
Diaceutics asked four senior executives in the pharma and diagnostic industry to come up with a value on how much it would cost to
launch and commercialize a novel diagnostic test. Here’s what they came up with. 

Every other year Diaceutics holds a convergence meeting in Washington DC composed of some 35 invited movers and shakers in the
personalized medicine world, split pretty much 50:50 between diagnostic and pharma companies. Always a forum for great debate and
networking, this year’s meeting focused on how to cooperate in the commercialization of non companion diagnostics. However at this
year’s meeting [2013], there was a collective gasp of disbelief among the pharma audience when I put up a number on the screen
suggesting that on average the cost of developing and commercializing a diagnostic properly in the US is $50 million to $75 million.

This is not the first time I have met with disbelief when talking about the cost of commercializing a diagnostic and clearly others have
met with the same reaction. We decided then to open this number up to external scrutiny, in short to get a few ‘people who have actually
taken a test from soup to success’ to give their view and once and for all get the dollar facts out there. In total, a virtual expert panel of
four senior folk in the industry (names below) were asked to come up with agreement on the investment required to truly commercialize
a novel test.

Costs were broken into two buckets: development to launch, and launch and commercialization costs. In general, it was agreed that
there is more accurately a dollar range, depending upon the novelty of the technology being developed. We defined low end as a follow
on diagnostic product where a similar test exists in the market, and a high end test which is a new biomarker (needing to establish novel
clinical utility), or a new platform likely to be in oncology, a chronic disease like rheumatoid arthritis or a range of infectious markers
requiring panel performance. The dollar range ran from $20 million to $106 million and is detailed in Table 1.

 

All numbers are in US$m Low end High end
Development and Manufacturing Costs

Technology acquisition and protection 0.6 4.0
QSR and FDA compliance 1.0 3.0
GMP manufacturing 0.5 5.0
Platform development (buy in or make) 3.0 20.0
R&D (based on 1-3 years of FTEs at 200k/yr loaded spend) 3.0 8.0
Clinical utility trials retrospective versus prospective 1.0 10.0
Admin and financing 3.0 5.0

Subtotal costs to launch 12.1 55.0
Sales and Marketing Costs (US market only)
Direct sales team (assuming required for 3 years) 3.0 12.0
Health technology assessment and payer negotiations 1.0 4.0
Clinical education (guidelines – KOL endorsement multi-stakeholder education) 2.0 25.0
Marketing (launch meetings, representative detail aids, online marketing) 2.0 10.0

Subtotal costs to drive adoption 8.0 51.0
Total costs to commercialize 20.1m 106.0m

Table 1. Dx Development and Commercialization Costs.

Key:
Low end = follow on product, existing owned platform, infectious disease

High end = new  assay, new platform, new technology, oncology or chronic disease

 

The expert panel was then asked to provide comment on these costs. These are summarized below:

The elements in Table 1 are equally important as the absolute values. Every execution will have a different mix of costs in its path
to market.
The costs really start to rack up when you are developing a new assay system that enables you to change the location of testing
(even for existing analytes) OR when you are developing new analytes without established clinical utility.
Changing current clinical practice (a new site of use, a new lab user or a new caregiver) is the most challenging thing that
diagnostic companies have to do and is the most expensive. Anytime you need to develop evidence to support the deployment of
a new test or system, it is expensive. The perverse incentives in our current US ‘procedure driven’ medical system apply just as
much to diagnostics as other areas of medicine. Getting a pathologist to switch from an IHC test where he/she makes money to a
more sensitive/specific molecular test requiring evidence of more than analytical/clinical validity.  In essence, you have to ‘follow
the money’, understand each stakeholder’s perspective and map out the evidence requirements for each.
It is interesting that many diagnostic methods and platforms have emerged, been implemented and have dramatically changed
care. A few examples include diabetes self monitoring, therapeutic drug monitoring, hormone management, blood viral detection,
viral genotyping and tumor analysis. The key missing element has been the documentation of the impact of these game changers.
The ultra competitive diagnostic landscape lacks a ‘success library’ or a meaningful trade association that brings the data
together.  And the payers remain to a great extent oblivious to the impact of these developments.
 Development-only costs of simpler platforms:

Point of care assays with simple readers and with established analytes can potentially be developed for ~$15 million. At the
end of the day, simple means lab-like for use in new environments and puts more of the onus on the developer to configure
production and performance protocols that reduce downside end user risk.
 Menu expansion assays on existing platforms for something like an IHC/immunoassay/PCR test for a CDx program could
probably be done for ~$10 million to $15 million where you have existing distribution channels in place.
 However, developing a new platform and menu can be over $100 million.

Despite the cost estimates above, many diagnostic companies underfund the development of their market largely due to tight
fiscal management versus return. It is much simpler/easier to fund the next analyte on an introduced platform than to invest in a
game changing assay or format. And the next new method may pull more platform sales through for the developer.
In companion diagnostics, however, speed to market development is of the essence and pharmaceutical companies in general
require rapid and total development of the companion diagnostic market versus the gradual horizons of many diagnostic
companies. Thus the spends to move the market from one of test avoidance to test adoption are likely to be at the high end and
require earlier, even pre-launch investment in market development.
On the importance of the right investment in health technology assessment:

In general very few people understand the archaic, expensive and time consuming process that is reimbursement – this
includes coding, pricing and coverage. The current practices emerged over a thirty-plus year window which saw reward ,
regulation and technology undergo massive change. With average technology lifecycles of 8 to 12 years in leading edge
fields, some tests have gone through three generations without any change in the payment mechanism. The perhaps
unfortunate reality is that CPT coding makes test volumes visible and therefore responsible for driving cost increase.
The level of scrutiny the payers are applying to this area is disproportionate to the spend but they see advances in molecular
diagnostics in particular as driving increased utilization in general. Therefore, the onus is on sponsors to provide better cost
utilization and health technology assessment data than was the case in the past. There is almost a reverse incentive
mechanism pushing the onus for cost control onto diagnostics ( 2.5 per cent of US health care spend) rather than on the
patient care providers who get a majority of the payment.
One challenge in this space is the inability to study the cost impact until post approval windows. It is not  appropriate to use
any diagnostic method result during a review cycle pre-clearance or approval. Just a bit of a conundrum: you need cost-
effectiveness data in advance of uptake and it is not possible to generate unlike in pharma, where prospective trials
allow/mandate use of the compound in the trial phase. Very few diseases have been so completely modelled that providers
and payers will accept modelling to drive their decisions.

So there you have it: the cost to develop and commercialize a diagnostic is subject to a considerable investment range, depending on
the test positioning and novelty. On average, an additional investment of about $50 million to commercialize a diagnostic should be
factored in to the additional cost of targeted therapy if the test is to contribute to enabling the right patient to be treated at the right time.

My thanks to our expert panel for this cost assessment and analysis.
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