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India - An Emerging Hub for Medical Devices Manufacturing
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ABSTRACT

India is transitioning from an import-dependent medical device market to a global manufacturing hub. Building on its
pharmaceutical success, the country is now focusing on MedTech self-reliance. Government initiatives like the PLI scheme
and dedicated MedTech parks are driving this shift. Innovation by startups and alignment with global regulatory standards
are enhancing competitiveness. India is poised to play a major role in making quality medical devices accessible worldwide.
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INTRODUCTION

India’s transformation into a global healthcare contributor
has been remarkable. Known for its dominance in the
pharmaceutical sector, where it earned the title of the
“Pharmacy of the World,” India is now poised to chart a similar
trajectory in the field of medical devices manufacturing. With
a strong policy push, rising domestic demand, expanding
industrial capacity, and an innovation-friendly ecosystem,
India is steadily positioning itself as a global player in the
MedTech landscape.

From Pharmaceuticals to Medical Devices: A Natural
Progression

India’s pharmaceutical industry grew on the back of
strategic policy shifts in the 1970s and 1980s, particularly
patent law reforms that enabled domestic firms to produce
affordable versions of essential medicines. Over time, Indian
pharmaceutical manufacturers developed robust infrastructure,
earned international regulatory certifications, and built a strong
exports network. Today, India supplies more than 20% of the
world’s generic medicines and houses the highest number of
USFDA-compliant pharmaceutical manufacturing facilities
outside the United States.

This success has served as both inspiration and a
foundation for India’s next big opportunity — medical devices
manufacturing. Unlike pharmaceuticals, the MedTech sector
has historically been import-driven. However, with the right
enablers now in place, India is on a mission to reduce this
dependency and become self-reliant - Atmanirbhar Bharat.

Why Medical Devices Matter

Medical devices are the backbone of diagnostics, treatment,
and patient care. They range from basic tools like syringes and
thermometers to advanced technologies such as MRI scanners,
pacemakers, and robotic surgical systems. As India’s healthcare
sector modernizes and expands to serve a vast and diverse
population, the need for reliable, affordable, and high-quality
medical equipment is growing rapidly.

Currently, India imports over 70% of its medical devices.
This reliance on global suppliers affects affordability,
availability, and long-term sustainability. Realizing the
strategic importance of domestic production, the government
has taken decisive steps to develop a robust indigenous
MedTech industry.

Government Policies Fueling Growth

The Indian government has introduced a host of policies and
schemes aimed at promoting domestic manufacturing of medical
devices. Some of the most impactful initiatives include:

e Production Linked Incentive (PLI) Scheme

Introduced in 2020, the PLI scheme offers financial incentives

to companies manufacturing high-end medical equipment
within India. These include diagnostic imaging equipment,
ventilators, and implants. The aim is to make India globally
competitive in advanced MedTech categories.

*  Development of Medical Device Parks

To bring down manufacturing costs and provide access to
state-of-the-art infrastructure, dedicated medical device parks
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have been setup with AMTZ at Andhra Pradesh being the
torchbearer and newer upcoming parks being setup in Tamil
Nadu, Telangana, Himachal Pradesh, and Uttar Pradesh. These
parks offer shared testing labs, prototyping support, regulatory
infrastructure and logistics facilities.

e National Medical Devices Policy, 2023

This policy sets out a strategic roadmap for achieving self-
reliance. It focuses on five key pillars: research and innovation,
infrastructure development, skilled workforce, regulatory
streamlining, and global market access.

e Make in India & Atmanirbhar Bharat

Under these flagship initiatives, the medical devices sector has
been prioritized for domestic capability-building. The focus
is on encouraging local production, reducing imports, and
positioning India as an export hub.

Innovation and Startups: Driving the Next Wave

India’s MedTech innovation landscape is witnessing a surge in
activity, particularly among startups and young entrepreneurs.
Over 3,000 health-tech startups are developing solutions
ranging from Al-powered diagnostic tools to wearable health
monitors and portable imaging devices.

Government agencies such as AMTZ, BIRAC and schemes
like Startup India are providing seed funding, mentoring, and
incubation support. Academic institutions including IITs,
NIPERs, and AIIMS are collaborating with industry to bridge
the gap between lab and market.

India’s strength in software development, artificial
intelligence, and cloud computing is also enabling the creation
of smart medical devices tailored for both urban and rural
settings.

Strengthening the Regulatory Environment

A well-regulated industry is essential for both safety and
international competitiveness. India’s regulatory environment
for medical devices has undergone significant reforms in
recent years:

The Medical Devices Rules (2017) introduced a risk-based
regulatory framework.

Regulatory oversight under the Central Drugs Standard Control
Organization (CDSCO) is being expanded.
Efforts are underway to align India’s standards with global

benchmarks such as ISO and the IMDRF framework. ICMED
13485 integrates the ISO 13485 quality management system
requirements with the Indian Medical Device Regulations.

Indian manufacturers are increasingly obtaining international
certifications (like CE and USFDA) to access export markets and
build credibility.

Opportunities and Global Potential

India’s growing capabilities present significant opportunities
for both domestic and global stakeholders:

e Import Substitution

Domestic production can drastically reduce costs and ensure
uninterrupted supply of critical devices.

e Export Growth

With quality and cost advantages, India is well-positioned to
become a preferred supplier to countries in Africa, Southeast
Asia, and Latin America.

e Job Creation

The expansion of the sector is expected to generate employment
across manufacturing, R&D, quality assurance, and servicing.

* Digital-Device Convergence

India’s prowess in IT and mobile technology gives it an edge
in developing next-generation connected medical devices.

CONCLUSION

India is on the brink of a healthcare manufacturing revolution.
Building upon its pharmaceutical legacy, the country is now
strategically focused on becoming a global hub for medical
devices. With the right mix of policy support, industrial
development, skilled workforce, and innovation-driven
entrepreneurship, India has the potential to become the world’s
trusted supplier of life-saving medical technologies.

In the years to come, as the world seeks reliable, affordable,
and quality medical devices, India is well on its way to
becoming a central pillar in the global MedTech supply chain
— ensuring not only national self-reliance but also contributing
to global health equity.
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