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Abstract

Pharmaceutical product (Medical Devices) is an expensive and time consuming process to launch the product from the early
to promoting stage. This method is involved with a number of heavy research and increase in work. The implementation of
this method should be guided in accordance with the connected administrative prerequisites which helps to set time aside
and sale of products to the public. These requests will help to improve exercise and also helps you to manufacture a product
that follows the impact focused administrative requirements, i.e., a quality product that is safe and effective for its intended
use. Eventhough the fact that data on the administrative prerequisites (e.g., regulations, supervisory reports) entire human
resources products, developments are actively accessible, exploring the administrative system is not so simple when
handling with multiple tasks. The main key point is to help the administrative understanding that oversees product
advancement and affirm the administrative recognition. It may be utilized very well as an initiation stage to guide you in
building up your product. On building of a systemic process for collation, analysis, documentation, dissemination, updating
& re-validation of information data created for easy & effective LCM & regulatory compliances. It helps business people a
guide to follow.
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I. OBJECTIVES:
To build a navigation pathway on how to access key regulatory information for biologicals during lifecycle
management in Brazil the form of factsheet that can be used as a ready reckoner.
To collate data for better analysis & understanding on trend followed in Brazil.
To recommend on building of a systemic process for collation, analysis, documentation, dissemination, updating
& re-validation of information data created for easy & effective LCM & regulatory compliances.

1. DiscussiON
Overview
Table 1: Introduction to Brazil
Country Brazil
Capital Brasilia
Currency Brazilian real
Language Portuguese
Regulatory Authority ANVISA (Agéncia Nacional de Vigilancia
Sanitaria)

Country Flag
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b. Regulatory Factsheet for Medical Device in Brazil

REGULATORY FACTSHEET
Medical Devices
PRODUCT Medical Devices
COUNTRY Brazil
REGULATORY AGENCY ANVISA
TYPE OFAPPLICATION Market Authorisation Approval (MAA)

INTRODUCTION
Medical device means any instrument, apparatus, implement, machine, appliance, implant, reagent for in vitro
use, software, material or other similar or related article, intended by the manufacturer to be used, alone or in
combination, for human beings, for one or more of the specific medical purpose(s) of:

e Diagnosis, prevention, monitoring, treatment or alleviation of disease,
Diagnosis, monitoring, treatment, alleviation of or compensation for an injury,
Investigation, replacement, modification, or support of the anatomy or of a physiological process,
Supporting or sustaining life,
Control of conception,

o Disinfection of medical devices
Providing information by means of in vitro examination of specimens derived from the human body".

ANVISA categorizes Medical Devices into four types:
e medical equipments,
e materials for health use,
e orthopaedic implants and
e invitro diagnostics.

REGULATIONS
Table 2: Regulations for CFDA

SI No. Categorizes Regulations

01. Medical equipments Resolution RDC 185/2001 and RDC 211/2018

02. Materials for health use Resolution RDC 185/2001 and RDC 211/2018

03. Orthopaedic implants Resolution RDC 185/2001 and RDC 211/2018
In vitro diagnostics Resolution RDC 36/2015 and RDC 211/2018

CLASSIFICATION:
Table 3: Classification of Medical Devices-Brazil

Class Risk

Class | Low risk do not expire, but they might be cancelled upon request, in

Class 11 Low-moderate risk case of reassessment, in the i_mpossibility of solving

irregularities, or when fraud is detected

Class 111 Moderate to high Pre-market approyals for products categorized as Ris.k Class

risk 111 and 1V are valid for ten years from the date of their
L ublication in the Brazilian Official Gazette, and may be
Class IV High risk Fr)enewed for equal and successive periods. /
Timelines:

Class Timeline Validity

Class | 1-3 months Does not expire

Class Il 1-3 months Does not expire

Class 11l 8-15 months 10 years

Class IV 8-15 months 10 years

745


http://portal.anvisa.gov.br/legislacao%23/visualizar/26788
http://portal.anvisa.gov.br/legislacao%23/visualizar/366233
http://portal.anvisa.gov.br/legislacao%23/visualizar/26788
http://portal.anvisa.gov.br/legislacao%23/visualizar/366233
http://portal.anvisa.gov.br/legislacao%23/visualizar/26788
http://portal.anvisa.gov.br/legislacao%23/visualizar/366233
http://portal.anvisa.gov.br/legislacao%23/visualizar/29382
http://portal.anvisa.gov.br/legislacao%23/visualizar/366233

Abhishek B V et al /J. Pharm. Sci. & Res. Vol. 12(6), 2020, 744-749

APPROVAL PROCEDURE *:

Determine classification of your device using rules Found in Annex || of Resolution RDC 185/2001 published by ANVISA (Agéncia
Macional de Vigilancia Sanitaria). The Cadastro registration is for lower risk devices, has a simplified application, and typically

takes less time than Registro reviews.

| | | 1

Class | Class 1l Class IV
(Cadastra) (Cadastro) e {Registro)

i
GI
C-I
1‘:_I

Appoint 3 company that holds 3 Company Warking Allowance permit from AMVISA as your Brazil Registration Holder (8RH).

-
=
=
=

Provide Letter of Authorization to your BRH, who will submit your registration application to ANVISA. Your BRH maintains
control of your device registration and Brazil Good Manufacturing Practice (BCMP) certification, if applicable.

-
“
“
“—

Certain devices* require INMETRO Certification. Testing For electro-medical products performed oukside Brazil is usually
accepted, if performed by an ILAC-certified lab (CB Scheme is not accepted).*® Compile tests and pay fee to INMETRO Certifier.
INMETRO certification is valid for 5 years, and annual audits and Fees are required.

{_
r
“
<«

Class 11l and IV manuFacturers must be audited For BGMP

iClass | and Il device manufacturers must comply with BGMP compliance by ANVISA as outlined in RDC 16/2013.

requirements. However, ANVISA will not conduct an audit.

BGMP Fees are due every twao years.
¥ v 2 v
e N ]
Prepare Technical Dossier and cadastro application. Send legal Prepare Technical File, including clinical data, clinical studies
documents, 35 well as proposed ROC 185/2001-compliant (if applicable), information on your device in accordance with
labeling [IFL and labels) to BRH. These files are maintained by Annex lll, Part &, B, and C in RDC 185/2001, and proposed
your BRH in case of ANVISA on-site inspections. labeling (IFU and labels) per Anmex Il Part B.
W o ¥ hd
R S, SSS——

BRH prepares and submits the application to ANVISA,
All documents must be submitted in Brazilian Portuguese. Pay application Fee.

“—
<«
“—
<~

ANVISA reviews registration application.
Upon approval, ANVISA will publish registration number in the Diario Oficial da Unigo (DOU).

4=
+
-
&«

. ) ) Class il and IV registrations are valid For 10 years.
Class | and Il registrations do not expire. Registration renewals must be initiated one year, and no later
than six monkhs, prior to expiration.

“—
=
“—
“—

Appoint a qualified importer/distributor to bring your device into Brazil. You may now begin marketing your device.

Figure 1: Approval Procedure for MAA Medical Devices- Brazil

SUBMISSION PATHWAY':

http://portal.an

- Click on)
visa.gov.br/eng Requlati ( .

- —_ gulationof | Medical
lish Homepage Products Devices

LINK: http://portal.anvisa.gov.br/medical-devices
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NAVIGATION PATHWAY?

Ir para o conteddo 0l I para o menu Bl I+ para o busca B i para o rodapé ACESSIBILIDADE  ALTO CONTRASTE  MAPA DD SITE ENGLISH | &

ANVISA a

AGENCIA NACIONAL DE VIGILANCIA SANITARIA

B4 Webimal Perguntas Frequentes | Legisiagio | Contato | Servigos dasnvisa | Dados Abertos | Area de Imprenss

WOCE ESTAAQUL. HOME | REGULATION OF PRODUCTS . MEDICAL DEVICES

About Anvisa

Medical devices

Institutional

Figure 2: MAA-Medical Devices Pathway- Brazil

c. Overview
Table 4: Introduction to Japan

Country Japan
Capital Tokyo
Currency Japanese yen
Language Japanese, English
Regulatory Authority Pharmaceuticals & Medical Device Agency (PMDA)

d. Regulatory Factsheet for Medical Devices in Japan

REGULATORY FACTSHEET

Medical Devices

PRODUCT Medical Devices

COUNTRY Japan

REGULATORY AGENCY Pharmaceuticals and Medical Devices Agency (PMDA)
TYPE OFAPPLICATION Market Authorisation Approval (MAA)

INTRODUCTION
Medical device means any instrument, apparatus, implement, machine, appliance, implant, reagent for in vitro
use, software, material or other similar or related article, intended by the manufacturer to be used, alone or in
combination, for human beings, for one or more of the specific medical purpose(s) of:

e Diagnosis, prevention, monitoring, treatment or alleviation of disease,

o Diagnosis, monitoring, treatment, alleviation of or compensation for an injury,

o Investigation, replacement, modification, or support of the anatomy or of a physiological process,
Control of conception,

o Disinfection of medical devices
Providing information by means of in vitro examination of specimens derived from the human body".

REGULATIONS
Table 5: Regulations for Medical Devices in Japan

SI No Documents Published
01. Japan MHLW Ord. 136 - QA Procedures for Device 9/2004
02. Japan MHLW Ord. 169 - QMS Compliance 12/2004

GUIDANCE DOCUMENTS
Table 6: Guidance Documents for Medical Devices in Japan

SI No. Guidance Documents Published
01. Japan Guidance for Medical Device Applications 1 of 2 2/2005
02. Japan Guidance for Medical Device Applications 2 of 2 2/2005
03. Japan Handling Medical Device Foreign Clinical Data 3/1997
04. Japan Medical Device Complaint Handling Process Chart 3/2005
05. Japan QMS Inspection Process for Medical Devices and IVD 12/2010
06. Japan STED Submission Preparation Handbook 2/2016
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CLASSIFICATION: Medical devices in Japan are classified based on risk to the human body. The PMDA uses
a tiered classification system for medical devices as shown below.
Table 7: Classification of Medical Devices-Japan

Class Risk
Class | low risk General medical devices
Class Il low/medium risk Specified Controlled medical devices
Class 11 medium risk Controlled medical devices
Class 1l medium/high risk Highly Controlled medical device
Class IV high risk Highly Controlled medical devices
APPROVAL PROCEDURE® :

Determine classification of your device according to the Pharmaceuticals and Medical Devices Act (PMD Act)

and lapanese Medical Device Homendature (IMDN) codes.

[ | | 1
- E3
Genensl Specified Controlled Highly Cantrolled
¥ ¥ ¥ ¥ ¥

Appaint Marketing Authonization Holder (MAH or D-MAH) to manage your device registration in Japan.
Your MAH or D-MAH will controd your device registration.

¥ ¥ ¥ ¥ W

Japanese manufacturers must register domestic facilties with local prefectural authorities. Forsign manufacturers must submit &
Foreign Manufacturer Regiztration [FMB) application to the Pharmaceuticals and Medical Devices Agency (FMDA).

N4

Implement Quality Management System (QMS) that complies with the PMD Act and Ministry of Health,
Labour and Welfare (MHLW) Ordinance #163. Ordinance #169 is based on (50 13485,

v . v

, Submit Pre-Market
5“&"&% Certfication application
SLMIEEIN to a Registered Cerfified Prepare Pre-Market Approval application as well as registration dossierin

Phamaceutical and - : .
Il i Frahyaey Body (RCE) authorized | Summary Technical Document (STED) format. Submit documents to PMDA.

Appaint 3 MAH in Japan.

-~
-~
-~
"

o
o

to issue certifications. Al documents must be in Japanese.
:PHDA_I.N' documents AN documents must be
must be in Japaness, in Japanese.
. . ¥ N .
| R

(MS zudit by PMDA. On-site audits are typically required for “new” devices

Class | devices do ot QM5 zwdit by Registersd ith e T e
recquite QMS audit Certification Body (RCB) with no existing , Class oes, 2 requiring clinical

investigations.
. 4 . 4 ¥
Your QMS certificate will be issued by the PMOA or your Registered Certification Body.
¥ 4 . 4 &
hgﬁ;mm Pre-Market Approval certificate issued by MHLW.
¥ 4 4 . 4 4
A reimbursement application should be filed with Economic Affairs Division of MHLW if applicable.
4 4 N4 . 4 4

‘fou may now begin marketing your device in Japan. Approvals do not expire ™

Figure 3: Approval Procedure for MAA Medical Devices- Japan
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SUBMISSION PATHWAY:

LINK:
https://www.pmda.go.jp/english/review-services/reviews/approved information/devices/0002.html
NAVIGATION PATHWAY®

Scroll Down

https://www.p (Click on) (Click on)
mda.go.jp/engli > Medical
o N For Hea!thcare Dovi
Shi Professionals evices
Homepage

Regulatory Information

B Jump to body. rs‘f;’:,; Standard W > BEEZ | + English
MITITRGEA ERMERER RSN Site map
Pharmaceuticals and Medical Devices Agency ‘ Search within PMDA site
§& Favorite pages ‘. Contact us

About PMDA @ Find Review reports, PI

& Formats DL

;_{’2 for Academia it for Business

| To the top-page of "for Healthcare professionals”

E&J Access / Map

© Menu for each of you

Our recommended contents * "1 tor Healthcare

\o professionals

@ | for Regulatory

@)\ | authorities
* Menu of each product type

B Informations for
Appreved products in
Japan

- : ) edical devices
B Safety informations

BM
B Regenerative medicines

o Reviews Post-marketing
Safety Measures

Relief Services Regulatory Science(RS) « ;
for Adverse Standard In;"t?uii'l""al
Health Effects Development(JP,GL) ctivities

EE Add this page to "Favorite pages” & Print the text

Home = Reviews and Related Senvices = Reviews > Information for Approved Products = Medical DSvices

Figure 4: MAA-Medical Devices Pathway- Japan

ook~ wNE

. CONCLUSION
To establish Navigation Pathway on how to access key regulatory information for MAA of Medical Devices in
Brazil & Japan.
A detailed factsheet has been prepared to access the key regulatory information for aforementioned from the various
regulatory website i.e., Brazil & Japan.
The current study provides a detailed regulatory information of act/regulations, guidelines, approval procedure &
their timelines for approval of medical devices in Brazil & Japan.
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