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Bringing regulated biomedical technologies (small molecules, biologics,
medical devices, diagnostics and combination products) from the labor
atory to the bedside is one of the more complex and resource-intensive
journeys an aspiring entrepreneur can embark upon. Unlike other high
technologies, which may go from concept to market to obsolescence in
a matter of months (computer processors, anyone?), a drug may take
14 years and hundreds of millions of dollars to receive approval by the
US Food and Drug Administration (FDA) and ultimately generate rev-
enue. Along the way, numerous issues requiring a variety of skills and
talents must be addressed, many of which are not immediately apparent
to an inventor/researcher-turned-CEQ. In Commercializing Successful
Biomedical Technologies, biomedical academic and entrepreneur Shreefal
Mehta highlights the key issues that must be understood to improve the
chance of bringing biomedical technology innovation to market.

Mehta’s objective is not simply to highlight the issues, but rather to
point out the considerable amount of attention that should go into pre-
paring to address them. Emphasizing this point, he states his hope that
“better thinking and planning in the development of regulated prod-
ucts will help improve the efficiency, success and quality of biomedical
technology commercialization, increasing the number of innovative
products that can be delivered to help people.” In other words, taking
the time to identify relevant issues and create a comprehensive biomedi-
cal technology commercialization plan to mitigate their associated risks
before they arise greatly increases the chance of a successful biomedical
technology startup.

In practice, creating a sound biomedical technology commercializa-
tion plan is a multi-disciplinary endeavor that requires business, legal,
technical, regulatory and marketing expertise throughout. In an effort to
reduce the complexity associated with synthesizing these disciplines and
facilitate the creation of a viable commercialization plan, Mehta develops
a seven-stage framework that breaks down the requirements for develop-
ing a commercialization plan into its key components: (i) plan (industry
context), (ii) position (market research), (iii) patent (intellectual property
rights), (iv) product (new product development), (v) pass! (regulatory

Michael R. Bielski is at the Center for Biotechnology, Stony Brook
University, Stony Brook, New York 11794, USA.
e-mail: michael.r.bielski@gmail.com

128

plan), (vi) production (manufacture) and (vii) profits (reimbursement).
This framework allows the aspiring entrepreneur to systematically assess
the components of a sound commercialization plan in a way that doesn’t
allow him or her to lose sight of the big picture, yet still manage the details
required for successful commercialization.

Mehta wisely addresses the practical limitations of using a linear road
map to organize the iterative and path-dependant process of biomedical
product development. He points out, “The linear road map shows the
components that must be assessed to build a sound commercialization
plan, but the processes are all carried out in parallel, with shifting emphasis
on each component as one proceeds down the plan.” The text prepares
the reader to organize the commercialization process while at the same
time pointing out the inevitable fact that feedback from one component
will ultimately influence or change the understanding of another previ-
ously researched component. For example, limited access to intellectual
property rights may change market strategy, which in turn may alter the
regulatory pathway required to develop an FDA-approved product.

Throughout, Mehta highlights the significant differences that are spe-
cific to biomedical technology commercialization as compared to the
rest of the free-market industries in the United States. Most importantly,
biomedical technologies are heavily regulated, requiring a significant
commercialization planning to account for this issue. Another complex-
ity not often faced by other technology sectors is that the user—that is, the
patient—does not make the purchasing decision; it is made instead by a
provider such as a physician or pharmacy benefit manager. Adding more
complexity to the situation, the government or insurance company is the
payer, requiring the entrepreneur to consider reimbursement strategies
early on—or otherwise bear the burden of having a tremendous product
with nobody willing to prescribe or pay for it. Factor in other issues rang-
ing from what truly is a patentable invention in the life sciences to how
to commercially manufacture products in accordance with current good
manufacturing practices and you begin to see how much planning must
go into bringing biomedical technologies to market.

As in many cases, the best way to allow readers to fully grasp a technol-
ogy commercialization concept is to apply the concepts covered in the text
to real-world technology examples. The text does include excellent case
studies and excerpts throughout; however, the reader will crave more—an
issue that will hopefully be addressed in subsequent editions and/or by
supplementary materials.

Although there are many general technology commercialization mate-
rials available to students, researchers and entrepreneurs on the market,
the advice given often lacks the context of the biomedical technology
space—specifically the regulatory and reimbursement issues that signifi-
cantly affect the planning required to bring biomedical technologies to
market. Often, readers and teachers interested in biomedical technology
commercialization are forced to supplement general technology com-
mercialization materials with specific biomedical commercialization
materials. Although no single text could possibly provide all the informa-
tion necessary for an individual to translate biomedical technology
research into a biomedical technology product, Mehta does an excellent
job of identifying and organizing the major issues associated with bio-
medical technology commercialization in a framework that students,
researchers and entrepreneurs can understand.
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