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DISEASE BURDEN

Global, regional, and national age-sex specific mortality for
264 causes of death, 1980-2016: a systematic analysis for
the Global Burden of Disease Study 2016

A T ——

wary

Bah L ey beh sml Wb R e ReTUEE. & T M b wnder sl few ea W e
shivos prommese s of sy dealh The Ol Banien of Dl IS Seady SCRD J00N peesks &
g w— v v——ge i S——— Wb cwes W ) bagm— — TV - N T

Global, regional, and national under-5 mortality, adult

mortality, age-specific mortality, and life expectancy,
1970-2016: a systematic analysis for the Global Burden of

Disease Study 2016
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List of
Diseases

Measuring progress and projecting attainment on the
basis of past trends of the health-related Sustainable
Development Goals in 188 countries: an analysis from the
Global Burden of Disease Study 2016
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Causes of death among children aged 5-14 years in the WHO |

European Region: a systematic analysis for the Global Burden
of Disease Study 2016
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Market Intelligence and Trade

Indigenous Sales Vs Imports: Financial Year 2016-17
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STAKEHOLDERS CONSULTATION

Formative Industry leaders Research institutes Start-up
Partners Technology Meet (FIRST)
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Core Technological Links (CTLs) | Core Scientific Facilities (CSFs)
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Multi Criteria Decision Analysis (MCDA) l(im‘
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Government Policy In |
Research Grant Allotment BN 11111 1t i (sl )

INDUSTRY = ACADEMIA COLLABORATIVE MISSKIN
HR
ACCELERATING EARLY DEVELOPMENT
FOR BI0-PHARMALCEUT 1

Innovate in India (i3)

Inviting Proposals in the areas of:
*Vaccines *Blotherapeutics *Medical Devices & Diagnostics
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HT (e-Auction Web Portal)

Tender Wizard
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Home About KIHT About AMTZ Contact Us
..... Auction Wizard..........
[ Organization Motto: Vigyanena Jaataani Jeevanti/ fagm Sar Ssfafa

MISSION

_ Kalam Institute of Health
Technology (KIHT) aims to facilitate
focused research on critical ’ " Latest circulars/Formats?]
components pertaining to medical |

devices by supporting institutions Verify PKI Settings

involved with R&D, industry, policy . ) ‘
New Bidder? Sign Up makers afm knowledge - y
Forgot Password repositories. This shall be achieved . P
through transfer of technical
knowledge and bringing strategic
and coherent synergy of scientific
facilities and institutions to
compliment efforts on industrial
promotion in the medical devices
segment. It lives to bring increased ~
access to affordable health To View PDF files
products to citizens and a thriving
medical devices manufacturing

sector in India
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E-AUCTION PROCESS FLOW
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TESTING AND CERTIFICATION
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NIPUN

(Sign an agreement /MOU with the owner of the
innovation for examining and reviewing the innovation) ——————

Prototype/! i *

Perform a technical classification of each component of the innovation. Perform a compliance study of each component with|the respective regulatory standard

Materi:l Testing
Approval of biomaterials
Drug/Device combination product
Medical devices incorporating
materials of animal/human origin
Testing of Biomaterials
Chemical analysis
Physical evaluation

v
Electrical (EMI/EMC) Testing (IEC 60601)

Biological evaluation (ISO 10993)  jv.
Biocompatibility V.
Sterilization practices control and  vi.
validation for medical devices

Cleanroom environments for
medical devices (ISO 14698)

Risk Management: All hazards
associated with medical device
Performance testing: Functionality and
tolerances in normal and fault
conditions

Operator’s protection: Check for
intended level of protection

Electrical safety

Mechanical safety

Radiation safety (IEC 60601-1-3)
Other hazards

Markings/Labeling

Wireless Testing (ANSI C63.10-2013)
Acoustics ¥

Software
(IEC 62304)
Dynamic
Environmental
testing

Other relevant scientific
facilities with whom
AMTZ/KIHT have an MoU/MoA

Certification & Market Authorization
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Failure Analysis
Chemical testing
Finite Element Analysis

Failure Mode Effect Analysis

Mechanical/Physical Testing

. N Failure
Fatigue testing )
. . . Technical
Microscopic analysis )
. Marking
Compound Analysis ;
Packaging

Formula Reconstruction
Impact testing

Ultra-high strain rate analysis
Gap Analysis

Environmental
Translational

nhwN e

NO

» Ifthe innovation complies with the standard, approach

Certification by National and/or
International agency

N

4

the relevant agency for assessment; testing & validation

Market Access
Health Technology Assessment (HTA)
Value based pricing
Reimbursementcomparedto ———— > Product Success
competition
Preferential Market Access
Value proposition and Dossier
Innovative Programs Integration
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Criteria's adopted to undertake Medical Devices in
India through Health Technology Assessment

Availability

Acceptability

Affordability



Components of HTA

Safety

Clinical
Effectiveness
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Economic
evaluation

Budgetary
Consideration

Legal &
Regulatory

h Feasibility

Research and Development and Manufacturing Support
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State-of-the-art Scientific Facilities

Mazumdar Shaw

Foundation

Daksha Online Meshayu
Services Consultants

(Technology
Transfer)

Operon
s

TUV Rheinland

Healthcare

(X-ray tube)

INNOVATION “MARKET= ACCEPTANCE BY PROVIDERS
HEALTH TECHNOLOGY ASSESSMENT ACT AS A IMPORTANT
EVIDENCE BASED TOOL




