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1.1 REPORT DESCRIPTION

IN-VITRO diagnostics are tests that diagnose and prevent diseases, conditions or infections.
IVD tests are performed outside body in an artificial environment on samples such as blood,
urine, tissue isolated from human body. IVD is classified into three types namely: clinical
laboratory testing, near-patient testing, self-testing. IVD market is segmented by-techniques
(including immunology, point-of-care, molecular diagnostics, haematology, coagulation,
microbiology, microbiology and other clinical instruments), -products (including instruments,
reagents, services, data management systems), -applications (including diabetes, oncology,
cardiology, sexually transmitted diseases, autoimmune disease, nephrology, drug testing), -
end-users (including hospitals, laboratories, academics) and -geography (globally).

The global IVD market was reported with high revenue in previous years and hence
expected to grow at high CAGR values by 2020. The overall revenue share was highly held
by North America. North America is the largest while Asia-Pacific is the fastest revenue
generating region. The BRIC (Brazil, Russia, India, and China) region showed increased
growth rate for the IVD market.

IVD market growth is driven by factors such as increase in incidences of chronic and
infectious diseases across all age cohorts, genetic diseases, aging population, rising
acceptance of personalized medicine, rise in healthcare awareness in patients and high
unmet medical needs in diagnosing diseases. Screening initiatives and high investment in
healthcare infrastructures mainly contributes to market growth, whereas difficulty in
rendering rapid diagnostic results, stringent regulatory policies, reimbursement issues and
economic crisis are the major restraints. Different geography is an opportunistic factor which
improved IVD market growth.

Roche diagnostics (Basel, Switzerland) is the largest player in the market with a share of
XX%, followed by Siemens and Abbott, who hold XX% of the market. The IVD market is
highly consolidated, with the major players holding close to XX% market share. Top ten
major players are Roche Diagnostics, Siemens Healthcare(Erlangen, Germany),
Abbott(Abbott  Park, lllinois), Johnson and Johnson(New Jersey), Beckman
Coulter(Massachusetts), Becton Dickinson(U.S.), BioMerieux (France), Bayer Diabetes
(Germany), Sysmex (U.S.) and Bio-Rad (California). Key players such as Thermo Fisher
Scientific, Inc., QIAGEN N.V., and ARKRAY, Inc. have established new manufacturing

facilities and R&D units in China to grow IVD market.
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The focus of this research report description was on various levels of analysis, industry
trends, market shares, supply chain, porters five force analysis and company profiles which
together comprise and augment about competitive landscape, emerging and high growth

segments of IN-VITRO diagnostic (molecular diagnostics & point of care testing), emerging

technologies.

1.2 MARKET SEGMENTATION

FIGURE 1

IVD MARKET: MARKET SEGMENTATION

Global IVD Market

Market by Market by Market by Market by Market by
Techniques Products Application End Users Geography

Immunology

Hematology

Clinical Chemistry

Molecular
Diagnostics

Coagulation

Microbiology

Other Clinical
Instruments

Source: Annual/Financial Reports, SEC Filings, Investor/Corporate presentations, Global IVD Associations and
Journals, European Diagnostic Manufacturers Association (EDMA), American Association for Clinical Chemistry
(AACC), WHO, BIVDA, JACRI, Industry Expert Interviews, and 1Q4l Analysis
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Each segment of this report offers market values for its sub segments and geographies as
well. It also provides market dynamics with respect to drivers, restraints, and opportunities

and performance of major key players.

1.3 RESEARCH METHODOLOGY

The research on IVD market involved both widespread secondary and primary research. The
secondary research was carried out on company websites, annual reports, SEC filings,
diagnostic associations, articles, press releases, journals and paid sources to identify and
collect both the qualitative and quantitative data related to IVD. The primary sources were
experts from supply side such as CEOs, directors, strategic growth managers,
international/regional marketing managers, marketing executives and from demand side
such as reference laboratory heads, hospitals, and purchase managers. All the primary
sources were interviewed to acquire and verify critical qualitative and quantitative information
and also to assess the future forecast of the all segments of the IVD market. Along with
these the additional information extracted was about the key players in this industry with
their market revenues, products and developments. The factors responsible for growth and
restriction of the IVD market along with the future opportunities were also determined

through secondary research and verified through primary sources.

The following illustrative figure shows the market research methodology applied in making
this report on the global IVD market.
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FIGURE 2

RESEARCH METHODOLOGY: IN-VITRO DIAGNOSTICS MARKET

*Technical information of IVD instruments and reagents
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Primary
Research products, applications and end users

Validation of factors influencing marketand regional marketshares

*Bottom-up and top down approach
<Data triangulation
Market

-Qualitative & quantitative analysis
Breakdown

IVD market segmentation

Source: Annual/Financial Reports, SEC Filings, Investor/Corporate presentations, Global IVD Associations and
Journals, European Diagnostic Manufacturers Association (EDMA), American Association for Clinical Chemistry
(AACC), WHO, BIVDA, JACRI, Industry Expert Interviews, and 1Q41 Analysis

1.3.1 MARKET SIZE ESTIMATION

The size of the global IVD market and its various segments and sub-segments were
estimated and validated through secondary and primary research. All the IVD market
percentage shares, splits, and breakdowns were determined using secondary sources and
verified through primary sources to get the final quantitative and qualitative data. This data is
consolidated and added with detailed inputs and analysis from 1Q41 and presented in this

report.
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FIGURE 3

IVD MARKET: TOP-DOWN AND BOTTOM-UP APPROACH
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Alere (U.S.), Johnson & Johnson (USA),
Danaher Corporation (U.S.), Biomerieux (France).

Source: Annual/Financial Reports, SEC Filings, Investor/Corporate presentations, Global IVD Associations and
Journals, European Diagnostic Manufacturers Association (EDMA), American Association for Clinical Chemistry
(AACC), WHO, BIVDA, JACRI, Industry Expert Interviews, and 1Q41 Analysis

The top-down approach was used to derive the global IVD market as well as the IVD market
by technology, applications, end-users, and products. Different percentage splits were
applied for different segments of the IVD market. This percentage split was assumed to be

same for geography.
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FIGURE 4

IVD MARKET: FORECASTING MODEL
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making it the ninth largest IVD market in the world, growing at approximately 10% per year. With its
large population and low per-capita spending on IVDs the potential for growth in Brazil is significant.
The government funds for about 65% of the healthcare expenditure and remaining 35% by
municipal and local sources, thus making healthcare services free to everybody.
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Market trend and Techniques Segmental share and

growth forecasting . , CAGR

Impact Analysis of Market Market Size & Forecast by From 2014-2020

Trends Products & Applications

Historical Market Data

Source: Annual/Financial Reports, SEC Filings, Investor/Corporate presentations, Global IVD Associations and
Journals, European Diagnostic Manufacturers Association (EDMA), American Association for Clinical Chemistry
(AACC), WHO, BIVDA, JACRI, Industry Expert Interviews, and 1Q41 Analysis
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1.3.2 MARKET BREAKDOWN AND DATA
TRIANGULATION

FIGURE 5

IVD MARKET: MARKET BREAKDOWN & DATA TRIANGULATION
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Source: Annual/Financial Reports, SEC Filings, Investor/Corporate presentations, Global IVD Associations and
Journals, European Diagnostic Manufacturers Association (EDMA), American Association for Clinical Chemistry
(AACC), WHO, BIVDA, JACRI, Industry Expert Interviews, and 1Q4l Analysis

The data was triangulated by studying various factors and trends from both the demand side
and the supply side. Along with this, the market was validated using both top-down and
bottom-up approaches.
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2 EXECUTIVE SUMMARY

IN-VITRO diagnostics are the tests performed outside the human body by isolating blood
and tissue specimens for detection of body's condition which was useful in
preventing/controlling disease. The global IVD market is valued at $XX billion in 2013 and is
expected to grow at a CAGR of XX% to reach $ XX billion by 2020. The IVD market is
mainly segmented by techniques, products, applications, end-users and geography. IVD
market is basically driven by increased incidence of chronic and infectious disease, demand
for POCT devices, technological advancement, personalized medicine approach, cost-
effectiveness and healthcare awareness. However intensified competition, reimbursement

issues, affordability of healthcare diagnostics is hampering the IVD market growth.

The global IVD market by technigue is segmented into clinical chemistry, immunology,
haematology, coagulation, microbiology, molecular diagnostics and other clinical
instruments. Immunology accounted for the largest revenue of $ XX billion in 2013 and is
poised to reach $ XX billion by 2020, at a CAGR of XX%. Further, molecular diagnostics
market segment is expected to grow at the highest CAGR of XX% during the forecast period.
IVD products market is segmented based on instruments, reagents, data management
system software/hardware and services. Reagent commanded the largest market of $ XX
billion in 2013 and is expected to grow at a CAGR of XX% followed by services market.

Instruments accounted for the second largest market share in 2013.

The global IVD market by application is segmented into diabetes, infectious disease,
oncology, cardiology, nephrology, autoimmune disease, drug testing, sexually transmitted
disease and others. Infectious disease holds the largest market of $ XX billion and is
expected to reach $XX billion by 2020, at a CAGR of XX%. Oncology segment is expected
to grow at the highest CAGR of XX% during the forecast period. IVD market by end-users is
sub segmented into laboratory, hospitals, academics and patient self-testing. Hospital
accounted for the largest market of $ XX billion in 2013 and is expected to reach $ XX billion
by 2020 at a CAGR of XX%.

Based on geography, IVD market is divided into North America, Europe, Asia-Pacific and
Rest of the world. Developed regions such as North America commanded the largest market
of $ XX billion in 2013 and are expected to reach $ XX billion by 2020 at a CAGR of XX %.
High investments in healthcare infrastructures, availability of government funds improved

market growth in this region. However, Asia-pacific region is expected to grow at the highest
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CAGR of XX% during the forecast period due to increased healthcare awareness, improved
economic growth and increasing disposable incomes. Significant mergers and acquisitions,
collaborations, joint ventures are the industry trends that are playing a major role for the

market growth.

Major players in IVD market include Roche Diagnostics Limited (Switzerland), Bio-Rad
Laboratories (U.S.), Becton, Dickinson And Company (U.S.), Bayer AG (Germany), Sysmex
Corporation (Japan), Alere (U.S.), Abbott Laboratories Inc (lllinois), Siemens Healthcare
(Germany), Johnson & Johnson (USA), Danaher Corporation (U.S.), Biomerieux (France).
Roche diagnostics is a dominant player with a share of XX%, followed by Becton, Dickinson

and company, Abbott laboratories, Siemens healthcare and Johnson and Johnson.

The report analyzes IVD market globally with detailed information of various segments. It

further discussed market dynamics, industry trends, and challenges of IVD market.

FIGURE 6

EXECUTIVE SUMMARY: GLOBAL IVD MARKET SHARE,
BY GEOGRAPHY (2013)
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Source: Annual/Financial Reports, SEC Filings, Investor/Corporate presentations, Global IVD Associations and
Journals, European Diagnostic Manufacturers Association (EDMA), American Association for Clinical Chemistry
(AACC), WHO, BIVDA, JACRI, Industry Expert Interviews, and 1Q41 Analysis
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TABLE 1

IVD INSTRUMENTS & REAGENTS GLOBAL MARKET REVENUE,
BY GEOGRAPHY, (2012-2020) ($BN)

CAGR
Region 2012 2013 2014 2020
(2014-2020)
North America XX XX XX XX XX
Europe XX XX XX XX XX
Asia-Pacific XX XX XX XX XX
RoW XX XX XX XX XX
Total XX XX XX XX XX

Source: Annual/Financial Reports, SEC Filings, Investor/Corporate presentations, Global IVD Associations and
Journals, European Diagnostic Manufacturers Association (EDMA), American Association for Clinical Chemistry
(AACC), WHO, BIVDA, JACRI, Industry Expert Interviews, and 1Q4l Analysis

North America commanded the largest revenue of $XX billion of the global IVD market, by
geography in 2013. The market is expected to grow at a CAGR of XX% from 2014 to 2020 to
reach $ XX billion by 2020. The Asia Pacific is expected to grow at the highest CAGR of
XX% during the forecast period.
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TABLE 2

IVD INSTRUMENTS & REAGENTS GLOBAL MARKET REVENUE,
BY TECHNIQUE, (2012-2020) ($BN)

CAGR
Techniques 2012 2013 2014 2020
(2014-2020)
Immunology XX XX XX XX XX
Hematology XX XX XX XX XX
Clinical Chemistry XX XX XX XX XX
Molecular Diagnostics XX XX XX XX XX
Coagulation XX XX XX XX XX
Microbiology XX XX XX XX XX
Other Clinical Instruments XX XX XX XX XX
Total XX XX XX XX XX

Source: Annual/Financial Reports, SEC Filings, Investor/Corporate presentations, Global IVD Associations and
Journals, European Diagnostic Manufacturers Association (EDMA), American Association for Clinical Chemistry
(AACC), WHO, BIVDA, JACRI, Industry Expert Interviews, and 1Q4l Analysis

Immunology segment commanded the largest revenue of $XX billion in 2013 and is
expected to grow at a CAGR of XX% to reach $XX billion by 2020. Molecular diagnostics is
expected grow at the highest CAGR of XX% during the forecast period.
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Disclaimer: 1Q4l strategic analysis services are limited publications containing valuable
market information provided to a select group of customers in response to orders. Our
customers acknowledge, when ordering, that 1Q4I strategic analysis services are for our
customers’ internal use and not for general publication or disclosure to third parties.
Quantitative market information is based primarily on interviews and therefore, is subject to
fluctuation.

IQ4I1 does not endorse any vendor, product or service depicted in its research publications.
1Q4I strategic analysis publications consist of the opinions of 1Q4I' research and should not
be construed as statements of fact. IQ4I disclaims all warranties, expressed or implied, with
respect to this research, including any warranties of merchantability or fitness for a particular
purpose.

Q4 takes no responsibility for any incorrect information supplied to us by manufacturers or
users.

All trademarks, copyrights and other forms of intellectual property belong to their respective
owners and may be protected by copyright. Under no circumstance may any of these be
reproduced in any form without the prior written agreement of their owner.

No part of this strategic analysis service may be given, lent, resold or disclosed to non-
customers without written permission.

Reproduction and/or transmission in any form and by any means including photocopying,
mechanical, electronic, recording or otherwise, without the permission of the publisher is
prohibited.

For information regarding permission, contact:
Tel: +91 80 60500229

Email; satish.birudukota@I1Q4l.com
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