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Strategic Analysis of the India-EU Free Trade Agreement (2026):
Transforming the Medical Device Ecosystem-Economics,
Regulation, and Market Dynamics
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Abstract:

The India—European Union Free Trade Agreement (FTA) concluded in January 2026 represents a
structural transformation in international trade relations between India and the European Union,
particularly in the medical device and healthcare technology sector. This study provides a comprehensive
economic, regulatory, and market analysis of the impact of the agreement on India’s medical device
ecosystem, hospital economics, domestic manufacturing competitiveness, and foreign direct investment
inflows. The study adopts a mixed-methods analytical framework combining tariff pass-through modelling,
regulatory timeline analysis, cost structure analysis, and strategic industry evaluation through SWOT
analysis.

The quantitative analysis is based on a tariff elimination model comparing pre-FTA and post-FTA landed
costs of imported medical devices, incorporating Basic Customs Duty, Social Welfare Surcharge, and
Integrated GST calculations. The results indicate that the elimination of tariffs on European medical
devices is expected to reduce landed costs by approximately 5—12%, depending on product category and
tax structure. This cost reduction significantly affects hospital capital expenditure decisions, equipment
procurement strategies, and long-term healthcare infrastructure investments. The study further
demonstrates that reduced equipment costs may improve hospital EBITDA margins by approximately 3—
6% across major specialties such as radiology, cardiology, orthopaedics, and oncology.

In addition to tariff liberalization, the agreement introduces regulatory convergence mechanisms including
CE certification recognition, Mutual Recognition Agreements (MRAs), single audit programs, and
reduction of technical barriers to trade. These regulatory reforms are expected to reduce medical device
approval timelines in India from approximately 18—22 months to 6—9 months, significantly improving time-
to-market for advanced medical technologies and encouraging technology transfer and joint ventures
between Indian and European firms.

However, the study also identifies structural risks for domestic manufacturers arising from the inverted
duty structure created by tariff elimination on finished medical devices while import duties remain on raw
materials and electronic components. This situation may reduce domestic manufacturing competitiveness
and encourage import-based distribution models rather than local production. The paper therefore
emphasizes the importance of policy interventions such as component duty rationalization, production-
linked incentives, and domestic manufacturing ecosystem development.

The study also projects future growth in foreign direct investment in the Indian medical device sector,
estimating an increase from approximately USD 1.2 billion in 2026 to USD 4.0 billion by 2030, driven by
regulatory harmonization, market access improvements, and joint manufacturing opportunities.

Overall, the India—EU Free Trade Agreement is expected to reduce healthcare costs, improve access to
advanced medical technologies, increase foreign investment, and transform India’s medical device market
structure. However, the long-term success of the agreement will depend on policy measures aimed at
protecting domestic manufacturing while integrating Indian firms into global medical device value chains.

1.0 INTRODUCTION

International trade agreements have increasingly become important instruments for economic integration,
industrial development, technology transfer, and market expansion across countries. In recent decades, Free
Trade Agreements (FTAs) have evolved beyond traditional tariff reduction mechanisms and now include
regulatory convergence, intellectual property rights, investment protection, digital trade, and environmental
standards. The India—European Union Free Trade Agreement (FTA), concluded in January 2026 after
nearly two decades of negotiations, represents one of the most comprehensive trade agreements signed by
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India and is expected to significantly influence multiple sectors including manufacturing, services,
pharmaceuticals, and medical devices.

The medical device sector is particularly important in the context of the India—EU FTA because India
remains highly dependent on imports for advanced medical technology. India’s medical device market is
estimated to be valued at approximately USD 14—15 billion and is projected to grow at a compound annual
growth rate (CAGR) of 12—15% over the next decade. Despite this rapid growth, domestic manufacturing
accounts for only 20-25% of the total market, while nearly 70-80% of high-end medical devices such as
MRImachines, CT scanners, robotic surgery systems, cardiac implants, and advanced diagnostic equipment
are imported from developed countries, particularly the European Union and the United States.

Prior to the India—EU Free Trade Agreement, European medical devices exported to India were subject to
Basic Customs Duty ranging from 7.5% to 10%, along with Social Welfare Surcharge and Integrated Goods
and Services Tax (IGST) calculated on the cumulative duty value. These tariffs significantly increased the
landed cost of imported medical devices, thereby increasing hospital capital expenditure and ultimately
raising treatment costs for patients. Since medical equipment represents one of the largest cost components
for hospitals after infrastructure and real estate, tariff reductions can have significant implications for
hospital investment decisions, healthcare affordability, and medical technology adoption.

The India—EU FTA eliminates tariffs on most EU-origin medical devices and introduces regulatory
convergence mechanisms such as recognition of CE certification, Mutual Recognition Agreements
(MRAS), reduction of technical barriers to trade, and cooperation in regulatory standards. These regulatory
provisions are particularly important because regulatory approval timelines and compliance costs often act
as major non-tariff barriers in the medical device sector. The agreement is expected to reduce medical
device approval timelines in India from approximately 18—22 months to around 6—9 months, significantly
improving time-to-market for new medical technologies.

From a healthcare economics perspective, the agreement is expected to influence hospital capital
expenditure, operational costs, profitability, and patient treatment costs. Lower equipment costs may
encourage hospitals to invest in advanced diagnostic and surgical technologies, expand healthcare
infrastructure in Tier-2 and Tier-3 cities, and adopt new healthcare delivery models such as equipment-as-
a-service and robotic surgery platforms. This may also contribute to the growth of medical tourism and
digital health services in India.

However, while the agreement provides significant benefits in terms of technology access and cost
reduction, it also creates challenges for domestic manufacturers. One of the major concerns is the inverted
duty structure created by tariff elimination on finished medical devices while import duties may continue
on raw materials and electronic components used in domestic manufacturing. This situation may make
imported finished devices cheaper than domestically manufactured devices, thereby affecting domestic
manufacturing competitiveness and the Make in India initiative. Therefore, the long-term impact of the
agreement depends on policy measures related to component duty rationalization, production-linked
incentives, and domestic manufacturing ecosystem development.

The agreement is also expected to influence foreign direct investment (FDI) in the medical device sector.
Regulatory harmonization and improved market access may encourage European companies to establish
manufacturing facilities, joint ventures, and research centre in India. This may lead to technology transfer,
employment generation, and integration of Indian firms into global medical device value chains.

Despite the importance of the India—EU FTA for the medical device sector, there is limited academic
research analysing its economic, regulatory, and industry-level impact, particularly in the context of
hospital economics, inverted duty structure, and foreign investment projections. Most existing studies focus
on tariff reductions and trade volumes, but few studies examine the combined impact of tariff liberalization,
regulatory convergence, hospital cost structures, and domestic manufacturing competitiveness. This study
attempts to fill this research gap by providing a comprehensive economic and strategic analysis of the India—
EU Free Trade Agreement in the medical device sector.

The novelty of this study lies in integrating tariff modelling, regulatory convergence, hospital economics,
and industrial competitiveness into a unified analytical framework. Unlike existing studies that focus on
isolated dimensions, this research provides a comprehensive multi-dimensional analysis of the India—EU
Free Trade Agreement in the medical device sector.
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1.1 Research Objectives
The main objectives of this study are:

1. To analyse the impact of tariff elimination on the cost of imported medical devices.
. To examine regulatory convergence and its impact on market access and approval timelines.

. To evaluate the impact of the FTA on hospital cost structures and healthcare affordability.

2
3
4. To analyse the inverted duty structure and its implications for domestic manufacturing.
5. To evaluate foreign direct investment trends and future market projections.

6

. To provide policy recommendations for maximizing the benefits of the India—EU Free Trade
Agreement.

2.0 LITERATURE REVIEW
2.1 Trade Liberalization and Medical Device Trade

Trade liberalization and healthcare technology diffusion have been widely discussed in international trade
and health economics literature. The theoretical foundation of trade liberalization is largely based on the
Gravity Model of Trade, which suggests that trade flows between two countries increase when tariffs,
transportation costs, and non-tariff barriers are reduced (Anderson, 2011; Head & Mayer, 2014). According
to this model, economic integration agreements such as Free Trade Agreements (FTAs) significantly
increase bilateral trade flows by reducing transaction costs and regulatory barriers. In the context of
healthcare and medical devices, reduced tariffs and simplified regulatory procedures facilitate the import
of advanced medical technologies, improving healthcare infrastructure and technology diffusion in
developing countries (World Health Organization, 2021).

2.2 Regulatory Convergence and Non-Tariff Barriers

Several empirical studies have examined the impact of trade agreements on healthcare products and medical
technology trade. Studies on the India—UAE Comprehensive Economic Partnership Agreement
(CEPA) and the India—Australia Economic Cooperation and Trade Agreement (ECTA) indicate that
tariff reductions improved access to healthcare consumables, diagnostic equipment, and pharmaceutical
products; however, high-end medical devices such as imaging equipment and robotic surgery systems
continued to face regulatory barriers, certification requirements, and lengthy approval processes (Kumar &
Singh, 2023; Government of India, 2023). These studies suggest that tariff reduction alone is insufficient
to significantly increase trade in high-technology medical equipment unless accompanied by regulatory
harmonization and mutual recognition agreements.

Recent literature emphasizes that regulatory convergence and Mutual Recognition Agreements
(MRASs) often have a greater impact on trade flows than tariff reductions alone. Baldwin (2016) argues that
modern trade agreements are increasingly focused on reducing non-tariff barriers, particularly regulatory
differences, technical standards, and certification requirements. In the medical device industry, regulatory
duplication, clinical testing requirements, and certification delays significantly increase the time-to-market
for new medical technologies and increase healthcare costs (Nath, 2022; European Commission, 2024).
Regulatory harmonization between countries reduces compliance costs for firms, encourages foreign direct
investment, and accelerates technology transfer.

2.3 Inverted Duty Structure and Manufacturing Competitiveness

Another important concept discussed in trade economics literature is the Inverted Duty Structure (IDS).
An inverted duty structure occurs when import duties on finished goods are lower than duties on raw
materials or intermediate goods used in domestic manufacturing (Panagariya, 2019). This situation
discourages domestic production because importing finished goods becomes cheaper than manufacturing
domestically. Several studies on Indian manufacturing sectors, including electronics, pharmaceuticals, and
medical devices, have highlighted that inverted duty structures reduce domestic value addition and
encourage import-based distribution models instead of domestic manufacturing (Mehta & Awasthi, 2021;
NITI Aayog, 2022). In the context of the India—EU Free Trade Agreement, tariff elimination on finished
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medical devices combined with existing duties on electronic components and sensors may create
competitiveness challenges for domestic manufacturers.

2.4 Healthcare Economics and Hospital Cost Structures

From a health economics perspective, the relationship between medical equipment costs and healthcare
delivery has been widely studied. Medical equipment represents one of the largest capital expenditures for
hospitals, and reductions in equipment costs can significantly influence hospital investment decisions,
service expansion, and healthcare affordability (Pauly & Burns, 2018). Studies suggest that reduced
equipment costs lead to improved hospital profitability, increased investment in advanced diagnostic and
surgical technology, and reduced patient out-of-pocket expenditure (Cutler & McClellan, 2001; OECD
Health Reports, 2020). Lower equipment costs also encourage hospitals to expand services in smaller cities,
improving healthcare access and regional healthcare infrastructure.

Foreign direct investment (FDI) is another important aspect discussed in the literature on trade agreements
and healthcare industries. Trade agreements that include investment protection, regulatory harmonization,
and market access provisions tend to increase foreign investment inflows, technology transfer, and joint
ventures between domestic and foreign firms (UNCTAD, 2022). In the medical device sector, foreign
investment often leads to the establishment of manufacturing facilities, research centres, and service
networks, contributing to employment generation and industrial development (Deloitte, 2023).

Overall, the literature suggests that while tariff liberalization reduces the cost of imported medical devices
and improves healthcare affordability, the long-term impact of trade agreements depends on regulatory
convergence, domestic manufacturing policies, foreign investment inflows, and industry competitiveness.
However, there is limited academic research specifically analysing the combined impact of tariff
elimination, regulatory convergence, inverted duty structure, hospital economics, and foreign direct
investment in the context of the India—EU Free Trade Agreement. This study attempts to fill this research
gap by providing a comprehensive economic and strategic analysis of the agreement and its implications
for India’s medical device sector and healthcare industry.

2.5 Research Gap

Despite extensive literature on trade liberalization and healthcare imports, limited research integrates tariff
reduction, regulatory convergence, hospital economics, and industrial competitiveness into a unified
analytical framework. Most existing studies analyse these components in isolation. This study addresses
this gap by providing a comprehensive and interconnected analysis of the India—EU Free Trade Agreement
and its implications for the medical device sector.

3.0 RESEARCH METHODOLOGY

This study adopts a mixed-methods analytical framework combining quantitative modelling,
comparative policy analysis, and industry-level evaluation to examine the impact of the India—EU Free
Trade Agreement (FTA) on the medical device sector. The methodology integrates tariff pass-through
modelling, partial equilibrium analysis, regulatory timeline assessment, and descriptive statistical
projections to provide a comprehensive evaluation of cost, market access, and industry dynamics.

3.1 Analytical Framework
The analytical framework of the study is structured into four interrelated components:

e Tariff Impact Analysis (Quantitative): Estimation of cost reduction in imported medical devices
due to tariff elimination.

e Partial Equilibrium Analysis: Assessment of price changes, demand response, and welfare
implications in the medical device market.

e Regulatory Impact Analysis (Qualitative): Evaluation of regulatory convergence, approval
timelines, and market entry barriers.

e Industry Structure Analysis: Examination of inverted duty structure, hospital economics, and
foreign direct investment trends.

3.2 Tariff Pass-Through Model

To quantify the impact of tariff elimination, the study employs a tariff pass-through model, which
estimates the change in landed cost of imported medical devices before and after the FTA.
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Pre-FTA Landed Cost Function
LC; = CIF x (1 + BCD + SWS) x (1 + IGST)
Post-FTA Landed Cost Function

LC, = CIF x (1 + IGST)
Cost Reduction Estimation

Lpre - Lpost

CR = x 100

Lpre
Where:
e Ly,,.= Landed cost before FTA

e L,o5:= Landed cost after FTA
¢ V= CIF value (Cost + Insurance + Freight)
e BCD= Basic Customs Duty
e SWS= Social Welfare Surcharge
¢ GST= Integrated Goods and Services Tax
e CR= Cost reduction percentage
Assumptions
o Full tariff pass-through to final price (100% transmission)
e Constant CIF value (no supplier price change)
¢ No exchange rate fluctuation
o Stable GST rates
3.3 Partial Equilibrium Analysis

To assess the broader economic implications of tariff reduction, a partial equilibrium framework is used.
The model assumes that the medical device market operates independently of other sectors and focuses on
price and quantity adjustments.

Import Demand Function
Qa = f(Pn, Y, H)

Where:
¢ ;= Demand for medical devices
e P,= Price of imported devices
e Y=Income level / healthcare expenditure
¢ H= Healthcare infrastructure demand

Price Effect

AP = Pyre = Pyost

Consumer Welfare Gain (Approximation)
1
CWaG = 5 X AP x AQ

The reduction in price due to tariff elimination leads to:
¢ Increase in demand for medical devices
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e Expansion of hospital capacity
o /mprovement in healthcare accessibility
3.4 Regulatory Impact Analysis
A qualitative comparative approach is used to analyse regulatory changes introduced by the FTA.
Key Variables Analysed:

o Approvaltimelines (months)
e Certification requirements

e Compliance costs

o Market entry barriers

Comparative Framework:

Indicator Pre-FTA Post-FTA
. Approval 18-22 6-9 months
Time months
. . Dual (EU + CE

Certification India) Recognition
Compliance .

Cost High Reduced
Market Entry Restricted Streamlined

The analysis is based on:
e Secondary regulatory reports
e Policy documents
¢ Industry estimates
3.5 Hospital Economics Model
To estimate the impact on hospitals, a cost-margin framework is used.
Hospital Profit Function
N=R-(C,+C,)
Where:
o []=Profit
e R=Revenue
e C,= Equipment cost

o C,= Operating cost

Impact of Tariff Reduction:
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ATl = —AC,

Reduction in equipment cost leads to:

e /ncrease in profit margins
e Expansion of services
¢ Reduction in patient treatment costs

3.6 Inverted Duty Structure Analysis
The study evaluates inverted duty structure using comparative tariff rates:

IDS Condition
Duty,qw > Dutyriishea
If:
¢ Finished goods duty = 0%
e Raw material duty=5-10%
Then:

e Domestic production becomes less competitive
o Import substitution increases
¢ Local manufacturing declines

3.7 Data Sources
The study uses secondary data from reliable sources:
Government Sources

e Ministry of Commerce and Industry, India
¢ DGCI&S Trade Data
o NITI Aayog Reports

International Sources

e European Commission Trade Reports
¢ World Health Organization (WHO)

¢ OECD Health Statistics

e UNCTAD /nvestment Reports

Industry Sources

e Deloitte Medical Device Reports
¢ Healthcare /ndustry Publications
¢ AiMeD Reports

3.8 Time Period of Study
e Pre-FTA Period: 2020-2025

e Post-FTA Projection: 20262030

This allows comparison between baseline and projected outcomes.
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3.9 Scope of Study
The study focuses on:

¢ EU-origin medical device imports

e High-value equipment (MRI, CT, implants, robotics)
e Hospital economics and cost structures

e Policy andregulatory changes

3.10 Limitations of the Study
Despite comprehensive analysis, the study has certain limitations:

1. Assumes full tariff pass-through (may vary in reality)
2. Does not incorporate exchange rate volatility
3. Limited availability of post-FTA real data (projection-based analysis)
4. Partial equilibrium model ignores inter-sectoral linkages
5. Regulatory analysis based on secondary data
3.11 Robustness and Validity

To ensure reliability:

e Multiple data sources are used

o Comparative analysis across categories is performed
o Sensitivity assumptions considered (5-12% range)
e Cross-verification with industry reports

3.12 Integrated Analytical Framework

This study adopts an integrated analytical approach linking tariff liberalization, regulatory convergence,
hospital economics, and industrial competitiveness. Tariff reduction directly affects import prices, which
influences hospital investment decisions and healthcare costs. Regulatory convergence reduces approval
timelines and compliance costs, thereby accelerating technology adoption. These factors collectively
influence foreign direct investment and market expansion. However, the presence of an inverted duty
structure affects domestic manufacturing competitiveness. Therefore, the analysis is interconnected across
four key dimensions: cost, regulation, market expansion, and industrial structure.

4.0 Impact of Tariff Liberalization on Medical Device Costs

Tariff liberalization is one of the most significant components of the India—European Union Free Trade
Agreement (FTA), particularly for the medical device sector, which is heavily dependent on imports. Prior
to the agreement, European medical devices exported to India were subject to Basic Customs Duty (BCD),
Social Welfare Surcharge (SWS), and Integrated Goods and Services Tax (IGST). These taxes significantly
increased the landed cost of imported medical devices and affected hospital capital expenditure and
healthcare costs.

The India—EU FTA eliminates Basic Customs Duty on most EU-origin medical devices, which reduces the
taxable base for IGST and results in a cascading reduction in overall equipment costs. The reduction in
tariffs directly reduces import costs and indirectly reduces insurance costs, freight charges, and financing
costs associated with high-value medical equipment. These cost reductions form the foundation for
regulatory and market-level transformations discussed in the subsequent section.

4.1 Pre-FTA Tariff Structure
Before the implementation of the FTA, the tariff structure on imported medical devices typically included:
e Basic Customs Duty (7.5%—10%)
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e Social Welfare Surcharge (10% of BCD)
o Integrated GST (12%—18%)
e Customs Handling and Clearance Costs

The landed cost of imported medical devices was calculated based on the cumulative duty structure, which
increased the overall cost significantly.

Pre-FTA Landed Cost Equation
Lpre = (V + BCD + SWS) X (1 + GST)

Where:

e V=CIF Value

e B(CD= Basic Customs Duty

o SWS= Social Welfare Surcharge

o GST= Integrated GST
4.2 Post-FTA Tariff Structure

Under the India—EU Free Trade Agreement, Basic Customs Duty on EU-origin medical devices is reduced
to zero for most product categories. As a result, Social Welfare Surcharge is also eliminated because it is
calculated as a percentage of Basic Customs Duty. Therefore, only GST is applied to the CIF value of
imported goods.

Post-FTA Landed Cost Equation
Lpost =V X (1 + GST)
This results in a significant reduction in the total landed cost of imported medical devices.
4.3 Comparative Cost Analysis
Table 2: MRI Scanner Cost Comparison (Pre vs Post FTA)

Component Pre-FTA $§ Post-FTA $ Change
Ex-Factory Price 1,000,000 1,000,000 0%
Basic Customs Duty (7.5%) 75,000 0 -100%
Social Welfare Surcharge 7,500 0 -100%
GST 129,900 120,000 -7.6%
Total Landed Cost 1,212,400 1,120,000 -7.62%

The analysis shows that the elimination of customs duties reduces the total landed cost of an MRI scanner
by approximately 7-8%. For other medical devices such as orthopaedic implants and surgical robots, the
cost reduction may range between 5—12%, depending on tariff rates and tax structures.

Figure 1: Comparison of Medical Device Costs Pre-FTA and Post-FTA
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Figure 1. Comparison of Medical Device Costs
Pre-FTA and Post-FTA
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4.4 Category-Wise Cost Reduction
Table 3: Estimated Cost Reduction by Product Category

1. Product Category 2. Pre-FTA 3. Estimated Cost Reduction
Tariff
4. Diagnostic Imaging Equipment 5. 7.5% 6. 7-8%
Orthopaedic Implants 8. 10% 9. 9-12%
10. Surgical Instruments 11. 7.5% 12. 6-8%
13. Medical Electronics 14. 10% 15. 8-10%
16. Consumables 17. 5% 18. 4—6%

This table shows that high-value equipment such as imaging machines and implants benefits the most
from tariff elimination.

4.5 Economic Impact on Hospitals

Medical equipment represents one of the largest capital expenditures for hospitals after infrastructure and
real estate. A reduction in equipment costs directly affects hospital investment decisions and financial
performance.

Hospital Cost Structure Before Tariff Reduction
Hospital expenditure typically includes:

o Infrastructure costs

e Medical equipment costs

o Staff salaries

e  Operating expenses

e Maintenance and servicing costs

Medical equipment accounts for approximately 25-30% of total hospital capital expenditure. Therefore, a
reduction in equipment costs significantly reduces total investment costs for hospitals.

Impact on Hospital Profitability
The reduction in equipment cost improves hospital profitability through:
1. Lower capital investment

2. Reduced depreciation expenses
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3. Lower maintenance costs
4. Increased patient capacity
5. Expansion of advanced medical services

Figure 2: Impact of Equipment Cost Reduction on Hospital Profitability
Figure 2. Impact of Equipment Cost Reduction
on Hospital Profitability

> Higher Profit Margins

I » Lower Treatment Costs

» Increased Patiernt Capaciy

» Invvestment in Advarced
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4.6 Impact on Healthcare Costs and Patients

Tariff reduction does not only affect hospitals but also affects patients and healthcare affordability. Lower
equipment costs reduce diagnostic and treatment costs, particularly in areas such as radiology, cardiology,
orthopaedics, and oncology.

Estimated Impact on Treatment Costs

Treatment Type Equipment Used Cost Reduction

MRI Scan MRI Machine 5-8%
CT scan CT Scanner 5-7%
Cardiac Surgery Cath Lab 6-9%
Joint Replacement Implants 8-12%
Cancer Therapy Linear Accelerator 5-8%

Lower treatment costs improve healthcare accessibility and may increase patient volume and hospital
revenue.

4.7 Market Expansion Effect
Tariff liberalization may also lead to market expansion due to lower prices.
Price reduction leads to:

e Increased demand for medical equipment

o Expansion of hospitals in Tier-2 cities

¢ Growth in diagnostic centres

e Increased adoption of advanced medical technology

e  Growth in medical tourism

e Increased foreign investment

Figure 3: Medical Device Market Growth After Tariff Liberalization
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4.8 Summary of Tariff Liberalization Impact

The overall impact of tariff liberalization on medical device costs can be summarized as follows:

Impact Area Effect
Import Cost Decrease
Hospital Investment Increase

Equipment Adoption Increase

Healthcare Costs Decrease

Hospital Profitability Increase

Medical Tourism Increase

Domestic Manufacturing Decrease (due to IDS risk)
Foreign Investment Increase

Tariff liberalization therefore has both positive and negative effects depending on whether the perspective
is hospitals, patients, or domestic manufacturers.

5.0 Regulatory Convergence and Market Access

While tariff liberalization is an important component of the India—European Union Free Trade Agreement
(FTA), the most significant long-term impact of the agreement lies in regulatory convergence and market
access reforms. In modern trade agreements, non-tariff barriers such as regulatory standards, certification
requirements, testing procedures, and approval timelines often act as more significant barriers to trade than
tariffs themselves. Therefore, the regulatory convergence provisions included in the India—EU FTA are
expected to have a more substantial impact on the medical device sector than tariff elimination alone.

The medical device industry is highly regulated because devices directly affect patient safety and healthcare
outcomes. Before the India—EU FTA, medical device manufacturers exporting to India had to comply with
both European Union Medical Device Regulation (EU MDR) and India’s Medical Device Rules
regulated by the Central Drugs Standard Control Organization (CDSCO). This dual regulatory
requirement increased compliance costs, delayed product approvals, and restricted market entry for new
medical technologies.

The India—EU FTA introduces regulatory cooperation mechanisms that aim to harmonize regulatory
standards, reduce duplication in certification procedures, and improve market access for medical device
manufacturers in both regions. These regulatory changes further influence hospital economics, foreign
investment, and industry structure, as analysed in the following sections.

5.1 Regulatory Framework Before the FTA

Before the agreement, the regulatory approval process for medical devices in India involved multiple stages
including product registration, clinical testing, certification, and import licensing. Even if a device was
approved in the European Union and carried CE certification, it often had to undergo additional testing and
approval procedures in India.

242 Journal of Global Economy,
Special Issue ( Pathways to Viksit Bharat, 2026)
Volume 22 no 3 July, 2026



ISSN (Print Version) 0975-3931
ISSN(On-Line Version) 2278-1277

Key Challenges Before Regulatory Convergence

1. Dual certification requirements (EU + India)

2. Clinical testing requirements in India

3. Long approval timelines

4. High compliance costs

5. Documentation and licensing delays

6. Limited regulatory coordination between India and EU

These regulatory barriers increased the time-to-market for medical devices and increased costs for
manufacturers and hospitals.

Table S: Regulatory Approval Process Before FTA

Step Approval Requirement
Product Registration Required

Clinical Testing Required in India
Quality Certification EU + India

Import License Required

Approval Time 18-22 months

These barriers acted as non-tariff barriers to trade, limiting market access.
5.2 Regulatory Convergence Under India—EU FTA
The India—EU Free Trade Agreement introduces regulatory convergence mechanisms including:

e Recognition of CE Certification

e  Mutual Recognition Agreements (MRAs)

e Single Audit Programs

e Reduction of Technical Barriers to Trade

e Post-Market Surveillance Cooperation

¢ Regulatory Data Sharing

¢ Harmonization with International Medical Device Regulators Forum (IMDRF)

Regulatory convergence reduces duplication in testing and certification procedures and simplifies the
approval process.

Key Regulatory Reforms Introduced by FTA

Regulatory Aspect Pre-FTA Post-FTA
Certification Dual CE Recognition
Clinical Testing Required Reduced
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Regulatory Aspect Pre-FTA Post-FTA
Approval Timeline 18-22 months 6-9 months
Compliance Cost High Reduced
Market Entry Restricted Streamlined

Figure 4: Regulatory Approval Process Before and After FTA
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5.3 CE Certification Recognition and Mutual Recognition Agreements

One of the most important provisions of the agreement is the recognition of CE certification for medical
devices approved in the European Union. CE certification indicates that a product meets EU safety, health,
and environmental protection standards.

Under Mutual Recognition Agreements (MRAs), India may accept CE-certified devices without requiring
full clinical testing again in India. This significantly reduces approval timelines and compliance costs.

Impact of CE Recognition

1. Faster product approvals

Lower compliance costs

Increased imports of advanced medical devices
Technology transfer

Increased foreign investment

AN o

Increased competition in domestic market

Figure 5: Impact of CE Certification Recognition on Market Access
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5.4 Reduction in Time-to-Market

Time-to-market is a critical factor in the medical device industry because technology evolves rapidly and
delays reduce competitiveness.
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Table: Regulatory Approval Timeline Comparison

Device Category Pre-FTA Approval Time Post-FTA Approval Time
Class A Devices 6 Months 3 Months
Class B Devices 12 Months 6 Months
Class C Devices 18 Months 8 Months
Class D Devices 22 Months 9 Months

The reduction in approval time improves market access and encourages companies to introduce new
technology in India earlier.

Economic Impact of Reduced Approval Time
Reduced approval time leads to:

e Faster technology adoption
¢ Increased imports of advanced devices
e Increased hospital investment
e Increased foreign investment
e Increased competition
¢ Increased healthcare quality
5.5 Impact on Foreign Direct Investment and Joint Ventures

Regulatory harmonization and improved market access encourage foreign companies to invest in domestic
manufacturing, joint ventures, and research facilities.

Foreign companies prefer countries with:

e Predictable regulatory environment

e Faster approval timelines

e Harmonized standards

e  Market access certainty

e Investment protection

Therefore, regulatory convergence may increase foreign direct investment in:

e Medical device manufacturing

¢ Service and maintenance centres

¢ Research and development

¢ Training and skill development

¢ Digital health and Al diagnostics
5.6 Impact on Domestic Manufacturers

While regulatory convergence improves market access for foreign companies, it also increases competition
for domestic manufacturers. Domestic firms must upgrade their quality standards, certification processes,
and technology to compete with European manufacturers.
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However, regulatory convergence also provides opportunities for domestic firms:

e Export to EU markets
e Joint ventures with EU companies
e Technology transfer
¢ Integration into global value chains
¢ Contract manufacturing

5.7 Market Access Expansion

The agreement improves market access in both directions:

e EU companies get easier access to Indian market
¢ Indian companies get easier access to EU market

Market access improvements may lead to:

e Increase in trade volume

e Increase in foreign investment

¢ Increase in joint ventures

e Increase in technology transfer

e Increase in exports

¢ Increase in competition and innovation

5.8 Summary of Regulatory Convergence Impact

Impact Area Effect
Approval Time Decrease
Compliance Cost Decrease
Market Entry Barriers Decrease
Technology Transfer Increase
Foreign Investment Increase
Competition Increase
Domestic Manufacturing Pressure Increase
Healthcare Technology Adoption Increase

Regulatory convergence therefore has structural long-term impact, while tariff reduction has short-term
cost impact.

6.0 SWOT Analysis of Post-FTA Medical Device Industry

The India—European Union Free Trade Agreement (FTA) is expected to significantly transform the
structure of the medical device industry in India by reducing tariffs, improving regulatory cooperation, and
increasing foreign investment. However, the agreement also introduces structural challenges for domestic
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manufacturers due to increased competition and inverted duty structures. To evaluate the overall strategic
impact of the agreement on the medical device industry, a SWOT (Strengths, Weaknesses, Opportunities,
and Threats) analysis is conducted. The SWOT analysis complements the quantitative and regulatory
findings by providing a strategic perspective on industry transformation.

To complement the quantitative and regulatory analysis, this study employs SWOT analysis as a strategic
evaluation tool. SWOT enables a structured assessment of internal strengths and weaknesses, along with
external opportunities and threats arising from the India—EU Free Trade Agreement. This approach is
widely used in policy and industry analysis to interpret complex economic transformations in a holistic
manner.

6.1 Strengths

The India—EU Free Trade Agreement provides several strengths to the Indian healthcare and medical device
sector, particularly in terms of cost reduction, technology access, regulatory reforms, and foreign
investment inflows.

1. Reduction in Import Duties

One of the major strengths of the agreement is the elimination of customs duties on European medical
devices. This reduces the cost of importing high-end medical equipment such as MRI machines, CT
scanners, robotic surgery systems, and orthopaedic implants. Lower equipment costs reduce hospital capital
expenditure and improve healthcare affordability.

2. Faster Regulatory Approvals

Regulatory convergence and recognition of CE certification significantly reduce product approval
timelines. Faster approvals allow hospitals to adopt new medical technologies earlier and improve
healthcare quality.

3. Access to Advanced Medical Technology

The agreement improves access to advanced medical technology from European countries, which may
improve diagnostic accuracy, surgical outcomes, and healthcare infrastructure in India.

4. Increase in Foreign Direct Investment

Regulatory harmonization and improved market access encourage European companies to invest in India
through joint ventures, manufacturing units, service centres, and research facilities.

5. Expansion of Healthcare Infrastructure

Lower equipment costs may encourage hospitals to expand into Tier-2 and Tier-3 cities, improving
healthcare accessibility and regional healthcare infrastructure.

6.2 Weaknesses

Despite the benefits, the agreement also exposes structural weaknesses in the Indian medical device
industry.

1. High Import Dependency

India currently imports approximately 70-80% of high-end medical devices. Tariff elimination may further
increase import dependency instead of encouraging domestic manufacturing.

2. Lack of Domestic Manufacturing Capability

Domestic manufacturers primarily produce low-value consumables and basic devices, while high-value
devices such as imaging equipment and robotic systems are still imported. Domestic firms may struggle to
compete with European manufacturers.

3. High Compliance and Certification Costs

Regulatory convergence requires domestic manufacturers to comply with international standards such as
CE certification, ISO standards, and quality regulations, which may increase compliance costs for small
and medium enterprises.
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4. Technology Gap

European companies have technological advantages, research capabilities, and economies of scale that
domestic manufacturers may not be able to match immediately.

6.3 Opportunities

The India—EU Free Trade Agreement also creates significant opportunities for the Indian medical device
industry.

1. Joint Ventures and Technology Transfer

European companies may establish joint ventures with Indian companies to manufacture medical devices
in India, leading to technology transfer and skill development.

2. Integration into Global Value Chains

Indian firms may become component suppliers or contract manufacturers for European companies,
integrating into global medical device value chains.

3. Export Opportunities to EU Market

Regulatory harmonization may allow Indian manufacturers to export medical devices to European markets
more easily.

4. Growth of Medical Tourism

Lower equipment costs and improved healthcare technology may strengthen India’s position as a medical
tourism destination.

5. Expansion of Digital Health and AI Diagnostics

Regulatory cooperation and data-sharing provisions may promote digital health, telemedicine, and Al-
based diagnostics.

6. Growth of Service and Maintenance Sector

Even if devices are imported, service, maintenance, training, and installation services can be localized,
creating employment opportunities.

6.4 Threats
The agreement also creates several threats for domestic manufacturers and industry structure.
1. Inverted Duty Structure

If import duties on finished medical devices become zero while duties remain on raw materials and
electronic components, domestic manufacturing becomes less competitive.

2. Increased Competition from European Firms

European companies with advanced technology and economies of scale may dominate the Indian market,
reducing market share for domestic manufacturers.

3. Risk of Domestic Industry Becoming Import-Dependent

Domestic firms may shift from manufacturing to importing and distribution due to cost advantages of
imported products.

4. Environmental and Sustainability Standards

European Union environmental regulations such as Carbon Border Adjustment Mechanism (CBAM) may
increase compliance costs for Indian exporters.

5. Brain Drain and Skilled Labor Migration
European companies may attract skilled biomedical engineers and researchers, leading to talent migration.

Table6: SWOT Analysis of Post-FTA Medical Device Industry
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Strengths Weaknesses

Reduction in import duties High import dependency
Faster regulatory approvals Limited domestic manufacturing
Access to advanced technology High compliance costs
Increase in foreign investment Technology gap
Expansion of healthcare infrastructure Limited R&D investment
Opportunities Threats

Joint ventures Inverted duty structure

Technology transfer EU competition

Export opportunities Import dependency

Medical tourism growth Environmental standards

Digital health growth Skilled labour migration

Figure: SWOT Analysis Framework of Post-FTA Medical Device Industry
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» Josmt Ventures > Increased Competition
» Expowts 120 EU > wwerted Duty STrwctuwre
» Medical Towrum

6.5 Strategic Interpretation of SWOT Analysis

The SWOT analysis indicates that the India—EU Free Trade Agreement provides strong opportunities for
technology transfer, foreign investment, and healthcare infrastructure development, but also poses risks to
domestic manufacturing due to increased imports and competition.

The long-term impact of the agreement will depend on government policies related to:
e Production Linked Incentives
e Component duty rationalization
e Domestic manufacturing promotion
e Research and development incentives

e Skill development programs
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e Export promotion policies

If appropriate policies are implemented, India can benefit from the agreement by becoming a manufacturing
and export hub rather than only an import market.

1. Discussion and Policy Recommendations

To maximize the benefits of the India—EU Free Trade Agreement, the following policy measures are
recommended:

1. Reduce import duties on medical device components.
Introduce Production Linked Incentives for medical device manufacturing.
Establish EU-India Medical Device Manufacturing Parks.

Create fast-track customs clearance for life-saving equipment.

Promote joint ventures between Indian and European firms.
Develop skill development programs for biomedical engineers.

2

3

4

5. Provide export incentives for Indian manufacturers.

6

7

8. Support SMEs in meeting EU environmental and regulatory standards.
9

Align domestic GST structure to prevent inverted duty structure.
10. Promote domestic R&D in medical device manufacturing.
7.0 CONCLUSION

The India—EU Free Trade Agreement of 2026 represents a major transformation in India’s healthcare and
medical device sector. The agreement reduces medical device costs, improves access to advanced
healthcare technology, and promotes regulatory harmonization between India and the European Union.

However, the agreement also presents challenges for domestic manufacturers due to inverted duty structures
and increased competition from European firms. Appropriate policy interventions are required to ensure
that India benefits not only as an importer but also as a manufacturing hub integrated into global medical
device value chains.

Overall, the agreement is expected to improve healthcare affordability, increase foreign investment,
modernize hospital infrastructure, and transform India’s medical technology ecosystem over the next
decade. The integrated analytical framework developed in this study can be applied to other trade
agreements to evaluate their sectoral and economic impact in a comprehensive manner.
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