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EXECUTIVE SUMMARY

The Coronary artery disease (CAD) is a vascular disorder caused by stenosis of coronary
arteries due to atheromatous plaque accumulation formed by calcium, fatty deposits,
abnormal inflammatory cells within the artery walls, narrowing the lumen of the artery,
causing partial or total obstruction and limiting the oxygen-carrying blood flow to the heart.
CAD is currently the most common non-communicable disease resulting in serious
circumstances frequently caused by partially blocked coronary arteries accounting for 35%
fatality globally. In India, over 65 million people are affected by the year 2015. Cardiovascular
diseases (CVD) account for nearly 25% of deaths between the ages of 25 and 70 years. Large
prospective studies have shown age-standardized CVD mortality rates of up to 225-500 per
100,000 in men and 225-399 per 100,000 in women. These figures appear to be an
underestimation given that alarge number remain undetected. Along with the current
conservative treatment strategies for CAD with medical therapies, invasive management with
mechanical revascularization by percutaneous coronary intervention (PCI) followed by stent
implantation is often employed to successfully restore the coronary blood flow. The number
of interventional cardiologists in India is estimated to be 3 to 5 per million population, in
contrast to 50 to 70 per million population in the USA. The number of cardiac catheterization
laboratories in India was estimated to be around 960 in 2016. Keeping the burden of disease
in mind, the facilities and infrastructure for invasive treatment modalities in India are
inadequate. Despite these shortcomings, the number of PCls performed is increasing steadily
at an annual growth rate of 6%. The total number of PCI procedures carried out in 2016 was
495,000 with an estimated number of 594,000 stents used (1.20 per procedure). Of the stents
implanted, 80% were DES.

The Global Drug Eluting Stents Market is poised to grow at a CAGR of around 3.8% over the
next decade to reach approximately $9.45 billion by 2025.

The main objective of this product dossier is to cover the entire spectrum pertaining to
coronary stents. This dossier explains the clinical need, requirements, working principle,
detailed technical aspects to enlighten the criticality of the product at the component level and
provide a glimpse on relevant standards and regulations to ensure the safety, integrity, and
function. The report highlights the market figures and EXIM analysis information which will

provide insight into the commercial aspects and demand of the product in the Indian scenario.
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ABOUT:

Andhra Pradesh MedTech Zone (AMTZ) is an enterprise under the Government of Andhra
Pradesh, a 270 Acre zone dedicated for medical device manufacturing with 200-250
manufacturing units. AMTZ provides the one-stop solution for all the manufacturers by
providing, common scientific testing facilitates (EMI/EMC, Electrical Safety, Radiation,
Biomaterials Testing, 3D printing facilities), commercial facilities such as expo halls and
warchouse.

Kalam Institute of Health Technology (KIHT) in the premises of AMTZ facilitates focused
research on critical components pertaining to medical devices, technology transfer of innovative
technologies through e-auction, market innovation, and access. These end to end solutions help
to reduce the cost of manufacturing up to 40% and make health care products more affordable

and accessible.




