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EXECUTIVE SUMMARY

Expanding into global markets is a pivotal step for medical device startups, and navigating international
regulatory approvals is essential to that journey. This whitepaper serves as a practical roadmap for
manufacturers and startups aiming to secure regulatory approvals across key global markets. It outlines
critical aspects such as device classification, understanding the roles of regulatory bodies and legislation,

appointing in-country representatives, and obtaining Free Sale Certificates.

The paper emphasizes the strategic advantage of leveraging approvals from reference countries to
simplify and expedite entry into new markets—particularly for Indian manufacturers already holding
CDSCO approval. It also addresses key challenges, including regulatory fragmentation and the financial

burden of compliance, while underscoring the growing importance of harmonized global standards.

By aligning with international regulatory expectations early in the product lifecycle and strategically using
reference country pathways, startups can significantly reduce approval timelines, minimize costs, and

achieve faster global market access.
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INTRODUCTION

The global medical device industry is witnessing rapid growth, fueled by technological advancements and
increasing demand for innovative healthcare solutions. With medical devices playing a vital role in
diagnosis, treatment, and patient care, regulatory authorities across the world have reinforced approval
standards to ensure product safety, efficacy, and reliability.

For manufacturers and startups aiming for international expansion, understanding and navigating the
complexities of varied regulatory systems is crucial. Success depends on strategic resource planning,
assessing internal capabilities, and addressing compliance gaps early in the process. Despite the immense
growth potential, regulatory complexity remains a key barrier for many companies.

This whitepaper offers a clear, step-by-step framework to guide medical device innovators through the
global regulatory landscape. It outlines major regulatory pathways, explores common challenges, and

shares practical strategies to fast-track approvals and establish a strong global footprint.

Global Perspectives on Medical Device Regulation

The medical device industry operates under stringent regulatory oversight to safeguard public health and
ensure that products meet established safety, quality, and performance standards. These regulations
govern every stage of a device’s lifecycle—from testing and manufacturing to labeling and marketing—and
play a critical role in minimizing risks and preventing adverse events.

While regulatory requirements vary across countries, most frameworks are built on shared core principles
focused on product safety, clinical effectiveness, and quality assurance. Gaining a clear understanding of
these global regulatory foundations is essential for manufacturers aiming to plan effectively and achieve

timely, successful market access.

Importance of Regulating Medical Devices

% Patient Safety & Improve Health @ Market Access & Trust

Quality Control &Assurance %% Foster Innovation
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MARKET ENTRY STRATEGY:
Introductory Guide to Regulatory Pathway Navigation

Entering international markets with a medical device demands a well-structured and informed regulatory
strategy tailored to the specific requirements of key regions such as the United States (USA), European
Union (EU), United Kingdom (UK), Australia, Japan, India, ASEAN member states, and others. This section
outlines a comprehensive approach—from pre-market preparation to post-market surveillance—for
navigating the complex landscape of global medical device regulations.

Each country or region follows distinct regulatory pathways, often influenced by the device’s classification
and associated risk. Understanding these variations is essential for effective market planning and
execution. By aligning regulatory efforts with country-specific requirements, manufacturers can streamline
approval processes, manage costs more efficiently, and accelerate time-to-market while ensuring
long-term compliance.

Pathway to Regulatory Compliance: Essential Steps:

Classify the medical device in accordance with the risk categories stipulated by the
applicable regulatory framework.

Appoint a duly authorized local representative or license holder to facilitate
communication with regulatory authorities.

Secure a Free Sale Certificate or Export Certificate from the competent authority in the
country of origin.

Complete the registration of both the manufacturing establishment and the product via
the official online portal of the destination country.

Submit the technical dossier and clinical data via the official portal or email to
demonstrate the device’s safety and efficacy.

|
Some countries accept reference country data, while others may require local clinical
evidence for high-risk devices.

Await the formal review, evaluation, and approval process as undertaken by the relevant
regulatory authority.

Maintain post-market surveillance with timely adverse event reporting and recall
management.
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Classify the medical device in accordance with the risk categories stipulated
by the applicable regulatory framework.

Accurately determining the risk classification of your medical device is the first and most crucial step when
preparing for market entry. Each regulatory authority defines classification parameters slightly differently,
but most follow a similar risk-based framework. Understanding these classification systems is vital, as they
dictate the regulatory pathway, the extent of documentation, and the level of scrutiny required to
demonstrate the device’s safety, efficacy, and performance.

Medical devices are classified based on the potential risk they pose to patients and users. As the risk level
increases, so do the regulatory expectations—particularly in areas such as clinical evaluation,
manufacturing controls, and pre-market approval. Aligning your device classification with the specific
requirements of your target market helps ensure a smoother and more efficient regulatory approval

process.

Parameters for classification of medical devices:

Risk associated Risk laval

. . Regulatory Stringency
Duration of Use/contact

Clinical Dataﬂequirehent
Degree of Invasiveness Performance Data Requirement

Although the risk-based approach to classification is universally applied, the specific categories and

Intended Use T
| -
| -

YYVYY

regulatory requirements can differ across regions. For instance, a device categorized as Class Il in the
United States may be classified as Class Il under the EU MDR, depending on its intended use and risk

profile.

Overview of Agencies Governing Regulatory Compliance

Every country or region has a designated regulatory authority responsible for regulating medical devices,
ensuring they meet essential standards for safety, quality, and performance. These authorities define the
regulatory framework for device classification, technical documentation, quality system compliance,
clinical evidence, and market approval procedures. While these frameworks often align with international
standards (IS), they are also influenced by local healthcare priorities, population needs, and safety
considerations.

A clear understanding of the roles, expectations, and processes of each regulatory authority enables
manufacturers to develop effective market entry strategies and navigate the approval process more

efficiently.
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Global Regulatory Bodies and Medical Device Classifications -

India CDSCO Class A Class B Class C
USiclIEMTherapeutic Goods Administration (TGA) Class|  Class lla  Class llb
([ E.EMMHealth Canada Class | Class Il Class Il
Japan Pharmaceuticals and Medical Devices Agency (PMDA) Class | Class Il Class Ill
USA Food and Drug Administration (FDA) Class | Class Il

National competent authorities in the member states of the
EU/European Economic Area (EEA)

Slil:rlofeld=MMHealth Sciences Authority (HSA) Class A Class B Class C
UK Medicines and Healthcare products Regulatory Agency (MHRA) Class|  Class lla  Class lIb
Israel The Medical Device Division of the Ministry of Health (AMAR) Class | Class Il
ollji W GI=LMMinistry of Food and Drug Safety (MFDS) Class | Class Il Class lll
eIl W\{ile=MSouth African Health Products Regulatory Authority (SAHPRA) Class A Class B Class C
IEINYE M Taiwan Food and Drug Administration (TFDA) Class | Class Il Class lll
China National Medical Products Administration (NMPA) Class | Class Il
Brazil National Health Surveillance Agency (ANVISA) Class | Class Il Class Ill
\YEIEWSEMMMedical Device Authority (MDA) ClassA  Class B Class C
EENEL [ MDirectorate General of Drug Administration (DGDA) ClassA  Class B Class C
S ELRIEMNational Medicines Regulatory Authority (NMRA) Class|  Class lla  Class llb

(\Y[SU<M Comision Federal para la Proteccidn contra Riesgos Sanitarios Class | Class Il
(COFEPRIS)
SENLIVAELJENSaudi Food & Drug Authority (SFDA) Class A Class B Class C

UAE Ministry of Health and Prevention (MOHAP) Class|  Class lla  Class llb
Egypt Egyptian Drug Authority (EDA) Class|  Class lla Class llb
ST ENeMSwiss Agency for Therapeutic Products (Swissmedic) Class| Classlla Class Ilb

Classifying a medical device is a critical first step that defines the regulatory pathway required for market

EU Class|  Class lla  Class llb

approval. In addition to standard pathways, many countries offer expedited programs for devices that

address serious health conditions or fulfill unmet medical needs, enabling faster development and review.

Below are countries that support expedited and alternative regulatory processes:

=

USA - Breakthrough Devices Program, Fast Track Designation, Humanitarian Device Exemption
(HDE), and De Novo Classification Pathway
Japan - Sakigake Designation System

B B

China - Priority Review Pathway also known as the "Green Channel"

=

Australia - Priority Review for Medical Devices

=Y

Singapore - Abridged, Expedited and Immediate Evaluation Route, Priority Review Scheme

=l

Kenya - Abridged Evaluation Route, Expedited Evaluation Route, Immediate Evaluation Route

Appoint a duly authorized local representative or license holder to facilitate
communication with regulatory authorities.

In many countries, appointing a local authorized representative or license holder is a mandatory
requirement for regulatory approval. These representatives serve as the primary point of contact with

regulatory authorities, helping ensure compliance with local laws, managing official communications, and

PAGE
".‘..:':



maintaining regulatory documentation. Their responsibilities are typically defined by national regulations

or guidelines and may vary depending on the country’s framework and the nature of the medical device.

How to appoint an Authorised

Representative

Identify target markets

Verify credentials and capabilities
Sign an NDA for confidentiality
Finalize scope and sign agreement

Notify authorities, if required

Choose a consulting firm or freelancer

'Responsibilities of

Communication with regulators
Maintaining technical documentation

Reporting adverse events

Initiating recalls when necessary

Authorized Representation Across Different Countries -

India - Indian Authorized Agent (1AA)

Taiwan -Taiwan Agent or a Local Authorized Representative
(LAR)

Australia - Australian Sponsor, or Local Authorized
Representative (LAR)

China - China Agent or Legal Agent

Canada - No formal requirement for a manufacturer to
appoint a local authorized representative

Brazil -Brazil Registration Holder (BRH)

Japan - Marketing Authorization Holder (MAH)

Malaysia - Malaysia Authorized Holder (MAH) or Local
Authorized Representative (LAR)

USA - US FDA Agent

Bangladesh - Local Responsible Person (LRP) or local license
holder

EU - EU Authorized Representative (EU REP/EAR) or
Local Representative

Sri Lanka - Marketing Authorization Holder (MAH)

Singapore - local authorized representative (LAR) or Registrant

Mexico - Mexican Registration Holder (MRH)

UK - UK Responsible Person (UKRP)

Saudi Arabia - Authorized Representatives (AR)

Israel - Israeli Registration Holder (IRH)

UAE - Local Authorized Representative (LAR)

South Korea - Korean License Holder (KLH)

Egypt - Egyptian Registration Holder (ERH)

Secure a Free Sale Certificate or Export Certificate from the competent

authority in the country of origin.

The Certificate of Free Sale (CFS) for medical devices, also known as an Export Certificate, Free Trade

Certificate, Free Sales Certificate (FSC), or Certificate to Foreign Governments (CFG), is a critical document

for international trade.

What is it used for?
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Required by many countries before they allow the import and sale of medical devices.

Proves that the device meets the regulatory standards of the country of origin.

Often part of the registration or licensing process in the importing country.

Certificate Name Issuing Authority

us Certificate to Foreign Government (CSC) FDA

EU Certificate of Free Sale (CFS) Competent Authority (via Notified Body or Health Ministry)

UK Certificate of Free Sale (CFS) MHRA

Canada | Certificate of Free Sale (CFS) Regulatory Operations and Enforcement Branch (ROEB) of
Health Canada

India Certificate of Free Sale (CFS) The Directorate General of Foreign Trade (DGFT), Ministry
of Commerce and Trade

Australia| Certificates of Free Sale and Export TGA

Certificates

Before submitting regulatory applications,

manufacturers are often required to register their

Complete the registration of both the manufacturing establishment and the
product via the official online portal of the destination country.

establishments and their medical devices with the relevant regulatory authorities. This step ensures that

the regulator is aware of the manufacturer’s presence, maintains oversight of authorized economic

operators, and can trace devices back to their origin if safety concerns arise. Each country typically

maintains an online portal or registration system.

USA - Establishment Registration and Device Listing information is submitted by using FDA’s Unified

Examples of a few are as follows -

Registration and Listing System (FURLS)/ Device Registration and Listing Module (DRLM)

EU - Economic Operators must register via the EUDAMED database

Australia - Product and sponsor details registered via TGA Business Services (TBS)

India - Registration through the National Single Window System (NSWS) & SUGAM portal

UK - Device Online Registration System (DORS)

Japan - Foreign Manufacturing Establishment Registration

Establishment and product registration is often a mandatory prerequisite before submitting

PAGE
".‘..:':


https://www.access.fda.gov/oaa/
https://www.access.fda.gov/oaa/
https://health.ec.europa.eu/system/files/2022-09/md_user_guide_actor_module_en.pdf
https://www.ebs.tga.gov.au/
https://www.nsws.gov.in/
https://mhrabpm.appiancloud.com/suite/plugins/servlet/registration

technical dossiers or marketing authorization applications. Manufacturers must ensure timely

completion of this step to avoid administrative delays in the overall regulatory approval process.

Submit the technical dossier and clinical data via the official portal or email
to demonstrate the device’s safety and efficacy.

While many countries align with international standards such as ISO 13485 or IMDRF guidelines, each
enforces its own specific regulatory requirements. To secure approval, manufacturers must adapt their

strategies to meet the unique expectations of each target market.

Key steps include:
a. Understanding Country-Level Legislation and Guidance Documents:
Understanding the local regulatory framework is essential. This involves studying national laws,
regulations, and official guidance to clarify requirements for classification, conformity assessment,

and documentation. (See the Table Below.)

b. Defining Regulatory Submission Standards and Required Materials:

Regulatory submission requirements vary across regions, but commonly include technical
documentation, risk management files, labeling, QMS (or in some cases GMP) certificates, and
clinical evidence. Aligning submissions with the specific structure and expectations of each

authority is crucial for successful approval.

c. Determining Testing and Clinical Evidence Needs Based on Device Risk Classification:

Clinical evidence is typically needed to demonstrate the safety and effectiveness of a medical
device, particularly for higher-risk categories. Additional testing—such as biocompatibility or
performance studies—may also be required, especially for devices that come into direct contact

with the human body.

d. Navigating Multilingual Labeling and Regulatory Specifications:

Labeling is a critical regulatory requirement, with many countries mandating that labels be
provided in the local language(s). Beyond simple translation, labels must comply with specific
formatting rules, include required symbols and warnings, and often meet strict guidelines on font

size, layout, and placement.

e. Assessing Expected Review Durations and Fee Structures:

Regulatory agencies often have set submission timelines, and understanding these is critical for
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planning. Additionally, submission fees can vary by country and device class. Some regions have

fast-tracked approval processes, while others can take much longer.

Medical Device Regulatory Frameworks Across Different Nations -

India CDSCO Regulated under the Drugs & Cosmetics Act, 1940 and Medical Devices Rules, 2017
Australia TGA Therapeutic Goods Act 1989 and Australian Regulatory Guidelines for Medical Devices (ARGMD)
Canada Health Canada | Medical Devices Regulations (SOR/98-282),.which is part of the Food and Drugs Act.
Japan PMDA Pharmaceuticals and Medical Devices Act (PMD Act) -
USA FDA 21 CFR Chapter | Subchapter H
EU EMA Medical Devices Regulation (EU) 2017/745 (MDR) and In Vitro Diagnostic Medical Devices Regulation (IVDR) (EU) 2017/746.
Singapore HSA Health Products Act (HPA) 2007 and the Health Products (Medical Devices) Regulations 2010.
UK MHRA Medical Devices Regulations 2002 (SI 2002 No 618, as amended) (UK MDR 2002)
Israel AMAR Medical Equipment Law of 2012
South Korea MFDS Medical Devices Act (MDA) and Digital Medical Products Act (Act No. 20139)
South Africa SAHPRA The Medicines and Related Substances Act, 1965
Taiwan TFDA Medical Devices Act, May 2021
China NMPA Regulations on the Supervision and Administration of Medical Devices (State Order No. 739).of 2021
Brazil ANVISA RDC 751/2022
Malaysia MDA Medical Device Act 2012 (Act 737) and the Medical Device Authority Act 2012 (Act 738)
Bangladesh DGDA Drug and Cosmetics Act, 2023
Sri Lanka NMRA National Medicines Regulatory Authority Act No. 05 of 2015
Mexico COFEPRIS The Regulations of Health Supplies (Reglamento de Insumos para la Salud) The Supplement of Medical Devices of the Mexican
Pharmacopoeia
Saudi Arabia SFDA MDS - REQ 1
UAE MOHAP Federal Decree-Law No. (38) of 2024 Governing Medical Products, Pharmacists and Pharmaceutical Establishments
Egypt EDA Regulatory Guideline for Procedures of Registering Imported and Local Medical Devices holding International Quality Certificates

Some countries accept reference country data, while others may require
local clinical evidence for high-risk devices.

Expanding into multiple international markets can be resource-heavy, particularly for startups and smaller
manufacturers. However, global regulatory systems are increasingly adopting Mutual Recognition
Agreements (MRAs) and harmonization initiatives to streamline market access. These efforts help
eliminate duplicative regulatory processes, speed up approvals, and uphold consistent standards for
safety, quality, and performance.

Reference Countries are those with well-established, stringent, and internationally recognized regulatory

systems. Their approvals are often trusted globally and used as benchmarks in emerging markets.

Mutual Recognition refers ta the farmal ar infarmal accep ory approvals granted by one country or region by anather,

Formal Agreements: Legally binding MRAs between gow julatory agencies.
- _ _ PAGE
Informal Recognition or Reference Pathways: Countries W=

ng previows approvals from trusted regulatory systems


https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MzMzNg%3D%3D
https://www.legislation.gov.au/Series/C2004A03952
https://www.tga.gov.au/how-we-regulate/australian-regulatory-guidelines-args/australian-regulatory-guidelines-medical-devices-argmd
https://laws-lois.justice.gc.ca/PDF/SOR-98-282.pdf
https://www.japaneselawtranslation.go.jp/en/laws/view/3213/en#je_ch5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0745-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0746-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0746-20250110
https://sso.agc.gov.sg/Act/HPA2007
https://sso.agc.gov.sg/SL/HPA2007-S436-2010
http://www.legislation.gov.uk/uksi/2002/618/contents/made
https://www.nevo.co.il/law_html/law00/119152.htm
https://www.mfds.go.kr/eng/brd/m_40/list.do?page=4&srchFr&srchTo&srchWord&srchTp&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd&company_nm
https://perma.cc/TX8D-9UFC
https://www.sahpra.org.za/document/medicines-and-related-substances-act-schedules/
https://www.fda.gov.tw/ENG/lawContent.aspx?cid=5063&id=3352
https://www.nmpa.gov.cn/xxgk/fgwj/flxzhfg/20210319202057136.html
https://www.gov.br/anvisa/pt-br/assuntos/produtosparasaude/temas-em-destaque/arquivos/2024/rdc-751-2022-en.pdf
https://www.mda.gov.my/index.php/documents/regulation/685-medical-device-act-2012-eng/file
https://www.mda.gov.my/index.php/documents/regulation/687-medical-device-authority-act-2012-eng/file
https://dgda.gov.bd/sites/default/files/files/dgda.portal.gov.bd/law/08960172_3b22_4584_8bd0_67f18f143c59/2023-09-20-05-43-b2f858da45786aa7a72e75b50737ffe2.pdf
https://cdn.prod.website-files.com/666d0695ca3ba7fa496a5068/66cdaeb3175c53df7e905331_National%20medicines%20regulatory%20authority%20act%2C%20no.%205%20of%202015%20-%20Eng.pdf
https://salud.gob.mx/unidades/cdi/nom/compi/ris.html
https://www.interamericancoalition-medtech.org/regulatory-convergence/wp-content/uploads/sites/4/2021/12/FEUM-Suplemento-de-DMs-.pdf
https://www.interamericancoalition-medtech.org/regulatory-convergence/wp-content/uploads/sites/4/2021/12/FEUM-Suplemento-de-DMs-.pdf
https://sfda.gov.sa/sites/default/files/2021-12/REQ1En_0.pdf
https://sfda.gov.sa/sites/default/files/2021-12/REQ1En_0.pdf
https://uaelegislation.gov.ae/en/legislations/2751
https://uaelegislation.gov.ae/en/legislations/2751
https://www.edaegypt.gov.eg/media/i3wb2tdn/5_regulatory-guideline-for-procedures-of-registraing-imported-and-local-medical-devices-holding-international-quality-certificates.pdf
https://www.edaegypt.gov.eg/media/i3wb2tdn/5_regulatory-guideline-for-procedures-of-registraing-imported-and-local-medical-devices-holding-international-quality-certificates.pdf
https://www.fedlex.admin.ch/eli/cc/2001/422/en
https://www.fedlex.admin.ch/eli/cc/2001/422/en

Devices that have obtained CE Marking in the EU or FDA clearance in the US may benefit from streamlined
regulatory pathways in other countries, such as abbreviated submissions, bridging studies, or accelerated
reviews—particularly for lower-risk devices. However, while these approvals are often acknowledged, they
do not guarantee automatic acceptance. Many jurisdictions still require additional documentation, and in

some cases, local clinical trials or evaluations.

=

Streamline regulatory processes by avoiding redundant submissions.

zv)

Support emerging market regulators with reliable clinical and technical evidence.

=

Enable access to accelerated or simplified approval pathways.

=

Strengthening confidence among investors and industry stakeholders.

Significance of Approvals from Highly Regulated Markets
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The table below shows which countries recognize approvals from major reference regulatory authorities,

enabling faster or simplified device registration pathways.

Health Australia
Canada TGA
India v v v v v v
Australia v v v v v
Canada 4 4 4 4 v
Japan v v v v v
USA v/ v v v v
EU v/ v/ v/ v v
Singapore v v v v v v
UK 4 4 4 v v
Israel v/ v v
South Korea v v
South Africa v v v v v v
Taiwan 4 v
China v v
Brazil v v v v v v
Malaysia v v v v v v
Bangladesh 4 4 v v 4
Sri Lanka v v
Mexico 4 v v
Saudi Arabia 4 4 v 4 v
UAE 4 4 4 v v
Egypt v v v v v v/
Switzerland v v

o This table provides a summary of cross-recognition of medical device approvals by country, whether recognition through formal MRAs, as reference
countries, or any participation in international programs such as WHO (World Health Organization) or MDSAP (Medical Device Single Audit Program).
o Regulatory requirements are subject to change; always verify with the latest official sources.

o Recognition of foreign approvals does not always guarantee automatic approval; local requirements must be fulfilled.
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EXPERTS INSIGHT:

Strategic Regulatory Approaches for International Market Access Following CDSCO Approval
Expanding globally in the medical device industry takes more than just innovation, it requires a smart,

flexible regulatory approach. A successful global regulatory strategy is not universal; it should be tailored
through phased market selection, alignment with harmonized standards, early integration of quality
systems, and collaboration with experienced partners. Companies that prioritize regulatory planning early

on are better positioned to avoid delays, minimize rejections, and fast-track their international growth.

Instead of “worldwide launch”,use a Phased Entry Strategy-
Prioritize 1-2 countries that are either: Your home market
- A reference country (e.g., US, EU, Australia, Canada, Japan) that
opens doors to others.
. Use the Power of Reference Markets
» Many countriessimplify approvals if your productis already
. approvedin “stringent regulatory authorities” (SRAs)
2 « CE Mark is often preferred for the Middle East, Africa, and Latin
America, due to emphasis on clinical safety and conformity.
. FDA approval holds weight in Asia-Pacific, Latin America, and
the Middle East for high-risk devices.
+ Many ASEAN countries have aligned their regulations with the
ASEAN Medical Device Directive (AMDD) —starting with
countries like Singapore, common submission dossiers will support
regulatory entryin other ASEANmarkets.

N .
@ Scenario 2
~F

Targeting “Stringent Regulatory Authorities” (SRAs)
Markets After Home Country Approval

- o
L) L

/,/\\
v Scenario 1

Targeting Other "Easier" Markets After CDSCO Approval

Potential Markets:
« ASEAN countries (e.g., Singapore, Indonesia, Vietnam,

Philippines, and others) Middle East (e.g., UAE, Saudi Arabia, « SRA approval signals high quality, safety, and efficacy.

Syria, Turkey, Qatar, and others)

« Africa (e.g., Kenya, Nigeria, South Africa, and others)

« Some Latin American countries (e.g., Peru, Colombia, and
others)

« CDSCO approval is viewed positively by many emerging
markets. Some of these countries use reliance or harmonization
models, where approval from recognized authorities may
streamline registration processes.

When to Choose This Route:
« If your resources are limited and you want to expand quickly.
« If your device is targeted at emerging markets or price-sensitive
regions.
« If you want to build a track record of international sales before
approaching stringent markets.
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US FDA or EU CE Mark approvals are globally
recognized and unlock access to most markets.

When to Choose This Route:

« If long-term global presence and access to premium
markets are your aim. If your business plan targets
reimbursement-driven healthcare systems.

« If you seek global brand recognition and want to
maximize your device's market potential.

« If you have the resources to invest in comprehensive
regulatory submissions and possible additional clinical
studies.



Await the formal review, evaluation, and approval process as undertaken

by the relevant regulatory authority.

After a submission is filed, the regulatory authority begins a comprehensive review to assess the medical

device’s safety, effectiveness, and quality. This process often includes evaluation of technical

documentation, analysis of clinical evidence, verification of regulatory compliance, and, when required,

facility inspections or product testing.

Manufacturers should be prepared for several possible outcomes after theevaluation

Approval:

o

(J_ﬁ Request for Additional Information:

If the submission meets all regulatory requirements, the authority will issue an approval certificate
or marketing authorization, allowing the device to be legally sold in the country.

— Authorities may request clarifications, additional clinical data, or updates to technical

Rejection:

documentation. Timely and complete responses are critical to avoid delays.

Applications that fail to demonstrate device safety, quality, or compliance with applicable

standards may be rejected, requiring significant corrective action before resubmission.

The pace and success of regulatory approval for a medical device are influenced by several key factors

Q Common mistakes %@t

« Triggers info requests, delays/
rejection

« Misclassification leads to wrong
pathway or denial

Impact

« Incomplete documents or incorrect
risk classification can slow approval

« Limited clinical evidence may
prompt additional data requests

« Manufacturing or quality system
gaps can affect compliance

« Poor understanding of local
regulations may lead to errors

« Regulatory changes mid-review can
require submission updates

« Gaps in evidence may require extra
studies or trials

« QMS/GMP non-compliance halts
approval

« Local rule violations cause rejection

« Regulatory changes require
application updates
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« Use checklists for pre-submission
quality review

« Assess device risk per market; get
expert input if needed

« Design studies per ISO/GCP
standards

- Anticipate regulatory needs early

+ Ensure QMS compliance; audit
internally

« Follow local rules; consult local
experts

« Track regulatory updates regularly

Pro-tips



Maintain post-market surveillance with timely adverse event reporting
and recall management.

Entering the market is only the first step—ongoing compliance through post-market surveillance (PMS) is
a mandatory requirement across all regulatory jurisdictions. Authorities expect manufacturers to establish
and maintain robust PMS systems to proactively monitor device performance, detect potential issues, and

report adverse events in a timely manner.

Continuous vigilance is essential to ensure product safety and regulatory compliance. Failure to meet
post-market obligations can lead to serious consequences, including fines, product recalls, or the
suspension of market authorization. In many regions, the Local Authorized Representative (LAR) plays a
critical role in facilitating communication with regulatory bodies and ensuring timely reporting of adverse

events or field safety actions.

Past-Market Surveillance refers to the activities manufacturers and regulatary bodies undertake ta monitor the

performance of medical devices after they have been released on the market, ensuring ongoing safety,

performance, and compliance.

Overview of Post-Market Regulatory Responsibilities

Monitoring and Reporting Adverse Events:

Adverse events refer to incidents involving medical devices that lead to serious injury, death, or pose a
potential threat to patient safety. Prompt reporting of these events is essential for safeguarding public
health. Manufacturers are required to notify local regulatory authorities of any serious incidents, fatalities,
or device malfunctions within the prescribed reporting timelines.

Medical Device Vigilance and Product Recall Procedures:

When device defects, safety concerns, or non-conformities are identified, manufacturers are obligated to
take corrective actions, which may include issuing field safety notices or initiating product recalls. Effective
vigilance and recall management systems serve as both a safeguard for patient safety and a mechanism
for ongoing improvement within the medical device industry.

Compliance with Unique Device ldentification (UDI) Requirements:
UDI compliance is vital for patient safety and regulatory alignment. It ensures accurate device

identification, supports global traceability, and enhances recall management, adverse event reporting, and
post-market surveillance.

Labeling Revisions and Technical Dossier Maintenance:

Keeping medical device labeling and technical documentation current is essential for compliance and
patient safety. Significant changes to device design, intended use, or manufacturing must be reflected in

updated documents and may need to be reported to regulatory authorities.
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GLOBAL EXPANSION CHALLENGES FOR MEDICAL DEVICES

While expanding into international markets offers substantial growth potential for medical device
manufacturers, it also introduces a range of regulatory, operational, and commercial complexities.
Identifying and understanding these challenges early on enables companies to plan more effectively,

minimize costly setbacks, and develop more resilient global market strategies.

Global Regulatory Inconsistencies High Compliance Costs
Increased complexity and resource burden Potential significant financial pressure, especially for startups
need for multiple technical adaptations and SMEs
Potential delays in scaling into multiple markets
Language and Labeling Barriers Changing Regulatory Landscapes
Risk of market rejection or recall Increased rework and cost
Added cost for professional regulatory translation MNeed for continuous regulatory monitoring

services

IMPORTANCE OF REGULATORY HARMONIZATION

As the global medical device market expands, the harmonization of regulations becomes
increasingly important to reduce delays in product approval and enhance cross-border trade.
While mutual recognition focuses on leveraging existing approvals, harmonization aims to align

regulatory requirements globally through common standards and practices.

Strategic Initiatives Driving Global Regulatory Coherence:

Organization Focus Area Harmonization Impact
IMDRE Aligns global regulatory frameworks, adverse Drives convergence of regulatory systems;

event reporting, classification rules promotes common standards globally

Enables a single QMS audit that satisfies the Reduces audit duplication, accelerates

MDSAP regulatory requirements in five specific multi-country compliance, Exemption from site
countries i.e US, Canada, Brazil, Australia and audit during registration in the MDSAP countries.
Japan.

SO Development of international standards (ISO Standardizes quality management, risk
13485, 1SO 14971, ISO 14155) management, and clinical practices

WHO Strengthens regulatory systems in emerging Expands access to safe and quality-assured devices
markets; promotes reliance models globally

ICH Good Clinical Practice (GCP) standards for Enables cross-acceptance of clinical trial data
clinical trials for multi-market submissions

FDA’s OMSR Alignment of U.S. Quality System Regulation Simplifies U.S. and global quality system

sQ (QSR) with ISO 13485 compliance for manufacturers
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Benefits of global harmonization efforts:

Reduced Duplication:

Minimize redundant testing and documentation efforts by avoiding repeated clinical trials and
performance evaluations.
Cost Efficiency:

Lower regulatory costs through reduced spending on consulting, translations, and duplicate
testing.
Faster Market Access:

Accelerate approvals across multiple regions, especially in countries that recognize reference
country approvals.
Regulatory Clarity:

Gain clearer and more predictable requirements by aligning with internationally accepted
standards.
Stronger Investor Appeal:

Achieving high-standard approvals enhances credibility and attracts global investors and partners.
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CONCLUSION

Global expansion presents significant opportunities for medical device manufacturers, but success
depends on a thorough understanding of diverse regulatory landscapes and a proactive approach
to compliance. Navigating differences in device classification, technical standards, clinical evidence
requirements, and post-market obligations requires careful planning, robust internal processes,

and strategic external partnerships.

By aligning early with international regulatory frameworks, leveraging approvals from reference
countries, and establishing strong quality management and post-market surveillance systems,
manufacturers can accelerate approvals, lower costs, and reduce regulatory risk. Global
harmonization efforts—such as those led by IMDRF, MDSAP, I1SO, and the FDA’s evolving
QMSR—are helping streamline access across multiple markets. However, strategic preparation

remains essential.

This whitepaper provides a practical guide for manufacturers and startups to develop effective regulatory
strategies and achieve long-term global success.
In an increasingly complex regulatory environment, early engagement, global perspective, and ongoing

compliance are no longer optional—they are essential for sustainable growth.

- Many startups make the mistake of expanding into - Think globally, act locally - start in regions where
multiple countries too quickly. approvals offer strategic leverage.

« They often assume quality can be improved later - this « Build quality from Day 1 with at least a basic
is a dangerous gamble. QMS, no matter your size.

« Waiting to address regulatory requirements until you're « Integrate regulatory thinking early - start at the
ready to launch is a common but risky error. design input stage.

« Choosing the wrong Local Authorized Representative « Choose LARs with technical expertise, not just a
(LAR) can lead to missed renewals, miscommunication, local address.
or even license revocation. « Design trials to global standards, even if executed

« Clinical requirements differ by region - your clinical locally it saves time later.
strategy should align with your global market plans. « Approval isn’t the end - plan for post-market

« Don't just aim for regulatory approval; make sure to compliance from the start.

plan for ongoing post-market compliance from the
beginning.

Regulatory strategy isn’t about doing more — it’s about doing what matters.
Approvals follow strategy. Growth follows intent
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