecido
Reconhecido
Reconhecido
Reconhecido
Reconhecido
Reconhecido
Reconhecido
Sim
Sim

Sim



Critérios de Auditoria em Fabricantes

m o

G
+ — Modelo de Auditoria
Reqmsﬂos especiflcos: MDSAP
ANVISA / FDA / HC / TGA | PMDA -

MDSAP AU P0002: Audit Approach
MDSAP AU G0002: Audit Process Companion Document

MEDICAL DEVICE SINGLE AUDIT PROGRAM




MNumber of Sites

8,000 -

7,000 -

6,000 -

5,000 -

4,000 -

3.000 -

2,000 -

1,000 -

MDSAP Participating Manufacturer Sites - Calendar Year

482899

54
4.25%4?6

3.962
3,582

2 BEES

9
I il rel A N OIE] I ONE IR M EE

5.12

%,295'45??1

3.94

§.04

22 1[]‘12 14814

16

§.637

B Murnber of &
B Curmnulative

Quarter



n— : " Rest of the World;
1224; 19%

Italy; 121; 2% USA; 2608; 41%

South Korea; 167; 3%

Switzerland; 167; 3% |
France; 182; 3% /
UK; 210; 3% .
Japan; 234; 4%

Brasil - 28 empresas China; 439; 7%

Germany; 517; 8% Canada; 454; 7%
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Certificado de Boas Praticas de Fabricacdo de Dispositivos Médicos
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Utilizacao do MDSAP pela ANVISA

Pré- Agendament x Al Emissao
analise o Inspecao Analise certificado

—_— —_—

Relatorio de
auditoria MDSAP



Vantagens do MDSAP para os Fabricantes

* Racionalizacao de Recursos dos fabricantes

* Avaliacao do Sistema de qualidade da empresa frente a ISO 13485 e
regulamentos especificos de Australia, Brasil, Canada, EUA e Japao

* Reconhecimento como um padrao de qualidade internacional
* Utilizacado dos Resultados da Auditoria MDSAP para comercializacao

de produtos para saude nos paises participantes do programa

* Celeridades nas certificacOes de Boas Praticas de Fabricacéao

MEDICAL DEVICE SINGLE AUDIT PROGRAM




Vantagens do MDSAP para a ANVISA

Racionalizacao de recursos

Padrao de relatorio

RDC n°665/2022 no escopo

Autenticidade dos relatorios (recebidos diretamente dos AOS)
Possibilidade de solicitar informacoes adicionais

* Celeridade nas certificacOes

* Monitoramento Anual (surveillance audits)

* 5-day notice




Emissao de Certificados via MDSAP

=~

l\/
2017 ™33 Certificates Issued ( 4.7%)

2018™ (7 Certificates Issued (19,3%)
2019“74 Certificates Issued (48,7%)
2020“44 Certificates Issued (49,1%)
2027 —) 529 Certificates Issued (51,4%))
2022“21 Certificates Issued (59,7%)

<= ANVISA =
2023 ™03 Certificates Issued (69,1%) - Until Febfuary 385"
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= Principais Questionamentos

Auditoria MDSA
pelo SNVS

Inspecao BPF realizada

X

Auditoria MDSAP Inspecao Investigativa

Auditoria MDSA% Licenciamento. Sgpitario
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