






Innovations in In-Vitro Diagnostics

New technologies, growth opportunities and the future market outlook

Incremental improvements in coronary heart
disease detection. Novel markers in

development, such as PAPP-A and PGF, may add
incremental improvements in risk stratification and
prognostic assessment. It is possible that new cardiac
panels will emerge, which combine markers of
inflammation, ischemia, plaque instability and necrosis. 

Limited adoption of respiratory virus multiplex
panels. Although several multiplex RVPs have

been launched, it appears unlikely that they will become
widely adopted until additional evidence demonstrates
their cost-effectiveness. The market for RVPs may expand
more rapidly if effective anti-virals become available,
especially for respiratory syncytial virus.

Growth prospects in mature markets. The
molecular diagnostic market has shown steady

growth since the start of the decade, serving a high
unmet clinical need. However, all the major existing sub-
markets, such as blood screening, sexually transmitted disease testing and clinical virology are now mature with
modest growth prospects.
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Figure 3.9: Potential US market for diagnosis of
coronary heart disease

“It is possible that emerging biomarkers, such as PAPP-A 
and potentially troponin may, like Lp-PLA2, be used as 
additional risk factors to guide risk-stratification. The 
market size would be significant, given that the 
secondary prevention market (those diagnosed with 
coronary heart disease) in the US alone is 16.8m, while 

nearly 100m have high cholesterol (≥200 mg/dL) s...”

•   What are the future growth prospects for the 
in-vitro diagnostics market?

•   Which areas offer the most promising growth?

•   Which segments promise the most innovation?

•   Which companies are in the strongest position?

•   Which smaller companies are attractive?

•   What are the current unmet needs in the
market?

•   What are the greatest areas of market
uncertainty?
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Trends in 510(k) approvals
The maturity of the diagnostics market is reflected in the decline in new test approvals by the FDA. Since
1996, over 46,000 devices have been approved in the US via the Premarket Notification (510k) regulatory
route. Around 7,600 or 17% of approvals are for in vitro diagnostics tests, the rest relating to a wide
range of medical devices, equipment, consumable and instruments such as stents, medical imaging
equipment medical dressings, and wound-
care products. Tests are classified as
follows based on the clinical specialty:
Clinical Chemistry, Immunology,
Hematology, Microbiology, Pathology and
Clinical Toxicology (note that immunology
is not equivalent to immunoassays).
Between 2006 and 2008 around 4,200
tests were approved, the majority for
Clinical Chemistry (44%), followed by
microbiology (18%). Approvals for
Immunology, Clinical Toxicology and
Hematology were each around 12%, with
less than 1% for Pathology. The split by
clinical specialty for the years 2006-2008 is
similar to that for the previous years. 
The number of assays approved by the
510(k) route has fallen dramatically from a
peak of 867 approvals in 1997, to only 248
approvals in 2008. The numbers of
approvals has fallen across every clinical
specialty, and while there was a noticeable
increase in 2006, the overall trend is downwards. These trends reflect the quantitative aspects of new
approvals and mask the fact that the approval of just one new biomarker, such as troponin, can lead to
the development of a large market. Nevertheless, the declining number of approvals indicates a maturing
market suggesting that developing truly innovative diagnostic tests is becoming more challenging.

Barriers to innovation
The process for adding new diagnostic tests to the Clinical Laboratory Fee Schedule discourages
innovation. Each year, new laboratory test codes are added to the Schedule and corresponding fees are
developed in response to a public comment process. New assays for the same analyte may be
compensated at the same dollar amount as previous diagnostics sharing the same code, even if they
demonstrate higher sensitivity and specificity. (Continued...)

Figure 7.16: 510(k) approvals by medical specialty, 
2006-2008
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