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Since the government declared medical devices as one 
of the 25 focus sectors in 2014, the industry has been 
undergoing significant changes in terms of new policy 
measures and strengthening of the regulatory framework. 
Some of these initiatives are still a work in progress and we 
should expect more clarity and changes over the coming 
periods. This transition phase will cause some short-term 
inconveniences but in the long-run, it should enable more 
robust growth and encourage investments in the sector. 
Some of the recent policy measures and initiatives listed 
below (taken during the past few months), will certainly 
influence industry actions and healthcare delivery 
mechanisms as we move forward. 

Medical Device Rules, 2017: The new rules notified in 
January 2017 will become effective from January 2018. The 
new rules have finally defined ‘Medical devices’ and have 
classified them based on their associated risks.

Medical device parks: New medical device parks were 
announced by several state governments with the lead 
taken by Andhra Pradesh. The state formed the Andhra 
Pradesh Medtech Zone (AMTZ) and has already started 
allotting land for manufacturing facilities to domestic and 
international companies.

Price caps: The government decided to bring stents 
under price control, with a view to rationalise the pricing. 
Accordingly, the National Pharmaceutical Pricing Authority 
(NPPA) announced the price caps for coronary stents 
and implemented the same with immediate effect. This 
decision has been opposed by the industry and the 
general understanding is that while the intentions were 
understandable and appreciated, the price determination 
mechanism and implementation needs to be executed 
with more thought and planning.

GST: The Goods and Services Tax (GST) Law was passed 
by the Parliament with four rate slabs. The government 
is still to notify the rates on individual products and 
services. Multinational Companies (MNCs) and domestic 
manufacturers continue to represent on this matter with 
the government. 

The Department of Pharmaceuticals (DoP) has also 
released draft rules which brought about significant 
reforms like the limit on shelf-life, unique identification 
tag, etc. for medical devices.

This report discusses the steps taken by various 
stakeholders of the industry and seeks to understand the 
effects of the changes being made on the industry in a 
holistic manner.

One of the most exciting aspects is the array of start-ups 
that are bringing valuable innovation and completely 
revolutionising traditional healthcare delivery. These 
start-ups have identified niche markets and have used 
innovative technology to assist the urban and rural 
patients. The start-up ecosystem is in a nascent stage 
and requires support from the government, industry and 
stakeholders to turn around healthcare delivery in India.

The medical devices industry in India is still young in the 
country and the penetration and usage growth potential 
is immense. The current policy initiatives and changes 
will in some cases facilitate growth but also create 
some difficulty. As the industry grows and matures, 
organisations will need to demonstrate flexibility, 
resilience and an appetite for investment to participate in 
what will certainly be a large and exciting opportunity that 
will also significantly improve healthcare services in India. 

Ravi Menon
Senior Business Adviser
SKP
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The global medical devices market is valued at USD 
342.39 billion, out of which India’s market accounts for 
a meagre 1.3% of the total value. The Government of 
India announced a revised Foreign Direct Investment 
(FDI) policy for the sector in January 2015 in which foreign 
investment up to 100% was allowed under the automatic 
route for both greenfield and brownfield investments. 
The Reserve Bank of India (RBI) has been mandated by 
the Ministry of Finance’s (MoF’s) Financial Intelligence Unit 
(FIU) to investigate all investments made in the medical 
devices sector post January 2015 through the automatic 
route. 

The definition of medical devices, for FDI, is the definition 
as proposed in the Drugs and Cosmetics (Amendment) 
Bill, 2013. However, the government withdrew this Bill 
from the Rajya Sabha (Upper House) in June 2016 and 
released the new Medical Device Rules, 2017 for the sector 
which will be enforced from 1 January 2018. The Ministry 
of Health and Family Welfare (MoHFW) is working on 
a separate legislation to regulate medical devices. The 
withdrawal of the amendment bill has led to a loophole in 
the policy as the draft legislation is yet to be enforced and 
has given the FIU a reason to believe that there could be 
misrepresentations and companies might invest through 
the automatic route, even if they are not entitled to do so.

The FIU made these observations post the proposed 
investment by BioMérieux, a French biotechnology 
firm, in RAS Lifesciences Private Limited whereby the 
increase in stake from 60% to 70% came to light.1 Based 
on the application made to the RBI, BioMérieux believes 
that it does not need to take approval from the Foreign 
Investment Promotion Board (FIPB) as the investment 
was proposed post the withdrawal of the FIPB nod by 
the government. The RBI agreed with the company and 
permitted the investment.

Before January 2015, the policy governing FDI in the 
medical devices sector had three major conditions which 
were:

• The foreign investor needs to sign a non-compete
clause except with the approval of the FIPB;

•  A certificate along with the FIPB application by the
investor and investee is required; and

•  The right to incorporate appropriate conditions for
FDI in brownfield investments.

The gap in the policy has the following consequences:

•  After the January 2015 FDI policy announcement, for
any foreign investment to qualify under the automatic
route, the activity of the company should be confined
to manufacturing medical devices and should exclude 
pharmaceuticals or brownfield pharmaceutical
acquisitions.

•  As there is ambiguity over the rules, companies may
avail the automatic route, deliberately or otherwise,
which they may not be entitled to as the definition
under the FDI policy is different from the one effective
by law.

To address this issue and avoid hampering any investment 
while keeping the law as clear as possible, the FIU reached 
out to the Department of Industrial Policy and Promotion 
(DIPP) to revisit the FDI policy in consultation with the DoP. 
The DIPP may issue a notification stating that the definition 
of medical devices under the FDI policy released in January 
2015 will be the definition as prescribed in the Drugs and 
Cosmetics Act, 1940 and any amendment made to the said 
act from time to time.2

TÜV SÜD, a German testing and certification company, 
recently announced a host of different services for medical 
device manufacturers in India. The aim of these services is 
to give Indian products global acceptability and exposure, 
and to provide Indian manufacturers the opportunity to 
upgrade their products and processes.3

1. http://www.livemint.com/Companies/0WvjNUVdKA0wsRBs0dv1FK/Govt-tells-RBI-to-examine-
foreign-investments-in-medical-dev.html

2. http://www.livemint.com/Companies/0WvjNUVdKA0wsRBs0dv1FK/Govt-tells-RBI-to-examine-
foreign-investments-in-medical-dev.html

3. http://www.business-standard.com/article/news-ians/new-services-for-indian-medical-device-
manufacturers-announced-116112801093_1.html
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However, with the introduction of the new policy, 
the conditions mentioned above were abolished 
and a path was set for automatic approval.



The government of India, over the period of the past 12 
months, has been very active on reforms for the medical 
devices sector. With the introduction of new rules, 
the government for the first time has defined medical 
devices separately and has brought the rules up to global 
standards. The government also took action on the long-
standing complaint of overcharging on stents by capping 
the price, while the consumers are rejoicing the industry is 
not. 

Medical Devices Rules

The ministry released the first draft of rules in July 2016 
and post consultation with the industry and stakeholders 
released the second draft in October 2016. In January 
2017, the MoHFW notified the Medical Devices Rules, 
20174 and announced that they would be effective from 1 
January 2018, thereby providing time for players to adapt 
to the new rules.5 The rules have been framed to conform 
to the framework laid down by the Global Harmonization 
Task Force (GHTF) for medical devices. The rules aim to 
bring the Indian medical devices industry on par with 
global standards and have been customised while keeping 
the Indian context in mind. The major changes made in the 
rules are:

Definition of medical devices

The 2017 rules define medical devices as follows:

• Specific devices intended for internal or external use
in the diagnosis, treatment, mitigation or prevention 
of diseases or disorders in human beings or animals 
which are notified by the government from time to
time under the Act. Some categories of devices have
already been notified by the government.

•  Specific substances intended to affect the structure or
any function of the human body which are not notified
by the government. At present, the substances
notified are mechanical contraceptives (e.g. condoms,
intra-uterine devices, tubal rings) and disinfectants.

•  Surgical dressings, surgical bandages, surgical 
staples, surgical sutures, ligatures, blood and blood
component collection bags with or without
anticoagulant.

•  Substances used for in-vitro diagnosis.

•  All substances intended to be used for or in the
diagnosis, treatment, mitigation or prevention of any 
disease or disorder in human beings or animals.

The rules explicitly mention that all devices are regulated 
which are covered by the definition above, however, the 
Drugs and Cosmetics Act also include medical devices 
as part of the definition of the ‘drug’ and since it has not 
been amended, the rules will apply to all medical devices. 
Fortunately, the rules provide clarity and states that in case 
of confusion/contradictions between the 2017 rules and 
the Drugs and Cosmetics Act, the 2017 rules will prevail.

Classification of devices

The new rules introduce a rational and scientific approach 
to the classification, segmenting products based on the 
risk these devices may pose to human beings. The devices 
with the lowest risk are class A devices, devices with 
moderate risk are class B devices, devices with moderately 
high risk are class C devices and devices with high risk are 
class D devices. Class A products will not be brought under 
the purview of any regulation. Class A and class B products 
consists of X-ray machines, computerised tomography 
machines, magnetic resonance imaging machines, etc. 
whereas class C and class D products consists of stents and 
other implantable devices.

Sectoral initiatives
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4. http://pib.nic.in/newsite/PrintRelease.aspx?relid=157955

5. http://www.hindustantimes.com/india-news/govt-notifies-medical-devices-rules-2017/story-
TwkF6ZLb8MKPVuA2EuqvcN.html



Quality management

With the intention to ensure quality and add quality 
credence to the Indian medical devices, the rules envision 
a system wherein third parties can conduct an assessment 
and certify quality management systems of Class A and 
B device manufacturers. These certifying bodies have 
to be accredited by the National Accreditation Board for 
Certification Bodies (NABCB) to prove their competence 
with regard to the capability of their human resource. 
The rules also mention that these third-party bodies can 
provide assistance to the NABCB for regulating Class C 
and Class D products. The rules aim to encourage self-
certification and hence allow Class A manufacturers to 
obtain manufacturing licenses before the audit of the 
facility. However, after getting the approval, an audit has 
to be conducted by an NABCB accredited body. The rules 
have empowered state licensing authorities to allocate 
licenses for Class A and Class B manufacturers. However, 
the Central Licensing Authority (CLA) will regulate licenses 
for Class C and Class D manufacturers. The CLA can ask 
for assistance from experts and other notified bodies on a 
case to case basis.

Clinical trials 

The new rules have separate provisions for the clinical 
trials of medical devices and these trials will be referred to 
as clinical investigations. The provisions have eliminated 
the four-phase stringent trial norms that are applicable 
for pharmaceuticals and have introduced a two-phase 
process. Phase one will involve conducting a pilot study on 
a small focus group to prove the safety and performance. 
Phase two will be conducted on a larger group. The Central 
Drugs Standard Control Organization (CDSCO) will regulate 
the trials of investigative medical devices. Separate 
provisions for medical management and compensation for 
the subjects of the trials have been introduced to achieve 
patient safety. The rules have provided for compensation 
of up to INR 800,000 for people affected by an adverse 
trial.

Product standards:

Earlier, there was no clarity of product standards to be 
followed by medical device manufacturers and there was 
constant confusion. Medical device manufacturers earlier 

were in a dilemma as to which BIS (Bureau of Indian 
Standards) standard to follow for the products. However, 
the new rules aim to clarify the same and have listed down 
three standards which are to be followed in the same 
order and are as follows:

• A standard notified by the Central government for
the medical device specifically or which has been laid
down by the BIS or;

• Where (a) is absent, to a standard laid down by
International Organization for Standardization (ISO) or
the International Electrotechnical Commission (IEC);
or

• Where both (a) and (b) are absent, the validated
manufacturer’s standard.

Miscellaneous 

The new rules have eliminated the need for constant 
re-approval of manufacturing licenses. The licenses 
have been given indefinite validity, unless the license 
is suspended, terminated or has been surrendered by 
the manufacturer. Also, the rules have eliminated the 
need for applying for a registration certificate at the time 
of registrating as a foreign manufacturer as well as the 
need of an import license. Now, the rules specify that 
a foreign manufacturer only has to appoint an agent 
in India and then apply for an import license thereby 
decreasing the time taken to obtain a license. For making 
the process of approval easy and user-friendly, the entire 
process can be done online. The rules have capped the 
shelf-life of medical devices at five years from the date 
of manufacturing. The rules allow for this shelf-life to 
be extended provided sufficient evidence is provided 
by the manufacturer to the CLA to justify the extension. 
Henceforth, from the applications stage to getting the 
approval/permission, the process will be online. Also, 
the rules mention that the National Accreditation Board 
for Testing and Calibration Laboratories (NABL) along 
with other agencies will establish laboratories for testing 
medical devices.
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Price ceiling on stents 

Coronary stents are used for clearing blockages in 
coronary arteries. With changing lifestyles, improving 
access and incomes, and the growth in incidence of 
chronic diseases like IHD, the number of stent procedures 
in India has increased significantly and strong growth 
continues. There are a variety of stents that are sold in 
the market like bare metal stents, drug-eluting stents, 
including several newer generation stents. To provide 
a better perspective, in 2010, approximately 145,000 
stent insertion procedures were carried out and in 2015, 
the number increased to approximately 345,000. With 
the increase in the number of procedures, the prices of 
these stents also skyrocketed at the patient level. The 
government bodies felt that patients and families in 
general are not able to understand this category well 
and have been exploited. A report from the National 
Pharmaceutical Pricing Authority (NPPA) illustrated an 
analysis of foreign made stents and how they flow through 
the distribution chain. The report found out that there 
were profits made by various stakeholders which the 
report termed as unreasonable. The variance between 
the landed cost of imported stents and the Maximum 
Retail Price (MRP) ranged between 300% and 1200%. 
These margins were inflating the cost of healthcare 
services drastically because of which these services were 
unaffordable for many patients.6 

The DoP issued a notification in December 2016 stating 
that a price cap will be imposed on coronary stents so that 
exploitative pricing can be stopped. The notification would 
allow the NPPA to ascertain the maximum prices of stents. 
All coronary, bare metal, drug-eluting stents and subtypes 
stents such as bioresorbable vascular scaffolds and 
biodegradable stents are covered under the notification.

The medical device industry in India - March 2017 Medical Device Monitor - March 2017
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6. http://www.telegraphindia.com/1161222/jsp/frontpage/story_126146.jsp#.WFts6dJ97IU



By mid-February, the NPPA came out with a formula to 
regulate the prices of different cardiac stents under two 
categories: drug-eluting stents and bare metal stents. 
Accordingly, the NPPA issued a notification stating that 
the ceiling price of drug-eluting stents and bioresorbable 
stents will be fixed at INR 29,600 per unit and bare metal 
stents at INR 7,260 per unit. Para 24 (4) of the Drug Price 
Control Order (DPCO), 2013 states, “Every retailer and 
dealer shall display the price list and the supplementary 
price list, if any, as furnished by the manufacturer, on a 
conspicuous part of the premises where he carries on 
business in a manner so as to be easily accessible to any 
person wishing to consult the same”. After this notification, 
hospitals have to prepare separate bills for stents (and will 
not be able to include them in overall procedure/package 
prices). 

The industry has, in general, vigorously opposed the 
cap. AdvaMed, an international group of device makers, 
expressed its disappointment with the price cap and said 
that all stakeholder representations submitted to explain 
the differentiation between various kinds of stents have 
been disregarded. The group also suggested that there is a 
possibility of this step blocking innovation and hampering 
the sector in the long-run. AiMed, a body representing 
domestic stent manufacturers, believes that the cap is 
too harsh and will adversely effect the industry. They 
believe that the caps need to be reasonable and should 
allow a smooth transition, and the order, being effective 
immediately, is not viable. 

Doctors have a mixed view on the notification. Dr Vivek 
Jawali7, chief cardiothoracic and vascular surgeon of Fortis 
Hospital, believes that the regulation will lead to cheap 
dumping from China and Canada and FDA approved 
stents will eventually be withdrawn from the market as 
they all have been clubbed in a single segment. However, 
certain hospitals have welcomed the move and will pass 
the benefit on to the patients. Health experts feel that the 
average landing price may not exceed INR 17,000 and 
hence, a price of INR 29,000 still leaves room for profit 
margins. However, these margins will not sustain R&D and 
innovation.

There is a possibility that device makers can approach 
the NPPA to claim higher prices post proving that their 
technology is better than the existing devices as per the 
pharmaceutical industry practice.8 However, that might 
be easier said then done, as a committee of doctors for 
accessing the essentiality of stents found that there is no 
clinical data available on deaths or heart attacks on the 

available drug-eluting stents. It also noted that superiority 
of bio-absorbable stents is yet to be demonstrated.9 In 
fact, a study published in the Lancet journal in November 
2016 found that bio-absorbable stents, which are touted 
by many as technologically advanced, posed a higher risk 
of artery blockage. Thus, it will be critical for the stent 
makers to prove differentiation in the product on account 
of technical innovation. 

While there have been positive policy initiatives for 
the industry, the introduction of price control on some 
devices, and more importantly, the method in which prices 
are being fixed and regulated are a major hurdle for the 
industry and have left many participants concerned and 
confused. In the case of coronary stents, which is the first 
category of products for which price control has been 
announced, the following gaps are worrying:

• No serious and rigorous assessment of the medical
technology differences between different kinds of
stents and the impact of the same appears to have 
been done.

• A better understanding of the price build-up through
the entire chain, from supplier to consumer, and how
it would affect various stakeholders is needed in this
industry. Also, a better assessment should have been
made of what margins are required and reasonable
through the supply/value chain.

• Other options to widen access to the underprivileged
with lower cost devices and procedures should have
been evaluated.

• More thought as to how to encourage innovation
in this industry, where product and technology life
cycles are short, is required. It is evident that there
needs to be a thorough and proper study conducted 
by a premier institute like the Indian Council for
Medical Research and guide the DoP and NPPA on
the appropriate structure. The MTAB10 (Medical
Technology Assessment Board), which has been
announced but yet to be notified, could be tasked
to bring in adequate process and rigour into the
technology assessment.

The industry believes that NPPA arrived at the prices 
in haste and should have conducted more diligence in 
capping the prices. The NPPA on the other hand believes 
that the action was due and the public at large should 
be benefitted with immediate effect. It is clear that 
while the NPPA’s intention is legitimate, the approach to 
implementation should have been different.
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7. http://www.business-standard.com/article/companies/stent-prices-cut-85-industry-screams-
overkill-117021400990_1.html

8. http://www.moneycontrol.com/news/business/companies/nppa-caps-stent-prices-will-it-
break-doctor-hospital-nexus-1003832.html

9. https://scroll.in/pulse/826663/the-price-of-cardiac-stents-it-is-industry-against-civil-society-
once-more

10. http://www.hindustantimes.com/india-news/india-to-establish-medical-technology-
assessment-board/story-I89ugB0XCjJBjNmyb68d8H.html



SR.  
No.

Project Place State Particulars Investors

Existing Medical Device parks
1 Andhra Pradesh 

MedTech Zone
Vishakhapatnam 
(Vizag)

Andhra 
Pradesh

Manufacturing of 
medium to high-
end electronics and 
equipment related to 
medical devices

The state 
government

2 Medipark Chelangalpattu, 
Kancheepuram 
district, Chennai

Tamil Nadu Manufacturing cluster HLL Lifecare Limited 
and the Tamil Nadu 
government

3 Medical Device Park Sultanpur village of 
Patancheru Mandal 
in Medak, near 
Hyderabad City

Telangana Medical Device park 
which will focus 
on Research and 
Development (R&D), 
innovation and 
manufacturing

The state 
government

Upcoming Medical Device Parks
1 Medical Device Park Mihan, Nagpur Maharashtra Cluster of companies 

manufacturing 
consumables, 
orthopaedics implants 
and surgical instruments

The state 
government

2 A medical 
device park, a 
pharmaceutical 
formulation park 
and a bulk drug 
park.

Sanand, 
Ahmedabad

Gujarat Manufacturing of 
disposables and 
consumables

The state 
government

The medical device industry in India - March 2017
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The Government of India is encouraging the development 
of medical device parks in order to boost domestic 
manufacturing. This year, the first medical device park was 
established - the Andhra Pradesh MedTech Zone (AMTZ). 
The objective was to create an ecosystem for medical 

device manufacturing, reduce dependency on imports 
and eventually export domestically manufactured medical 
devices to other countries. Other such plans are detailed in 
the table below.



• AMTZ near Visakhapatnam is already in place and
has started an online payment portal which will help
manufacturers pay the booking or token fee of INR
25,000 instantly to book a plot. However, this facility
is on a first-come, first-serve basis and is expected to
close soon. The plots are available in areas of one acre,
0.5 acre and 0.25 acre at Visakhapatnam.

• The AMTZ team held their first investors meet at
Medica, which is an International Medical Travel
Summit held in Dusseldorf, Germany. The project
received commendation from international and 
domestic companies present at the summit.11

• AMTZ is also envisaging investments opportunities
from China after a discussion with the Chinese
authorities. 30 investors visited AMTZ to discuss
various manufacturing opportunities that the park
provides. The delegation was impressed with the
support provided by the Andhra Pradesh government
which included the availability of empanelled
partners for technology transfer, human resources, 
management and support systems.12

• Since the medical device sector is one of the top 25 
sectors under the Make in India campaign, the Union
Cabinet has agreed to sub-lease some land to HLL
Lifecare Limited for setting up a medipark. The Tamil
Nadu government is also supporting the initiative with
10% equity participation.13

• The objective of setting up a Medipark is the same as
others, which is to boost investment in this sector,
cut down on the dependency on imports and deliver
affordable healthcare services.

• The state of Telangana is growing at double the pace
compared to India’s growth rate. The idea behind
setting up a medical device park in Telangana is to
promote Hyderabad as a pharma city and this facility 
will complement Genome Valley, which hosts bio-tech
and life sciences firms.14 Pharma City and Genome
Valley combined are spread over 15,000 acres and 
offers a conducive environment for medical devices 
companies.

• These parks are projected to help in reducing the
manufacturing cost by 30% to 40%, thus facilitating
quality and affordable medical devices for the country.

11. http://www.pharmabiz.com/NewsDetails.aspx?aid=98735&sid=1

12. http://pharmabiz.com/NewsDetails.aspx?aid=99168&sid=1

13. http://www.thehindu.com/todays-paper/tp-national/hll-to-set-up-medipark-in-tn/article9195346.ece

14. http://business.medicaldialogues.in/telangana-to-develop-medical-devices-park/
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AMTZ inks MoU with QCI for ICMED 
certification

The AMTZ team has signed a Memorandum of 
Understanding (MoU) with the Quality Council of India 
(QCI) to promote the Indian Certification for Medical 
Devices (ICMED) scheme in India. ICMED is a quality 
certification scheme for medical devices which has been 
developed in collaboration with AiMeD, the QCI and the 
National Accreditation Board for Certification Bodies 
(NABCB) with an aim to enhance patient safety, boost 
consumer protection along with providing much-needed 
product credentials to manufacturers to instill confidence 
among buyers.

Due to the absence of mandatory quality certifications 
that are required for manufacturing medical devices in 
India, the devices manufactured in India lack an element 
of competitiveness compared to imported medical 
devices. The combined efforts of the AMTZ and the QCI 
will select empanelled agencies for the promotion of 
quality in medical devices and facilitate the manufacture of 
identified technologies at AMTZ.15

Medical device testing lab 

The government, in mid-2016, approved setting up 
medical device testing laboratories (one at Vadodara, 
Gujarat and the second one in Noida, Uttar Pradesh). The 
medical device testing lab in Gujarat will be dedicated to 
biomaterials and implants. For this, the Gujarat Food and 
Drug Control Administration (FDCA) has sent an MoU to 
HLL Lifecare Limited, a company under the Union Health 
Ministry which procures testing equipment, as a first step 
towards setting up the laboratory.

The testing lab will be housed at the Gujarat FDCA office, 
located strategically in the middle of a thriving industrial 
belt, and is likely to materialise in the coming months.16

The Government of Haryana and AiMeD signs 
a historic MoU

The Government of Haryana and AiMeD have signed 
an MoU for driving an investment of INR 50 billion in 
Haryana’s medical devices manufacturing industry. The 
objective behind signing this MoU is to reduce India’s 
import dependency.

As per the MoU, AiMed will provide direct investment 
for manufacturing medical devices as a knowledge 

partner for industrial planning and promotion of medical 
device manufacturing. Simultaneously, the Government 
of Haryana will help the members of AiMeD to obtain 
the necessary permissions, registrations, approvals, 
clearances, etc. from their concerned departments under 
the Haryana Single Desk Policy, 2015-20 in a time-bound 
manner.

Apart from these facilities, the Government of Haryana will 
also review AiMED’s proposal for:

• Adding medical devices to the ‘thrust industry sectors’
for Reduced Cost of Doing Business benefits;

• Recognition of ICMED; and

• Developing a laboratory for testing of medical devices
as a common manufacturing facility, etc.

As per the Associated Chambers of Commerce of India 
(ASSOCHAM) report, Haryana is currently second after 
Karnataka in turnover of manufacturing and at sixth 
position in the number of units, first being Gujarat.17

The Department of Biotechnology (DBT) and the Swedish 
Governmental Agency for Innovation Systems (VINNOVA) 
are going to begin collaborative research in the areas 
of medical diagnostics, medical devices, antimicrobial 
resistance, etc. DBT and VINNOVA are investing in R&D to 
strengthen the innovative capacity for competitiveness, 
sustainable development and linear growth.

Apart from the focus on the medical device industry, the 
goal of the programme is to support long-term Indo-
Swedish research and innovation collaboration in the field 
of health. It will establish and strengthen collaborative 
industries and research networks between India and 
Sweden by funding joint research, innovation projects, 
exchange visits, etc.18

Under this programme, the focus will be 
on addressing innovative solutions for 
diagnosis, prevention, treatment and 
rehabilitation that could improve the 
health and quality of life for patients, 
disabled individuals and their families 
and to address the sustainability of 
healthcare systems.

15. http://www.pharmabiz.com/NewsDetails.aspx?aid=99941&sid=1

16. http://pharmabiz.com/NewsDetails.aspx?aid=99474&sid=1&fromNewsdog=1&utm_
source=NewsDog

17. http://punjabnewsexpress.com/regional/news/-govt-of-haryana-aimed-signs-a-historic-
mou--56891.aspx

18. http://www.pharmabiz.com/NewsDetails.aspx?aid=99682&sid=1
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GST
With Goods and Services Tax (GST) coming into effect in 
the second half of 2017, it has led many to believe that the 
prices of medical devices will come down significantly. 
However, that might not be the case as most products, 
other than consumer durables, are generally sold at 
Maximum Retail Price (MRP), which includes both state 
and central taxes. GST is applied on the transaction value 
and not MRP. Hence, the final seller, be it a retailer or 
hospital, will benefit with lower inputs costs. Now this final 
seller may pass this benefit to the consumers by giving a 
discount to a consumer and not charging the MRP printed.

It will be interesting to study the impact of the anti-
profiteering provision inserted in the draft GST Law 
released on 26 November 2016. The anti-profiteering 
clause states that an authority will be constituted to ensure 
that the availability of increased input tax credits or lower 
rate of taxes under the GST regime should result in a 
commensurate reduction in the price of the said goods.
different for reporting of Adverse Drug Reaction (ADR) 
reporting.

As far as Input Tax Credit (ITC) is concerned, exemption 
from GST on medical devices may be a bane rather 
than a boon for Indian manufacturers because Indian 
manufacturers will not be able to claim any ITC on their 
inputs costs and will have to resort to raising the ex-
factory prices to maintain their margins. The impact of 
the unavailability of ITC would be moderate on importers, 
thereby creating an inherent disadvantage for domestic 
manufacturers. Hence, an exemption from GST is not 
desirable from a domestic manufacturers’ stand point.

“The powers and functions that an 
authority may have, which would 
determine the mechanism of how exactly 
the anti-profiteering provision would work, 
is yet to be prescribed by the government, 
but this has the potential to impact the 
pharma sector in a big way”

- Jigar Doshi
Partner, Indirect Tax  

SKP 

 The ideal rate would be 5% or 12% to remain competitive 
against imports. What the industry associations should be 
pitching for is for medical devices to be ‘zero-rated’ under 
GST. This would put the sector at par with exports and ITC 
would also be available to domestic manufacturers which 
could be utilised for paying the output tax liability on other 
supplies or claimed as a refund.

Industry associations believe that if the Government 
of India wants to push the Make in India campaign, 
then it could push for a higher GST rate (possibly 18%), 
but a higher rate than that will be counterproductive. 
The government should also bear in mind that it has to 
incentivise citizens to pay the tax and hence, should set 
the GST rates in the lower range. Domestic manufacturers 
believe that there should be a small 1% GST cess on the 
MRP. So if a manufacturer has a higher MRP, he will be 
penalised, thereby bringing the overall costs of devices 
down.19 In all probability, the GST rate would be applicable 
on the transaction value and not on MRP as currently 
is the practise in certain scenarios. Although the MRP-
based taxation may be preferable from a consumer’s 
perspective, whether the GST structure would allow this is 
still unknown.

19. http://www.biospectrumindia.com/biospecindia/news/224486/gst-benefit-patients-health-care-
consumers
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Greenfield activities
Fujifilm to expand medical equipment business in 
India 

Fujifilm, a company which offers medical devices, 
healthcare systems for diagnostic imaging and high-end 
screening machines, is considered one of the pioneers for 
these products. Fujifilm intends to expand its presence, 
both in India and internationally, in the medical devices 
segment. 

The company has a strong presence in the Indian 
diagnostic equipment market, commanding a share of 
47-50% in products like computer radiography, x-ray films
and imagers. The company generated USD 151 million in
revenue last year, out of which the medical equipment
business contributed to approximately 45% of the total
revenue.20

The company believes that there is a growing market for 
its products and intends to grow its medical equipment 
business by 15% over the next few years. It will launch its 
products in India and then export to the Middle East and 
South-East Asia. Currently, the company has no plans to 
start manufacturing in India. However, they are open to 
the idea of setting up in India, provided the sales figures 
are high enough. Currently, they employ manufacturers 
on a contractual basis in India.20

Axio sets up a plant in Ahmedabad

Axio, which is a medical device start-up, designs, develops 
and commercialises advance wound care products for the 
armed forces. Axiostat, a wound-care product, completely 
stops the bleeding from the wound for 48 hours. The 
product is patented and is the company’s flagship product. 
It uses a naturally occurring polymer in shellfish to stop 
the bleeding.

It has set-up its first manufacturing facility in Ahmedabad 
and is eager to expand to manufacturing dental and 
cardiovascular equipment. The start-up is funded by 
reputed investors like GVFL Limited, IDG Ventures and 
Accel Partners.

In the first phase, the manufacturing unit will have an 
installed capacity of producing 200,000 units annually 
which can gradually be scaled up to 5,000,000 units. Even 
though the company’s primary focus remains developing 
products for the armed forces, it is also explorig several 
other verticals as a part of its product diversification 
strategy. The company believes that there is much to 
be achieved in the wound care field and wants to create 
products that cater to this market.

The company believes that Axiostat products can be 
used for cardiovascular and trauma procedures like 
angioplasty/angiography.

The market for trauma products also presents a 
tremendous growth opportunity for the company as 
nearly 1,500,000 people meet with accidents every year. 
Axiostat can drastically reduce the number of deaths 
caused due to accidents.

20. http://www.business-standard.com/article/companies/fujifilm-to-expand-medical-equipment-
business-in-india-116102200598_1.html
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Brownfield activities

Samara Capital invests in the medical device 
manufacturing firm, Sahajanand Medical Technologies

Sahajanand Medical Technologies (SMT), which is based 
out of Gujarat, is India’s largest stent and catheters 
manufacturing company which exports to more than 60 
countries. SMT is the only Indian company to indigenously 
manufacture coronary stents and the only company in 
the world to get CE marked biodegradable polymer based 
drug-eluting stents.

SMT generated USD 15.19 million in revenue in 2016 and 
an EBIDTA of USD 4.58 million. Recently, SMT received an 
investment worth USD 25 million from Samara Capital 
which is an India focused Private Equity (PE) fund and it 
is believed that the investment is milestone based. SMT 
immediately divested around 16% to Samara which was 
approximately INR 400 million, valuing the company at 
roughly four times the revenue and 18 times the EBIDTA. 
It is also possible that Samara retains the right to raise 
its stake even based on pre-agreed conditions, which will 
eventually lead to a total investment of USD 25 million.

The investment will be utilised to ramp-up the R&D 
activities to expand the current product portfolio. SMT 
intends to bring products like bioresorbable stents and 
devices for structural heart diseases and plans to develop 
innovative technology which Indian manufacturers 
currently do not possess. Samara will assist SMT in 
expanding their business in the overseas markets through 
its partners and associates and also assist in scouting for 
companies for acquisition. SMT currently has a 12-13% 
share in the Indian coronary stent market and has plans 
to increase their share in this INR 25 billion market. SMT, 
with the assistance of Samara, also plans to capture 
10-12% of the global coronary stents market and, to that
effect, is currently in the process of entering the Belgian, 
Switzerland and French markets.21

Ten3T raises seed fund from angel investors

Ten3T is a start-up that manufactures wearable devices 
that collect and integrate medical grade data in real time 
that they build and manage. Its devices include multiple 
sensors to continuously collect clinical grade information 
on Electrocardiogram (ECG), heart rate and respiratory 
rate, which are gathered, analysed and reported in real-
time.

Ten3T, which is based out of Bangalore, has raised funds 
from angel investors based out of Bangalore and Silicon 
Valley. The start-up has developed their first wearable 
medical device Cicer, which enables the process of 
monitoring ECG and cardiac health to be hassle-free. It 
also has a feature which enables remote monitoring and 
enhances the quality of healthcare services. The funds 
raised will be utilised for beta testing of the product in 
different environments. These tests will improve the 
product operationally and also enhance its predictive 
capabilities, enabling it to deliver better results.

The aim is to reduce the time taken to diagnose heart 
attacks, as the average time taken today is 360 minutes, 
which gives the patient a survival rate of 20%. However, 
if the heart attack can be diagnosed in 90 minutes, the 
chances of survival shoots up to 80%. Products from 
companies like Ten3T will assist in saving more lives 
through early diagnosis.22

21. http://www.vccircle.com/news/pharmaceuticals/2016/12/09/samara-capital-invests-medical-
devices-firm-sahajanand-medical

22. https://inc42.com/flash-feed/ten3t-funding/
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The key to providing effective and timely 
healthcare delivery is to ensure that all 
stakeholders are supported and the 
devices that enable services are used to 
the maximum

Medical technology start-up Cyclops to bring 
low-cost vertigo diagnosis device

Cyclops, a medical device start-up from Bangalore, is 
changing the way vertigo is diagnosed. Cyclops was 
founded in 2015 when its founders felt that the diagnosis 
of vertigo has not gotten any better even after tremendous 
technological advances. They designed a device called 
BalanceEye, a system which analyses eye expressions to 
determine if the patient is suffering from vertigo.

Vertigo cases going undiagnosed is not a new 
phenomenon as approximately 80% of the cases are not 
recognised in the initial stage. Patients suffering from 
recurring dizziness and neurological disorders sometime 
fail to realise that they have vertigo.

BalanceEye systems are available in the market for INR 
400,000, which is very competitive compared to the price 
of substitute devices which can cost up to INR 1,200,000. 
Apart from the fact that the device is cost effective, it also 
has a wireless binocular eye tracking system. Cyclops 
has already received ten pre-orders and is planning to 
offer its customers flexibility on payments. The company 
intends to offer the device on an outright sale or pay-per-
test mode. Cyclops is also working on the next version of 
the device which will possess superior interpretation and 
deep-learning capabilities allowing for better accuracy of 
the diagnoses.24

Medical devices get a new boost – the 
Internet of Things factor
The interconnection of computing devices embedded in 
everyday objects via the internet, enabling them to send 
and receive data, is called the Internet of Things (IoT). To 
provide enhanced patient care, it has become imperative 
to have medical devices that are connected to the internet 
in healthcare delivery centres. All diagnostic devices can 
be remotely monitored for any possible problems that can 
arise and hamper healthcare delivery. 

Machines like Magnetic Resonance Imaging (MRI), 
Computed Tomography (CT), etc. even with their state-
of-the-art technology can break down by a simple surge 
in power. Medical devices today can gauge a problem 
with their sensors and predictive analytics and report it to 
service personnel, through the internet, who can resolve 
the issue immediately. This results in uninterrupted 
healthcare delivery and is user-friendly for delivery 
centres. IoT enabled medical devices assist in providing 
information about the functioning components of the 
machine and also on the operational parameters. For e.g. 
IoT enabled MRI machines can send information about 
low helium levels in the machine to the service technician 
and he can restock the same before the machine shuts 
down.

It is important to note that capital intensive high-end 
devices are very sensitive and special care needs to be 
taken for their effective functioning.23

23. http://economictimes.indiatimes.com/small-biz/security-tech/a-new-lease-of-life-for-medical-
devices-the-iot-factor/articleshow/55632332.cms

24. http://www.business-standard.com/article/companies/medical-technology-startup-cyclops-to-
bring-low-cost-vertigo-diagnosis-device-116121000553_1.html
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Moulding itself for growth 
There are several reasons for a company to grow 
inorganically through acquisitions, joint ventures, 
collaborations, etc., irrespective of the size of  the 
business. Even a small, highly-focused acquisition can help 
in the growth of the company and be incredibly profitable. 
Small transactions can benefit the company in realising 
its objectives without highlighting its growth strategy to 
competitors. As small transactions are not transformative 
for the organisation, the level of risk integration issues 
and acquisition failure reduces. At the same time, a small, 
strategic acquisition can achieve targeted growth and 
positively impact a company’s long-term growth. Whether 
or not the company decides to choose the organic or 
inorganic route to grow, one  should consider both as 
tools, regardless of the size of  the company.

About Trivitron
Established in 1977, Trivitron manufactures products for 
imaging diagnostics, laboratory diagnostics and cardiology 
(implantable devices and equipment). It has a global 
network of 14 offices (8 within India and 6 overseas), 12 
warehouses and 9 manufacturing facilities in India and 

is working with around 1,500 professionals across the 
globe. Trivitron has a strong distribution network of 1,400 
channel partners, enabling them to reach the remote 
areas of India. 

Till 2010, Trivitron was purely a trading company selling 
products of major MNCs like Boston Scientific, Fresenius, 
etc. The company’s founder, Dr GS Velu decided to shift 
Trivitron’s focus from trading to manufacturing, starting a 
new chapter in the history of the company.

Mergers and Acquisitions Strategy

• Access to technology: Trivitron acquired companies to
obtain access to technology and used technology to 
manufacture the products in India.

• Expand in diagnostics: Trivitron, through its various
joint ventures and acquisitions, has enhanced its
product portfolio and entered new geographies which
has resulted in it being a global player in the diagnostics
segment.

• Multi-modality medical device company: Trivitron 
wants to replicate the MNC model and become a one-
stop supplier to hospitals.

Case study: 
Trivitron Healthcare
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Trivitron has transformed itself into a manufacturing giant 
in the diagnostics segment  and especially in in-vitro in a 
short span of five years. They have grown from trading to 
manufacturing and supplying products. Trivitron acted 
quickly and decisively to assemble a product portfolio 
that can cater to every therapy in in vitro diagnostics. The 

company has been moving on both organic and inorganic 
path to grow in terms of revenues, market and product. It 
has strategically partnered with global leaders in medical 
technology to bring the best products to India. Trivitron 
is shaping itself  as  a holistic healthcare provider  by 
following the strategy of MNC’s on the smaller scale.
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Multi-modality 
medical 

technology 
company

Leveraging on 
capabilities built

2010

Trader to 
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Strategic 
Priorities

Exand India reach

• Distributor
• Marketing reach

2010-2015

Trader to Manufacture

• Set up a Medical Device Park
• Setting up JV’s for technology access
• Entering new therapies and product segments

2015 and beyond Road forward

VISION

“In the next two-three  years 
we want to become large 
contract manufacturer for 
the MNC’s which can be a 
big growth driver”

- GSK Velu
Managing Director
Trivitron Group of 
Companies

“Trivitron’s clear vision of transforming itself into a manufacturing giant 
from a pure play trader has resulted itself in becoming an industry 
bellwether. It’s acquisitive mind set has enabled it to accelerate growth in 
medical device market and build product portfolio while gaining access to 
technology. The revenue of the firm has grown substantially in line with 
the business ventures and is truly on the path to become the first Indian 
multi modality medical device company.”

- Deepti Ahuja
Senior Partner

SKP

Strategic Roadmap



Transactions by Trivitron

1) Aloka Japan
Acquired in 2010

Deal rationale 
• To manufacture cost effective High Technology 

Ultrasound equipment in India
• Patented technology

Target’s  Background 
Aloka Medical was acquired by Hitachi Corporation in 2011 
and since then  Hitachi Aloka Medical, Ltd. started selling 
products under the brand name Aloka. 

2) ET Trivitron Medical
Technologies(Germany)
Acquired in 2010

Deal rationale 
• To manufacture and and market advanced technology

cardiac diagnostic instruments
• The JV will promote the solutions under the brand

Cardiette-Cardioline.

Target’s Background
The company was present in Indian market since 1997, 
distributing products through BPL Medical Technologies. 

3) Biosystems  SA (Italy)
Acquired in 2010

Deal rationale 
• Manufacture of IVD reagents which were imported in

India with a heavy custom duty of 30%

Target’s Background
• Distributor partner in India since 2003
• EN ISO 9001 and EN ISO 13485 certified management

system
• Set first chemical chemistry manufacturing plant out

of Spain in India

4) Kiran Medical Systems Pvt Ltd
Acquired in 2011, 2013 and 2014

Deal rationale 
• Entry in to the radiology market (2011)

• Step towards building leadership towards imaging
market (2011)

• Acquired the remaining 74% stake in Kiran Medical
System  for  technology utilisation and to assess the 
business opportunity in the radiology market (2013,
2014)

Target’s Background
• Revenue in 2013-14  was between INR 700-800 million
• Customer profile consists of companies like Fuji Fillms,

Kodak, etc.

5) Imaging Products India
Acquired in 2014

Deal rationale 
• Manufactures and markets contrast products in

association with Italian diagnostic imaging products.

Target’s Background
• Exclusive distributer for Bracco Range of Contrast

Media Inj in India, Nepal and Sri Lanka

6) IMD Generators
 Acquired in 2015

Deal rationale 
• Entered into a JV with Italy based IMD Generators

to design and manufacture x-ray equipment and
accessories

• To ensure more comprehensive product offerings

7) Bome Sanayi Urunleri Dis Ticaret Ltd Sti
Acquired in 2016

Deal rationale 
• Increase international  presence
• Produce IVD products  using Turkish and Finnish

technology

Target’s Background
• Markets its products under the brand name Trimaris
• Export-oriented company
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The Indian medical devices sector has witnessed many 
reforms over the past 18 months due to the focus given by 
the Government of India to this sector and other market 
driven drivers. The broad direction and the path to reach 
sectoral goals have been laid down. However, operational 
issues with regard to the implementation of these reforms 
and steps taken will be the next set of hurdles to be 
overcome. The industry has functioned in a static manner 
for a very long time without much questioning or oversight 
which will change with the new regulatory, taxation and 
duty structure. 

The government’s primary focus will be working towards 
the goal of providing good quality healthcare services 
in an affordable manner. The industry has to align 
itself with the same goal put forth by the government 
and work constructively in sync to iron out operational 
issues and work towards growing the industry. Domestic 
manufacturers should bear in mind that they have an 

opportunity to create a place for themselves in the market. 
The start-ups in the sector have clearly demonstrated 
that providing quality healthcare at affordable prices is 
possible, provided one is ready to embrace technology. 
The government needs to clearly signal that it is willing to 
encourage and reward innovation.

The medical devices sector is on the cusp of 
metamorphosis and has the opportunity to shape the 
future.  The transformation that will follow should create 
an industry which is technologically advanced, patient-
friendly and affordable. 
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We are a long established and rapidly growing 
professional services group located in six major cities 
across India with India desks in Chicago, Toronto and 
Dubai. We specialise in providing sound business and tax 
guidance and accounting services to international 
companies that are currently conducting or initiating 
business in India as well as those expanding overseas. 

Besides consulting on entry strategies, implementing 
business set-up and M&A transactional support, we assist 
clients with assurance, domestic and international tax, 
transfer pricing, corporate services, and finance and 
accounting outsourcing matters, all under one roof. 

Today, we serve over 1,200 clients including 
multinationals, listed companies, privately held and 
family-owned businesses from over 45 countries. 

Over the years, we have always emphasised the 
importance of professional standards and personalised 
service; and we continue to reflect this progressive 
mindset by serving our clients with integrity, delivering 
high quality, innovative results. 

This focus is also witnessed in our Corporate Social 
Responsibility activities. We firmly believe that social 
responsibility is about contributing beyond a mere 
monetary donation – it truly is a responsibility. At SKP, 
we focus on getting involved and here too, we’re always 
seeking innovative solutions to help the less fortunate 
as we believe it is a privilege to have the opportunity to 
make a difference. We look at ourselves as your partner and not just 

a service provider. We strive to learn every client’s 
unique challenges by providing personalised 
attention, which enables us to arrive at relevant and 
innovative solutions.

We explore and examine all aspects of a situation, 
often delving into issues beyond the defined scope 
of work. With our collaborative approach, we are 
dedicated to ensuring that you receive our support 
throughout the business lifecycle.

We are your 360-degree-solution-providing partner.

SKP 360°
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