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Section 1

MedTech Industry in India and mechanisms/investments needed to drive penetration of
MedTech to the last mile
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MedTech Industry lies at the fulcrum of Indian Healthcare ecosystem
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Medical devices are indispensable in the modern healthcare ecosystem, supporting the
transition towards more patient -centered and proactive care models

’ The landscape of healthcare is indeed evolving towards more decentralized models with a focus on outpatient care, preventive measures, and
remote monitoring. This shift necessitates the increased usage of medical devices across various settings outside traditional hospital beds.
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High complexity OPD centres

A India has seen a significant growth in
the establishment and utilization of
high complex OPD centers,

C driven by the increasing
prevalence of chronic diseases

C advancements in medical
technology, and

C rising demand for specialized
healthcare services

A Multispecialty hospitals and healthcare
chains have expanded their OP
services to include high complex
OPD centers.

A By 2024, the projected revenue is
estimated to reach INR US$23.41bn at
is estimated toe grow at 7.27% CAGR

POC testing

A POC testing is being increasingly
adopted across healthcare settings
(hospitals, clinics, PHCs, CHCs, and
even in-home care settings)

A POC diagnostics market in India was
valued at over USD 400 million in 2020

A The COVID-19 pandemic has further
accelerated the adoption -rapid antigen
testing and SARS-CoV-2

A Government initiatives such as the NHM
and Ayushman Bharat have played a
crucial role in promoting the use of POC

A E.g.: Glucometers (Roche, J&J), Rapid
Diagnostics Tests(HIV, malaria,
dengue,TB), Portable Hemoglobin
Analyzers (HemoCue, Sysmex)

i!?F,‘f‘?',."‘-{.

() Fortic Manipahospitals

LIFESONE
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Source: Statistia, Grand View Research, ICMR,new s articles and Pw Canalysis
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Preventive health checkups

A PHC is witnessing a gradual shift
towards proactive healthcare
management, driven by increasing
awareness about the importance of
early detection and prevention of
diseases.

A Report by ICMR, the prevalence of
NCDs in Indiais on the rise, with an
estimated 61.8 mn people affected by
diabetes and 29.8 mn by
hypertension.

A PHC is low, particularly among rural
and underserved populations

A E.g.: Master health checkups,
corporate wellness program,
government health initiatives (NHM, AB,
NPCDCS)

Wearables

A Wearable technology has gained
popularity in India, driven by
increasing health consciousness,
growing smartphone penetration,
and the availability of affordable
devices.

A Wearables encompass a wide range
of devices, including fitness
trackers, smartwatches, wearable
medical devices, and health
monitoring accessories.

A Wearables market in India grew by
34% in 2023
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Indian MedTech Industry is currently valued at ~12bn$ and is expected to achieve

~50bn$ by 2030

Market Size (Mn$)
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Source: Pw Canalysis, Invest India, Statista
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Key Characteristics
A A robust MedTech sector is essential for empowering healthcare outcomes through improved access,

guality, and innovation.

A The Indian medical device market, encompassing both domestic and export segments, has demonstrated
steady growth, reaching an estimated value of approximately USD 11.6 billion by 2022

A Import dependence remains high, constituting ~70% of the total market, with notable growth observed
in the imports of disposables and consumables.

A Exports from India have grown at ~7.6% from 2018 to 2022, with implants being the fastest-growing
category.

A India's per capita spend on medical devices remains significantly lower

A India's expenditure on Research and Development (R&D) in the medical technology sector lags
behind developed countries.

A Numerous opportunities exist across various sub-categories driven by market size, growth, import
substitution, exports, and emphasis on domestic manufacturing, underscoring the potential for India's
MedTech sector to achieve a USD 50 billion valuation by 2030.

A Governmental initiatives such as 'Make in | n d iara ivotal in driving domestic manufacturing and
innovation forward, laying a solid foundation for future growth.

A Collaboration and innovation are central to unlocking the sector's full potential

A India's MedTech industry can not only bridge healthcare accessibility gaps but also emerge as a global

leader.
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India will have demand of $ 50 Bn worth medical devices to meet the needs of
changing healthcare and growing services

India Supply (2022) Supply (2030) CAGR
Production (worth in $Bn) $ 7.6 billion $ 50.5 billion 26.7%
Export to other countries from India $ 3.4 billion $18 billion 23.2%
In-house Country consumption $ 4.2 billion (30%) $ 32.5 billion (64%)* 29.1%
Import from other countries to India $ 7.6 billion (70%) $ 17.5 billion (36%) 10.9%
Annual demand of MedTech in India $ 11.8 billion $ 50 billion

*Change driven by government initiative to become self- reliantand meet the grow ing demands

Medical devices or Med Tech can help by providing tele- consultation, tele- surgery and meet the growing needs of 1.75
million hospitalization beds by the end of 2025- International Trade Administration

On average,each hospitalacquired about 157 20 pieces of medical equipmentfor each staffed bed, which translates into acapital

investment of around US$200i 400,000/staffed bed

A Hospitalization bed

A Chronic disease A Medical devices

Changing A Population > Increa3|_ng sl e > A Services
: A Elderly population health infrastructure
Paradlgm A Point of care
‘ A Care delivery ( solutions
- IU A Tier 2 & 3 cities

coverage
'( /o

s [ ] ‘0
Source: From $12B to $50B: Supercharging India's Medical Device Industry Grow th, Healthcare & life science report by International Trade Administration & Medical technology industry in India report Cll, A literature review : Medical devices

inspection & maintenance, Canada
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Whil e there are definitive dri ver s | n t

Affluent population

Annual average HH income

Ageing population Increased affordability

Growing population

Currently 1 n d ipapdlaion is ~1.41

Increase in life expectancy Rapid expansion of Government
Bn and is expected to reach 1.66 Bn

by 2050

from ~69 vyears in 2020, has increased by 35% over sponsored, group and retail

projected to increase to ~74 the last decade doubling the Insurance schemes. ~70% Indians

years by 2050. With increase proportion of affluent and elite. expected to have some form of

in ageing population, the By 2030 it is estimated that Health Insurance cover
20% of HH will be elite

faffluent

demand for dental service
such as implant and

prosthetics will also increase

Source: World bank data, McKinsey report, BCG The New Indian: The Many Facets of a Changing Consumer, Forbes and Statista survey, and National health accounts 2021
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€. The overall penetration |/

adoption

Diabetes Tuberculosis |BreastCancer| Neurology Nephrology | Orthopaedics | Auto-immune
A ~2.4 million A 35.5% surgeries | A 75% patients A Al-based A AIIML-enabled A ~80,000 A 8 lakh knee A 1in 3 patientsin
diabetic patients are performed are diagnosed technology is devices patients get transplants and USA uses
use continuous by robots with Al enabled used for the pre- (compared to their dialysis over 4.5 lakh hip wearable
glucose monitor | A 30-40% patients devices for screening of 2022- 15%) are done by mobile replacements devices to track
(CGM) use Implantable Tuberculosis Breast cancers expected to devices. are done in the the autoimmune
A Hyperbaric cardioverter in schools. reach 30+% by 4 outof 10 USA every year disorders
< oxygen therapy, defibrillator 2024 surgeries are
(g Negative robotic
pressure wound
therapy, Smart
mat, etc. are
used for the
treatment of
Diabetes foot
ulcers (DFU).
A 0.07 million A Lessthan a 25% of the Very few Neurological Dialysis is 1.5 lakh knee A ltis usually
patients uses thousand tuberculosis patients are diseases are mostly done at transplants are controlled by
CGM surgeries are diagnosis is being diagnosed mostly treated dialysis center done every medication and
A DFU are treated done by robotics done by Medical with the Al- using or hospitals year. life-style
using surgery, A Only 25 devices or Al based thermal medication, Only 3-4 cities Total hip modification
-_g amputation and Implantable detection pre- lifestyle have robotic replacement
< medication cardioverter screening modification and surgery facility surgeries done
A Lifestyle defibrillators are surgeries available is 3646 / lakh
modification and used in a million population
self-glucose population annually
monitoring is
more prevalent

Sources: Pw C Analysis, WHO Data, Statista, World Bank, CDC
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This is reflected in the lower per Capita Spending on Medical Devices in India as
compared to other countries, leading to sub optimal health outcomes

Per Capita Spend on Medical Devices (USD)
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Source: Strategy Document on NMC Policy 2023, DOP
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Going forward, the demand for MedTech devices is likely to be influenced by
Increasing Healthcare Infrastructure and paradigm shifts happening in care delivery

Screening & Remote diagnosis Continuous M- Health

Preventive health Easy to operate machines can diagnose Health monitoring Sync data of the patient by enabling

the patient sitting in a village and post care monitoring or early diagnosis
e transmit data to be read by physician in
@?QY]Q the city

Telemedicine

Patient can remotely consult a IR s S )

Diagnosis & - Y
physician or specialist

CarelliEior Surgeons can perform the operations through

the remote control led robots

Treatment &
Restoration

Internet of Medical Things (IoMT)

ﬁ@ Reducing the cost by maintenance = E-ICU
remotely through central triggering o . :
T Remotely monitoring vitals and trigger the

patient treatment far off

Source- International Trade Administration, ClI
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Recommendations

Development of STGs, formal channels of communication, interoperability, HTA
assessments and Training programs can help expedite this transformation

Standardized Treatment Guidelines
(STGs):. Collaborate with medical

associations, research institutions,
and healthcare providers to create

evidence-based guidelines.

Interoperability and Compatibility:
Adoption of interoperable and compatible
medical technologies and systems that
facilitate seamless integration and data
exchange can help expedite adoption

Realizing the full potential of MedTech Industry in India 2.0
PwC
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Establishment of Channels Between
Smaller and Larger Hospitals: Create

channels for collaboration and knowledge-

sharing between smaller and larger

hospitals to facilitate technology transfer,

training, and capacity-building.

Establish mentorship programs, twinning

arrangements, and telemedicine networks

HTA: Establish mechanisms for
technology assessment and evaluation
to help healthcare providers make
informed decisions .Conduct
comparative effectiveness studies,
cost-benefit analyses, and user
satisfaction surveys to assess the
impact and value of MedTech
interventions.

Training and Education Programs:

Provide training and education programs

for healthcare professionals on the use,

maintenance, and optimization of MedTech

solutions. Offer workshops, seminars,

and online courses that cover topics

such as device operation, patient

monitoring, data management, and

safety protocols. March 24
12



Expanding the insurance benefit package can help improve affordability and

adoption of medical technology

Comprehensive Coverage for Outpatient Services: Expand insurance benefit
packages to include comprehensive coverage for outpatient care, including
diagnostics, consultations, medications, and procedures. Ensure that insurance plans
provide adequate reimbursement for outpatient services

Specialized Coverage for Diagnostics in Oncology: Designate a

L tumemsasassssssmsmsussnnensasassss specialized coverage category within insurance benefit packages for

i diagnostics in oncology. Include a wide range of diagnostic tests
and procedures specific to cancer detection, staging, monitoring,
and treatment planning

® Sstreamlined Preauthorization Process:. Implement electronic
preauthorization systems, standardized criteria for approval,
and fast-track pathways for urgent or time-sensitive cases.

Provider Network Expansion: Expand the network of healthcare
providers and diagnostic facilities covered by insurance plans to
improve access to outpatient care and diagnostics, particularly in
underserved areas.

. Access to Advanced Diagnostics Technologies: Ensure access to advanced

s @ diagnostic technologies and modalities for cancer diagnosis and management
through insurance coverage. Include coverage for state-of-the-art imaging
techniques (e.g., MRI, PET-CT), molecular diagnostic tests (e.g., next-
generation sequencing), and innovative biomarker assays.

Realizing the full potential of MedTech Industry in India 2.0 March 24
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Innovative financing solutions can help providers adopt high capex MedTech

Services

Leasing and Equipment Rental Programs: Vendor Financing and Supplier Credit:

A Introduce leasing and equipment rental programs that allow A Collaborate with medical equipment suppliers, manufacturers,
healthcare providers to access state-of-the-art medical and distributors to provide vendor financing and supplier credit
technology services without the need for substantial upfront arrangements to healthcare providers.
investment. A Negotiate favourable financing terms, extended payment

A Offer lease-to-own options, operating leases, or equipment terms, and deferred payment options with equipment vendors
rental agreements with fixed monthly payments and options to facilitate the acquisition of high capex medical technology
for equipment upgrades or buyouts at the end of the lease termOZ services.

Elexible Financing Solutions:
A Develop flexible financing solutions tailored

to the unique needs and financial
constraints of healthcare providers seeking
to investin high capital expenditure
(capex) medical technology services
such as radiology equipment, CT
scanners, and MRI machines.

A Offer customized financing packages with
adjustable repayment terms, grace
periods, and interest rates to
accommodate budgetary constraints and
cash flow considerations.

Government Subsidies and Grants:
3 A Advocate for government subsidies,
grants, and financial incentives to

\
\
Q 04 support healthcare providers in
= acquiring high capex medical technology
A

services.

Lobby for funding programs, tax
incentives, or low-interest loans
specifically earmarked for
investments in medical equipment
and infrastructure upgrades,
particularly in underserved or rural
areas.

Realizing the full potential of MedTech Industry in India 2.0 March 24
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Indian MedTech Industry is heavily import dependant, especially in high end
products like electronics and Equipment

Import of Med Device In India @

(USD Mn)

5,500 J/

3,500 A

1,500
1,000
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IVD Reagents Disposables and Electronics Surgical Instruments Implants
Consumables and Equipment
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Source: Pw CAnalysis, Secondary Research
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While the exports have risen, they are still considered sub optimal given the potential of
Industry

Export of Med Device From India
(USD Mn)

1,600 -
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Il ris B FY19 Fy2o0 B0 Fy21 I FY22

Source: Pw CAnalysis, Secondary Research
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Multiple initiatives are being undertaken to make Industry Import neutral

Dr Jitendra Sharma Managing Director and Chief Executive Officer Andhra Pradesh
MedTech Zone (AMTZ) said, “For the first time, medical device imports contracted by 4%
and export grew 14% In 2023, Ifthis trend continues, India can be import neutral by 2029,

Overall imports down 4% but shillméﬁfﬁ from Russia,

—————

China up: Govt data

|
Cverall exports, maanahile, increasad 0.9 par ceni, accarding to the dafa compiled by fne commerce deparimant

E&“J"h"‘l

Intferim Budget: MedTech industry urges gbvt - Indian medtech industry urges govt action to
action to cut import reliance - reduce import dependency

According fo the Glokal Tr o
910 108 Clabal Trade Ressarch ntiative (6Tl raport on Augusi

2 Gillion fo 550 bilion by 2030

7 industry has the potential fo expand from §12 billion today fo $50 billion by 2030

,v

3
{

N

O M e S ) < N , P - - T .
ndustry has the potental to expand from §12 2023, the indian medical devices {  According to the Global Trade Research Initiative (GTRI) report from August 2023, the Indian medical de .f.'ce;j

" India’s exports rose to seven of the country's top 10 destinations — United Arab Emirates,

. Saudi Arabia, China, the UK, Australia, Singapore, and the Netherlands — in the first nine

> months of the current financial year (FY24). Overall exports, meanwhile, increased 0.9
per cent, according o the data compiled by the commerce department. Of India’s top 10

7 import partners, inbound shipments from Russia, Switzerland, China, and South Korea

saw prowth during April-December, at a time when the country's overall inbound

shipments dipped by 4 per cent compared to a vear earlier.
J‘-"#.‘..‘H_’J' um }"“’ . rym

Source: New spaper snippets
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Low domestic manufacturing is cited due to a multitude of reasons like Supply
Chain issues; Domestic Demand; Capability and Skill Sets

Domestic Demand

A Increasing Healthcare
Expenditure

A Growing Aging Population

A Technological Advancements

A Rising Incidence of Chronic
Disorder

A Government Initiatives and
Policies

A Increasing Product Maturity
leading to increased utilization
and uptake

A Increasing Demand (due to
population, insurance

penetration

Source: PwC analysis, Secondaryresearch, Surve
Realizing the full potential of MedTech Industry in India 2.0
PwC

Rising healthcare costs Disease Regulatory Challenges

A Cost for treatment is high

A Treatment done by MedTech
Devices isnot

the traditional insurance

coverage

A Unregulated Environment

A FDA evaluation process for the
new devices is lengthy,
expensive, and cumbersome. It
becomes difficult for the

startups to get the approval

Cybersecurity concerns

A Device manufacturers facing
concerns about patient privacy
and protection per HIPAA,
making the device costly.

A Higher regulatory concern

March 24
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The low innovation is reflected in the number of patents granted in Medical Technology

Number of Patent Grants for Medical Technology

30,000 -
25,000 - China
20.000 - United States of America
15,000 -
Japan
10,000 -
Republic of Korea
5,000 o
/India
Germany
0 ~ _— |

2005 2010 2015 2020 2025

A The annual number of patents granted to India in Medical Technology
has successfully increased in the last 15 years
U <200in 2007 to >1000 in 2022
A They still account for <1.5% of total worldwide patents
U >80K Patent worldwide in 2022

Source: WIPO statistics database
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Multiple initiatives like MedTech Mitra have been undertaken to provide a collaborative
ecosystem for stakeholders for innovation, research and manufacturing

Handholding MedTech
M Tgah innovators for clinical

evaluation, regulatory

N
mm facilitation and uptake

of new products

A NITI Aayog-ICMR-CDSCO initiative

Scope of Facilitation by MedTech Mitra

Fostering product development through
Engineers- Clinicians Partnership

Handholding Support

A Regulatory Facilitation

A Pre-clinical/clinical
evaluation testing and/or

A Guidelines & HTA
(Health Technology
Assessment)

A LP. Advisory
A Uptake of new products

Source: ICMR data
Realizing the full potential of MedTech Industry in India 2.0
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Key facilitators

Pillars of Strengths for AMedT

ICMR- Medical Device & Diagnostic Mission Secretariat under the
guidance of NITI Aayog- Atal innovation mission

Regulatory
Strategy

Partnering with the National Regulatory Authority CDSCO for
regulatory strategy streamlining

Pre- compliance
Gap Analysis &
testing

A Trusted knowledge partners

A Bureau of Indian Standards (BIS)

A Kalam Institute of Health and Technology, Vishakapatnam
(KIHT) and Andhra Pradesh MedTech Zone (AMTZ)

Information cell

Pre-Clinical
Evaluation

A State-of-art facilities with established capabilities for pre-clinical
studies

A ICMR- national Animal Resource Facility for Biomedical
Research, Hyderabad

A ICMR-DHR- large animal house facility at MATZ

A ICMR Institutes

A Applicable standards

Clinical Evaluation

A ICMR-Intent (Indian Clinical Trial & Education Network)- Pan
India network f 47 clinical centers/hospitals/medical colleges
with established capacity for clinical research

manufacturing facilities

Health Technology

DHR-Health Technology Assessment in India having unique

A Funding Opportunities

Assessment capability for evaluation of appropriateness and cost effectiveness
Policies & DHR centers for guidelines for providing evidence-based
Guidelines guidelines for healthcare in India

March 24
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National Medical device policy 2023 also envisages growth in domestic
manufacturing

Mission: The Policy will facilitate the growth of the medical devices sector that
not only serves the needs of the Indian market but that of global market as
well..

Significance of the policy:

_ . . : : _ A The policy is expected to provide the required support and directions to
Vision: The Policy envisions to place the Indian medical devices sector . . _ . N _

on an accelerated growth path with a patient-centric approach to meet strengthen the medical devices industry into a competitive, self-reliant,

the evolving healthcare needs of patients by building an innovative and resilient and innovative industry

globally competitive industry in India. This aim is to emerge as the
global leader in the manufacturing and innovation of medical A1t can place Indiads medical devices
devices by achieving 10-12% share in the expanding global market
over the next 25 years.

with a patient-centric approach to meet the evolving healthcare needs of

patients.

A With the new policy in place, the Centre aimstor educe | ndi ads i
dependenceto nearly 30% inthe next couple of years; manufacturing
hubs.

Realizing the full potential of MedTech Industry in India 2.0
PWC  Source: Public Information Bureau



The PLI schemeisaresultofwider angi ng del i berations o
critical resources, ri sk to supply chali
competitiveness

The success of this
inaugural scheme led the
government to launch the
Rs. 15,000 crore PLIII
scheme which envisaged to
increase our cost

competitiveness for
medicines and medical
products in the international
mar ket 0.

Source: Public Information Bureau

26 Applicants for
manufacturing of Medical
Devices have been
approved for 138 products
under the PLI scheme with
total financial outlay of
Rs.3,420 cr. for the period
2020-21 to 2027-28.
Investment of around Rs.
875 crores have already
been grounded towards
capacity creation under the
scheme.

Realizing the full potential of MedTech Industry in India 2.0
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13 Greenfield plants were

launched under the PLI-II
towards achieving self-
reliance in manufacturing of
wide range of medical
devices

Financial incentive is given
to selected companies at
the rate of 5% of
incremental sales of
medical devices
manufactured in India and
covered under four Target
Segments of the scheme
I.e. (1) Cancer care
equipment, (2) Imaging
Devices, (3) Critical care
devices, and (4) Body
implants.

Penicillin G
India since last 30 years ;
now it will be produced in
India under the Atmanirbhar
bharat

March 24
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Support from the government to strengthen domestic manufacturing via PLI
scheme highlights segments with investment potential

Cancer Care /
Radiotherapy

devices & Nuclear Imaging devices

Segments considered for PLI scheme

Anesthesia & Cardio-respiratory

Retlioleny & liraglg Weeles medical devices & Renal care medical

All implants including implantable
electronic devices

IVD device manufacturing

Medical devices

Incentives offered
& applications

devices

A 5% incentive on minimum incremental sales of manufactured goods for coming 5 financial years starting from FY2022-23
A Total maximum incentive of INR 120 crores per applicant within the target segment

A Total incentive ceiling of
INR 60 Cr for each

approved A As of now, total of 21 applications approved A gpgél;i:n;ﬂons approved
CT scan, MRI . .
— @RUTEK Anesthesia Unit Heart Valves, Stents,
i Healthineers - CT scan, MRI, Xray e wn \Jentilators, Dialyzer & % Flﬁﬁﬂw PTCA Balloon, Catheter TRANSMIA
n All Ultrasound, Cath lab, | DECK'MOUNT  Oxygen Concentrators, and Heart Occluders
€n. rs ’ P agnostic Cor
PANACEA Vengers Mammography, C i F’+WED Anesthesia Unit Steﬂts, PTCA Balloon,
Arm, - e Ventilators, Catheter
Linear BPL Ve dical® X-ray, Ultrasound, N NIP20 Dial g | genvision Heart Valwes, Stents, T TRO
Accelerat.or Il lalyzer and rena "______ PTCA Balloon, Catheter ARE
_ (LINAC) ; Megics® | COTE products and Heart Occluders
Companies Rotation-al BPL =0 Anesthesia Unit
benefited Cobalt -"rr;! W!TF‘:DH X-ray, Ultrasound, ﬁ Vgﬁzla'[(ac)sr? ni Hip Implants, Knee
Machine CiAm Jil.ll-EE'r o Implants and other ASAPIPE=
MEDIEAL Anesthesia Unit Product Trauma Implant
CT scan, MRI, X- PHILIPS Ventilators, Oxygen Heart Valwes, Stents,
PHILIPS 'V Ultrasound, —] concentrators PTCA Balloon, Catheter
Cath lab, ) . . and Heart Occluders
gz Mammography, C i OMRON Anesthesia Unit Ventilators B U |NDA
Arm, , Hernia Surgical Mesh Premier Mﬂdlﬂdl
% OF HealtnCare CT scan, MRI, INDOVASIVE Blood pressure monitor | FESEEREEEIE implants, Staplers, @J Carporatian Private Limited
Ultrasound, Cath lab, Urology products Clips & Cutter
Allocated budget 1,206 Cr INR 164 Cr INR
Actuals 1,050 Cr INR (as of September 2022) 100 Cr INR
Source: Pw CAnalysis, Secondary Research
Realizing the full potential of MedTech Industry in India 2.0 March 24
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PRIP (Promotion of Research and Innovation in Pharma MedTech Sector) scheme

can further help promote innovation and research

Development of Research Infrastructure- Building a world class research
atmosphere at NIPERs and other institutes

Industry-academia linkages by promoting collaboration
between Private sector and Gowt. institutes

Benefits of the
scheme

Focus on certain priority areas which will help
I ndi ads pharma i ndustry
strengthen its position inthe world market

Launching of commercially viable products which will
accelerate the growth of Indian pharmaceutical sector by
increased revenue and creating employment opportunities.

Development of affordable, accessible solution for

Source: Public Information Bureau primary area of health concern thus reducing health

Realizing the full potential of MedTech Industry in India 2.0 care burden
PwC !

|l eapfrog and
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A multitude of other strategies have also been adopted

Regularity Streamlined

A Bingle Window Clearance System' for
Licensing of Medical Devices coopting all the
stakeholder departments / organizations
such as AERB, MeitY, DAHD, etc, enhancing
the Role of Indian Standards like BIS and
designing a coherent pricing regulation

Enabling Infrasturcture

A The establishment and strengthening of
large medical device parks, clusters
equipped with world class common
infrastructure facilities in proximity to
economic zones with requisite logistics
connectivity as envisioned under the
National Industrial Corridor Program

Facilitating R&D and Innovations

A Promote Research & Development in India
and complement the

Pharma- MedTech Sector in India.
Establishing Centers of Excellence in
academic and research institutions,
innovation hubs, &épl ug and
infrastructures and support to start-ups

De

National Policy on R&D and Innovation in the

p |

Source: Public Information Bureau
Realizing the full potential of MedTech Industry in India 2.0
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Attracting Investors in the Sector

A Make in India, Ayushman Bharat program,
Heal-in-India, Start-up mission, the policy
encourages private investments, series of
funding from Venture Capitalists, and PPP.

Human Resource Development

1. Leverage the available resources in
Strategies Ministry of Skill Development and
Entrepreneurship
to Pro_mote 2. Support dedicated multidisciplinary courses
Medical for medical devices in existing institutions
Device
— Brand Positioning and Awareness creation
Export Promotion Council for the sector under the
Department which will be an enabler to deal with various
market access issues:

p a t 6s S € 1. Initiate studies and projects for learning from
best global practices of manufacturing and
skilling system

2. Forums to bring together various stakeholders
for sharing knowledge and build strong networks
ayo across the sector.
3. Develop partnerships with foreign
academic/industry organizations Masch a4




Recommendations

Going forward, regulatory conformity to essential principles of safety and robust post
market surveillance, can help drive in innovation in the MedTech Industry and
stimulate exports

International Best Practices

followed by Reqgulators

A

Conformance to Essential
Principlesor General safety anc
Performance Requirements

Use of Standards is voluntaig
nature andmanufacturers have
the option to select alternative
solutions, thereby leaving the
decision around utilization or
non-utilization of standards to
them

Manufacturers may use
GO02y aSyadzé
2NJ Ay LI NI =
own specifications

a
2 N

A

In view of the rapid innovation in the
medical device industry, a prescriptive
standard can result in innovation being
stifled, and therefore ideally standards
should only focus on the requirements
necessary to ensure safety and essentia
performance of the device

Conformance to essential principles helg
the manufacturer to innovate products of
same intended use with different
technologies and allows maximum
freedom for technical development

The regulatory bodies around the world
are working towards regulatory

convergence thereby aligning the technic

regulations, standards and conformity
assessment criteria for medical devices
moving towards single set of
internationally harmonized criteria

S

AN

Source FICCIPosition Paper on Standards for Medical Devices and IVDs
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Recommendations

A Standards serving as a basis for technical regulations sh
be appropriate for use.

U International standards to be used (unless there is
evidence that they would not achieve a defined public
policy).

U Use Performance Standards (instead of Design Standg

A The regulatory system to provide sufficient flexibility to
reflect or respond to changes in the regulated environme
such as evolving science and technology.

U The use of parts of standards and/or combinations of
standards to be acceptable for conformity assessment
purposes.

U The use of other objective evidence may be used in lie
using any standard, even if there is an available standé
to demonstrate conformance to the essential principles

A Introduction of robust Post Market Surveillance mechanis
to affirm quality of the medical device as well as make
iImprovements, if needed



Recommendations

Increased allocation and spend on R&D can help improve innovation and product

design, manufacturing outcomes

ST T T

<

Enhanced Funding for R&D:

Increase funding and
incentives for research and
development (R&D)
initiatives in the science and
technology sector.
Encourage collaboration
between government,
industry, and academic
institutions to foster
innovation and accelerate
technological
advancements.

!

| m—

Technology Transfer and
Collaboration:

Facilitate technology
transfer agreements and
collaborations between
research institutions,
industry players, and
startups. Create platforms
and mechanisms for
knowledge exchange,
technology licensing, and
collaborative R&D
projects to leverage
synergies and accelerate
innovation.
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Tax Benefits for Technology
Investments:

Introduce tax benefits and
incentives for companies
investing in technology
infrastructure, equipment,
and talent development.
Create a conducive tax
environment to stimulate
private sector investment in
science and technology.

@

Promotion of IT Benefits:

Raise awareness about
the benefits of
Information Technology
(IT) adoption and
digitalization across
various sectors.
Provide training and
capacity-building
programs to facilitate
the adoption of digital
technologiesand IT
solutions, particularly
among small and
medium-sized
enterprises (SMES).

®

Support for Startups and
SMEs:

Provide targeted support
and funding opportunities
for startups and SMEs
engaged in technology-
driven sectors. Offer
grants, subsidies, and
incubation support to
nurture innovative ideas,
scale up technology
ventures, and foster

March 24
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Recommendations

Industry Academia Collaboration is critical for grass root development and scale up

Realizing the full potential of MedTech Industry in India 2.0
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Strengthen the capacity of technology
transfer offices within academic institutions S
- A @
to facilitate the commercialization of %
research findings and intellectual ,f
property. Streamline the process of _{'
\00:
S
&
2

Develop internship and exchange programs that enable
students and faculty members to gain practical experience
in industry settings. Encourage industry professionals
to serve as guest lecturers, mentors, or advisorsin
academic institutions, providing valuable insights and

technology licensing, patenting, and spin-off guidance to students.

formation to expedite the transfer of
innovations to the market.

Recognize and reward successful examples of
industry-academia collaboration through awards,
accolades, and incentive programs. Highlight
case studies and success stories to inspire
other stakeholders to engage in collaborative
initiatives.

innovation hubs where industry partners and academic
institutions can collaborate on research projects. These
centers can facilitate knowledge exchange,
technology transfer, and interdisciplinary
collaboration.

Joint Funding opportunity

Create joint funding mechanisms and grant programs to support
collaborative research projects between industry and academia.
Provide financial incentives and matching grants to encourage
industry investment in research and development activities
conducted in partnership with academic institutions.

March 24
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manufacturers (1/2)

Multiple other building blocks can also help strengthen the existing and new

Technology Upgradation
& Modernization

Encourage existing
manufacturers to invest in
technology upgradation,
automation, and
modernization of
production processes to
improve efficiency, quality,
and competitiveness.
Provide incentives,
subsidies, and grants to
support investments in new
equipment, machinery, and
digital technologies.

Product diversity &
Innovation

Encourage existing
manufacturers to diversify
their product offerings and
explore new market
opportunities through
innovation and product
development. Provide
support for research and
development (R&D)
activities, technology
transfer, and
collaboration with
research institutions or
startups.

Supply chain
Optimization

Encourage existing
manufacturers to optimize
their supply chains,
streamline operations,
and enhance
collaboration with
suppliers, distributors,
and logistics partners.
Facilitate networking
opportunities, industry
clusters, and supply
chain consortia to promote
collaboration and efficiency
gains.

Policy advocacy &
Stakeholder engagement

Advocate for policies
and regulations that
support the growth and
competitiveness of
existing manufacturers.
Engage with industry
associations,
chambers of
commerce, and
government agencies
to identify challenges,
address barriers, and
advocate for supportive
policies.

Access to finance &
Investment support

Provide access to finance,
credit facilities, and
investment support for
existing manufacturers to
fund expansion,
diversification, and
technology upgrades.
Create financial incentives,
loan guarantees, and
venture capital funds
tailored to the needs of
manufacturing enterprises.

Realizing the full potential of MedTech Industry in India 2.0
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Recommendations

Multiple other building blocks can also help strengthen the existing and new
manufacturers (2/2)

Strategic planning

&Forecasting

A Utilize data analytics,
market research, and
stakeholder consultations
to inform procurement
decisions and identify
potential gaps or
opportunities.

A Establish long-term
procurement contracts
and agreements with
reliable suppliers and
manufacturers to ensure
a steady and
uninterrupted supply of
essential goods and
services.

A Negotiate favorable
terms and conditions
that promote
competitiveness, quality,
and innovation.

Realizing the full potential of MedTech Industry in India 2.0

PwC

Public & Private

partnership

A Foster collaboration
between the public and
private sectors through
PPPsto address
infrastructure
development, public
service delivery, and

other procurement needs.

Leverage private sector
expertise, resources, and
efficiencies to enhance
the effectiveness and
efficiency of procurement
processes.

A Encourage innovation
procurement practices that
prioritize the adoption of
innovative technologies,
solutions, and products
that address specific
needs or challenges.
Provide incentives, funding,
and technical assistance to
support pilot projects,
demonstrations, and
technology adoption
initiatives.

A Bring inclusion and
diversity in supply chains

Capacity building

A Invest in capacity

building, training, and
skill development
programs for
procurement
professionals to enhance
their knowledge, expertise,
and capabilities.

Provide training on best
practices, ethical
standards, and
compliance
requirements to improve
procurement governance
and performance.
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Section 3

Device-led digital health to promote preventive health and extend care continuum,
especially in non-metros

W~ " iaepe—




Digital Health has the potential to leverage the digital technologies to improve the
healthcare outcomes

WHO definition, Global strategy 2020 - 25

o _ . _ Emerging technologies act as enablers for the initiatives in
A Digital health is understood tomeaniit he field of knowledg

digital healthcare ecosystem
associated with the development and use of digital technologies to

i mprove healtho. Virtual Care ARNR Block Chain
A This definition encompasses eHealth, Digital health expands the concept of
Internet of

ChatGPT

eHealth to include digital consumers, with a wider range of smart and

connected devices.
A It also encompasses other uses of digital technologies for health such as the
Internet of Things, advanced computing, big data analytics, artificial

intelligence including machine learning, and robotics.

Source: WHO global strategy 2020-25 and A digital pill for revolutionizing healthcare, BCG report
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Digital health can eliminate the gaps in the care delivery

Healthcare space without digital intervention

Patient

Issues

v

Hospital

Issues

v

Diagnosis, treatment

Issues

v

Rehabilitation services

A Transportation cost

A Waiting time

A Loss of previous health record

A OOPE expenditure (13.8%
medical inflation in 2021)

A Time consuming, hence ignored

A Overdosage, irregularity in
medicine consumption

A Lack of manpower (Physician =
0.7/1000 people)

A Very few opt for rehabilitation
services

A Loss of income

A Unemployment

A Social and mental issues

Source:A digital pill for revolutionizing healthcare, BCG report, Oct 2024 & PIB reports on ABHA ID
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Digital health penetration in India

A E- sanjeevani (consultation) has served 100 Mn by Jan 23
A More than 52.5 CrABHA ID created by 6" February 24

A Health claim exchange process also digitalised

A Average monthly active users (Mn)

2019 [ 2022

4
- m
m B |

Medi Buddy Practo

L~
-

No. of
internet
users

HealthifyMe Pharmeasy Tata 1mg

Factors responsible for growth of digital health

343

2016

780

2022

i

No. of
smartphone 300
users (Mn)

12
10
6
3
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The role of Digital Health Technologies span across the continuum of care

The care that helps to
provide the resources

to the person for t'. SenseDose
VA better health ‘1‘5;:' ﬁechnoﬁ:’aiﬁsd
m0|b|0 Adherence to

treatment

Salcit, molbio,
M qure Alin
q,U real _ -~ diagnosis of TB

(s
'

Curative

The care that helps to
cure the disease or
provide recovery from
injury or illness

Rehabilitation
Care Solutions

Remote monitoring
and care senices

The care that helps
to restore good
health

Diabetic foot

The care that helps
prevent health problems
or finds them before they
become serious eg:
Counselling,
immunization, follow-ups

Promotive

Preventive

Rehabilitative

Palliative

Source: Website of various organization
Realizing the full potential of MedTech Industry in India 2.0

PwC

precautions are
taken before they
arise

The care that helps to
relieves suffering
without treating the
cause
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