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Disclaimer

Any views or opinions expressed herein are solely those of the
author and do not represent any company.

The content is property of the author and for information purpose
only. This content should not be reproduced without author’s
permission.
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Latin America

« Language
L Spanish
] Portuguese

- French

« Population
o 525.2 million people
o 42regions
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Medical Device Market in Latin America Pl %

« Brazl, Mexico, Colombia, Chile and Argentina together
represent the 3'9 largest economy in the world.

Top 5 countries Latin America GDP
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* Health care expenditure is increasing considerably

 Medical Device imports is key for region’s development —
export’'s are very low
o Mexico —represents 90% of the region’s exportation (US manufacturers
“maquila’)
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Medical device regulation in Latin America

Does not have formal regulation
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Harmonization

« PAHO (Pan American Health Organization) — main goal is
creation and strengthening of systems for medical device
regulation in Latin America region

« MERCOSUR (Common Southern Market) — Argentina, Brazil,
Paraguay, Uruguay, Venezuela and Bolivia

o MERCOSUR/GMC/RES. No 40/00 Technical Regulation for medical device
registration

- Argentina and Brazil: regulations are harmonized and establishes
additional requirements

« Uruguay, Venezuela and Paraguay: regulations are not harmonized

* Most countries (not harmonized) follows ICH guidance and/or
elements from EU, Canada and US systems
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Regulatory Steps
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Finding your partner! ir‘/ie

Most countries requires a local establishment for medical device
Importation/commercialization — license holder or local
representative

In- country establishment with at least operating license and
Technical Responsible Professional

Responsible for submitting registrations and main contact
between manufacturer and local regulatory agency

Market authorization is granted to the local representative
(license owner)
o Exceptions: e.g. Ecuador, Costa Rica

Responsible for Post Market Surveillance actlivities

Letter of Authorization (LoA) seals this partnership and is @
mandatory requirement for product registration

o Legalized: consularized or apostilled (Hague Convention)
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Regulatory Plan

Aligns with regulatory and business strategy

Specific elements required to assembly regulatory submission
o Understand local regulation and it's requirements/particularities

List of guidance and standards to be used

Clinical or pre-clinical studies/data

Literature references

Reference of regulatory meetings

O O O O

ldentify best route to obtain marketing approval in a matter of
time
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Argentina

ANMAT -Administracion Nacional de I\gedicomen’ros, Alimentos v Tecnologia
Médica

 Medical Device must show conformity with MERCOSUR Technical
Regulation for Registration of Medical Devices (Resolution (3802/04)

Device Class Risk

Class I Low

Class II Moderate

Class III Moderate -High
Class IV High

* Product Risk Classification is based on the MDD93/42/EEC
« Registration can be granted to unique or family of products

*  CFG or FSC (issued by High Surveillance Country) — does not need to be
issued in the country of manufacturing/exporting

« Labeling should be in local language and follow mandatory requirements
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Argentina - Standards

Disposicion 2318/02 - product classification and its related requirements for
product registration

Disposicion 727/13 replaces de Provision 5627-2006) - specify requirements for
renewals and modifications, as well as simplification of Class | should be used
in order to obtain a complete list of requirements for new registration,
renewals and product modifications

Disposicién 2319/2002 - requirements for GMP (Good Manufacturing
Practices) for Foreign Manufactures

Disposicion 2124/2011 - post market surveillance program for medical
devices.

Disposicion 3266/2013 - MERCOSUR Technical Regulation of Good
Manufacturing Practice for Medicinal Products and Products for Use In Vitro
Diagnostics

Disposicion 3265/2013 Common procedures for inspections of manufacturers
of medical products and products for in vitro diagnostic use in the States
Parties

Techno-Vigilance Program for Medical Devices — Post-Surveillance activities
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Brazil

ANVISA - Agencia Nacional de Vigilancia Sanitaria

Risk Classification is based on the MDD9%3/42/EEC and its rules

Device Class Risk

Class I Low

Class 11 Moderate
Class III Moderate -High
Class IV High

Registration can be granted to unique or family of products

Documents for registration are based on the risk classification of the
device (MD form Class | and Il cadastro; full submission Class lll and IV
registro)

CFG or FSC (issued by High Surveillance Country) — does not need to be
issued in the country of manufacturing/exporting

Labeling should be in local language and follow mandatory requirements
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Brazil

Standards

O
O
O
O
O

O

RDC 185/01: Technical regulation for Medical device Registration

RDC 16/13: Brazilian GMP Requirements (Class lll and 1V)

RDC 40/15: requirements for Cadastro of products Class | and |l

RDC 27/11: Electro Medical Device Compulsory Certification

gDC 35/14. requirements for medical device constituted by plastic blood
ags

RDC 56/01: Essential requirements for safety and efficacy

ANVISA GMP Certification: mandatory for Class lll and IV registration.

Requires on site audit.

O

Certification is valid for 2 years and audit or auto-inspection report is
necessary for certification renewal

Electro Medical Device Compulsory Certification: required for all

medical devices classes. Based on [EC 60601-1 3 edition — accredited
notified body (OCP) issues the certification

©)

Certification is valid for 5 years and requires annual audits Seguranga

~ B
N “c
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Mexico

COFEPRIS (Comision Federal para la Proteccion contra Riesgos
Sanitarios)

August 2010 - infroduced legislation to enable equivalence
agreements with USA, Canada, Japan and South Korea

o Expedite product pre-market approval in the country

o More simplified product registration

o Applicable only for device approved/cleared in the countries with the
equivalence agreement

Terceros Autorizados (Third Party) — company accredited by
COFEPRIS that provides a pre-opinion which is subject to final
approval by the health authority

o Expedite product pre-market approvalin the country

o Not applicable for products registered under equivalence agreement
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Mexico

« Device Classification is based on rules found on “Criteria
for Medical device classification”
o Adapts MDD rules but with unique characteristics

Device Class Risk

Class I low risk Low
Class 1 Low
Class II Moderate -High
Class III High

« Standards
o General Health Law - articles 179, 180 and 184
Criteria for Medical device Classification
NOM-137-SSA1-2012 - labeling requirements
NOM-240-SSA1-2012 - post market surveillance program
2010 Equivalence Agreement
» Special requirements for registration of the device

o O O O
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Compile technical dossier

« Argentina, Brazil and Mexico - similar requirements for device registration
o Device Description and Specification

Sterilization method and validation

Manufacturing Flowchart

Biocompatibility Report

Risk Analysis Evaluation (ISO 14971)

Packaging Material - internal/external (Brazil)

Evidence of Commercialization (Argentina)

Commitment Letter attesting importer will be notified about recalls, averse events and
corrective action issues involving their devices (Argentina)

Clinical Data / Studies -if applicable (Mexico - required for Class lll)
o Establishment Inspection Report (Mexico - equivalence agreement)
o Proposed labeling (labels and IFUs) — local language and specific requirements

© 0O 0 0O 0 O O

O

« Language
o Brazil and Argentina: accept studies, validation, literature in English
o Mexico: everything local language

 Dossieris based on local format. CTD is not accepted

« Submission should be in hard copy; electronic copy is not accepted.
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Argentina - Fees and Regulatory Approval

Medical Device New Registration Fee

Class 1 Class I1 Class II1 Class IV
$ 158

International
Products

National Products $133 $146 $193 $273

Approval Timeline
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Brazil — Fees and Regulatory Approval

« Fees for product registration are based on the size of the
company (annual sales)

: Large-sized company Fee (> 50 million
o Smaller size = lower fees 5 pany Fee ( )

5 O ” 9 ] OO 7 Class I Class IT Class III Class IV
o > mition (o)
- New Product 8,128
« 20-50 million = 85% ew Hroduc $
e 6-20 million » 70% International GMP | ----- $ 28,733
. Certification (every two years)
e <6 million 2> 40% S P—

* Exchange rate 1 USD = 3.78 Brazilian real (April 2016)

« Approval Timeline

License Validity
1 Month
2 Months
3 Months
4 months
5 months
6 months
7 months
8 months
9 months
10 months
11 months
12 months
13-18 months
19-24 months
25-30 months
31 - 38 months
38 + months

Cadastro Class I and 11| NO expire

Registro Class I11 5 years

Registro Class IV 5 years




Mexico - Fees and Regulatory Approval

» Fees for device registration

Class 1

Class II Class III
New Registration $ 701 $1028 $ 1309
(standard registration)*
*Third Part review are accredited company with independent fees
« Timeline for device approval
32 |€ | £ | S |2 |2 |2 |22 |2 2|2 |2 2 2 2
£ 5 g = = £ £ £ = = = g g §E o |x% o%
Y= = =] =) =) (=) S) ) 1) 1) =] = =] \—Ic g N g ) g
£&5 = 5 3 E|E E E E E E E E 8242 us
= o~ o < o) © >~ ® =) = = <
Third Party Review 5 vears
Class I, I1, III y
Equivalence Agreement 5
Class I, II, III years
Low Risk 5 years
Class I 5 years
Class II 5 years
Class I11 5 years
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Post Market Surveillance

Does not require post-market surveillance studies for product
registration

Each country has their own Post Market Surveillance Program
o Brazil two integrated systems: Techno surveillaonce and Sentinel Hospitals
anyone can file complaints. Use as source ECRI Alerts Tracker™
o Argentina: mammary, hip, knee and spinal implant devices compulsory
notification under techno vigilance program before commercialization
(Disposicion 539/12)

Manufacturers and Importer should have a well-documented
system in place and inform local agency in case of:

o adverse events

o recalls

o events that can cause death or serious injuries to patients
Ny

Carolina Cera

April 19,2016 @



License Modification

Any modification in the information provided previously for
device registration may require modification and authorization

Local guidance provide requirements and path for license
modification

Requirements can vary according to the type of the
modification
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