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Why Do Diagnostics Companies Fail?
Over the last decade, we have had the opportunity to work with many diagnos8cs companies (over 150
startups and small to mid-sized companies, many large mul8na8onal manufacturers, and clinical labs)
and their investors (angels, venture capitalists, gran8ng agencies, NGOs, and strategics). In that period,
several diagnos8cs companies that ini8ally appeared to be on a path to success ul8mately failed.
Recently, the Bill & Melinda Gates Founda8on asked Halteres to conduct a study to help them
understand why diagnos8cs companies fail. For that purpose, we iden8ﬁed 28 diagnos8cs companies at
various stages of growth to include in our study. We also sought out and interviewed a number of
experts from the investment community, management teams from successful and failed diagnos8cs
companies, and our Halteres Associates, most of whom have direct experience in several diagnos8cs
companies, from startups to mul8na8onals, at all levels within their organiza8ons. We were delighted by
the eagerness of all those we contacted to par8cipate. There were many insights shared that we have
aSempted to summarize here. The materials are presented with the permission from the Gates
Founda8on and are contained in a report available on our website.
The 28 diagnos8cs companies were classiﬁed into one of three groups. The ﬁrst group was “Successes,”
deﬁned as those companies that had reached commercial sustainability. There were 6 companies in this
category, some of which were decades old while others were started less than 10 years ago. Larger
companies ul8mately acquired 4 of the 6 Successes, 2 of which were start-ups less than 15 years ago.
Two of these 4 acquisi8ons occurred a[er the comple8on of the study reported here. The second group
was “Failures,” which contained 15 companies that were either out of business en8rely or whose assets
were sold for small sums. The third group was referred to as “Zombies,” to indicate companies that we
felt were likely to eventually fail. We apologize for not sharing the company names, but we do not wish
to sway opinions about any of these companies.
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In order to compare and contrast the diagnos8cs companies, we deﬁned a series of phases of growth to
objec8vely describe each company (table below).

Speciﬁc scores were developed for each company for each phase and for each speciﬁc item in the three
boxed comments associated with each. The scores for each uniden8ﬁed company are available on our
website. The breakdown for the scores for the group of companies categorized as Failures were as shown
in ﬁgure (right).
For the Failures, many of the problems
occurred early in the Phase 0 ac8vi8es.
For most of the companies included as
Phase 0 failures, either: 1) the
technology was developed by clever
people without a clearly deﬁned market
opportunity (6 of 8) or; 2) a market
opportunity was clearly deﬁned but the
technology simply failed to provide
adequate performance (2 of 8). The
other 7 of the 15 Failures had troubles
at other points along the way. Two did
not have experienced management
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teams that could execute the product plan. One had a working prototype that could not be
manufactured at an acceptable COGS. Two failed large clinical studies needed to support robust
reimbursement. One could not convince third-party payers of their proposed value proposi8on and was
therefore denied coverage and payment.
When we compared the Zombies to the Failures (ﬁgure, below), less than half of the Zombies made
mistakes in the Phase 0 category. Instead, the problems we iden8ﬁed were mostly in Phase 4,
Commercializa8on. In each case these were companies with senior management with a remarkable
ability to ﬁnd new sources of cash to keep their dream going. However, in our opinion, they were not
likely to make it to sustainability.
Since the study was completed 2
of the 8 Zombie companies have
ceased opera8ons, 1 of which had
been selling products for several
years. However, 3 other Zombies
have managed to raise addi8onal
funds.
Our study was limited to a
rel a8 vel y s ma l l n u mb er o f
diagnos8cs companies, and the
distribu8on of failure modes could
change with a large increase in
the number of companies
involved. However, we felt that
the overall observa8ons and
recommenda8ons were not likely
to materially change.
In communica8on with our interviewees and our Halteres team, a number of sugges8ons were made for
assessing the likelihood of success of diagnos8cs companies. The ﬁrst group of ques8ons to consider was
categorized into the ﬁve phases of growth used:
Phase 0
Is the intended use statement clear?
Is there a clear interven8on ac8on informed by the use of the test?
Has the voice of the customer been incorporated as part of the ini8al feasibility assessment?
Is there a clear unmet need that could be addressed by the inven8on?
Phase 1
Will all inven8ons required to ini8ate product development under design control be ﬁnalized at
the end of this stage?
Does the company have back up plans in the event of failure with this product design?
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Does the ini8al feasibility data con8nue to support the intended use in a demonstrable way?
Phase 2
Does the company have a robust development and quality plan in place?
Is the product designed for manufacturing at the scale required in the business plan?
Are cost of good targets likely to be met?
Have all elements of the supply chain been iden8ﬁed, and are plans in place to secure all cri8cal
rare reagents and other key materials?
Has all intellectual property (IP) been ﬁled?
Is there freedom to operate?
Phase 3
Have all manufacturing and design control processes been ﬁnalized?
Has manufacturing at scale been achieved?
Is the company using the ﬁnal manufactured product in its clinical valida8on studies (NOT
PROTOTYPES!)?
Is an ac8onable clinical study plan in place that addresses regulatory and reimbursement
requirements?
Have marke8ng/pre-clinical studies been developed with involvement of representa8ve
intended users?
Phase 4
Is the commercial launch plan complete and achievable?
Is the reimbursement plan complete and achievable?
Are the company opera8ons robust and reliable?
Can the market bear the ini8al COGS while the company increases manufacturing volumes and
market shares or do suﬃcient market interven8ons exist to oﬀ-set any gaps?
Does the company have suﬃcient cash or plans to acquire it to fund ongoing opera8ons un8l
self-sustainability (or a liquida8on event) is achieved?
These ques8ons were based upon the assessment of the Successes and Failures of the companies scored
plus our combined knowledge of more than 100 others that were not formerly scored. We had many
hours of discussion. These ques8ons can be applicable to companies at any stage of their growth. It is
appropriate to consider Phase 0 issues even for a company that has made it to Phase 4. An inability to
clearly ar8culate answers to the ques8ons from earlier phases could be the basis for becoming a Zombie
many years ago. Now it’s just a maSer of 8me.
From the overall set of interviews and analyses, the following summary of general ques8ons to ask was
prepared. We feel that this is a good list of ques8ons for any startup or more mature company to ask
themselves before their exis8ng or poten8al future investors ask them instead.
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Does the company’s team have a thorough understanding of the customer(s), stakeholders and the
unmet need the product/technology will sa8sfy?
If so, how do they know someone will buy it and at what price? What alterna8ves exist and how
compe88ve are they now and in the foreseeable future?
In a startup, there is precious liSle 8me for on the job training. Does the team have successful
diagnos8c company experience (not tools, not pharma, not biotech)? If not, what is the plan to
develop a team with the requisite skills in key roles of responsibility?
Does the team have plans to implement design control and do they have direct experience in
developing products under this system? If not, do they plan to bring in this exper8se or partner with
others who are expert?
Does the team have the required experience or inten8ons to partner with others for skills or
competencies that are needed for success? Does the company have a strong program management
func8on with management responsibili8es?
Does the product development plan include processes to design for manufacturing?
Does the team have a realis8c and detailed assessment of the 8meline to feasibility, product
development, manufacturing, and commercial launch?
Does the company understand the full ecosystem into which they will introduce the product and all
the pain points for the users that must be overcome?
What is the projected return on investment for each type of investor? Is this suﬃcient to aSract the
required investment to commercialize the product? If not, what provisions need to be made to ensure
all stakeholders have aSrac8ve returns to oﬀset the development/commercializa8on risks?
Although the issues raised appear slanted toward investment opportuni8es for for-proﬁt en88es (e.g.,
venture capital), the same issues are of concern to sophis8cated not-for-proﬁt investors (e.g., NGOs).
Although the primary reasons for investment might diﬀer signiﬁcantly between the two, there is a need
for the diagnos8cs company to become sustainable without the need for constant inﬂuxes of cash from
both investor types. Even for the wealthiest of charitable founda8ons that might be inclined to catalyze
low- to middle-income diagnos8cs markets with ﬁnancial instruments, such as advanced market
commitments or purchase price buy downs, there will come a 8me when they will need to let the
company stand alone; these ﬁnancial instruments are temporary solu8ons. Fundamentally, some
companies are on the path to achieve sustainability and will be future success stories, while others might
already be Zombies. Which ones are which? We hope that the observa8ons and recommenda8ons for
ques8ons to ask presented in this newsleSer will be of help to those of you working in the interna8onal
diagnos8cs community. We hope that you all will do good by doing well.
We thank and acknowledge Halteres Associates principal, Mike Richey, for his contribu8on to the
research and analysis for this work.
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Dr. Mickey Urdea is Founder and Partner for Halteres Associates. He specializes
in diagnos8cs technologies, biomarkers, product development, and market crea8on, with
extensive experience in both developing and developed country applica8ons.

Mr. Rich Thayer is Managing Partner of Halteres Associates. He specializes in strategic
approaches to diagnos8cs business modeling and health IT and all phases of product
development and commercializa8on in developing and developed country markets.

Halteres Associates is a bioscience consultancy, and serves as a business, market and strategy advisor in
the biotechnology, life sciences, and healthcare informa8on and communica8ons technologies sectors.
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