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» NEW MEDICAL DEVICE: clinical adoption
> NEW “BASIC SCIENCE” DEVICE: new understanding of physiological process
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The development of health technologies is strongly regulated
in Brazil. This characteristic, also evidenced in other countries
analyzed in the included articles, gives translational researchers a
kind of route that, if followed during the development process
of a new device, minimizes relevant risks. It is critical that an
understanding of this critical path of translational research be
incorporated into the culture of universities and research centers
in order to facilitate meeting a set of requirements, accelerate
the process, and minimize the risks inherent in the development
of innovative technologies. Thus, we understand that it is
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3.2 Clinical trial problem

For new kinds of deviges, such as for PMA regulated in the

United States, the_higgest hurdle can come at the very end
with the clinical frjals. One never knows if it really works

until clinical trials have been done at significant financial
and time costs. Whenever possible, the failure risk of pro-
Bayon 2016
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CHALLENGES TO TRANSLATION

e Financial and time costs

3.2 Clinical trial problem

For new kinds of deviges, such as for PMA regulated in the

United States, the biggest hurdle can come at the very end
with the clinical trigls. One never knows if it really works

until clinical trials have been done at significant financial
costs. Whenever possible, the failure risk of pro-
Bayon 2016
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ials can begin, however, institutional and
W&M In terms of logistics and
financial resources, this stage usually gxceeds by far what aca-
demic_groups can_muster. Since new technology is usually
considered very risky, it will pot gasily be taken up by industry
or_commercial investors. Typically, investors tend to derisk
investments by outsourcing development-related work to research
groups or start-ups. New technology is often acquired by big
companies by buying start-ups, but seldom before successful
clinical trials. On the other hand, forming a sart-up just Lo get
the industry interested in a new technology creates an even
larger overhead of wurk for an dL.ddLmlL lt_.J.rn Fu.rl]'u_rmurt.
I.IL[IH.' Dﬁc!’l i i - e CES

humans r.nmgme mdnuf.:.lure nf -.uu.h dcwc&. undt.r design

In the usual case, universitics have neither established
good manufacturing practice protocols compliant with quality
systems regulations for medical devices nor dedicated prototyp-
ing_areas, A final point in this regard is the establishing of
intellectual property, which is costly and an additional burden
on the way to a product, where, quite often, the budget will
be extremely strained by concept development.

lices.
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Financial and time costs
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Innovation risks: not undertaken
by industry or commercial
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Manufacture under design
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3.2 Clinical trial problem

For new Kinds of deviges, such as for PMA regulated in the

United States, the biggest hurdle can come at the very end
with the clinical trigls. One never knows if it really works

until clinical trials have been done at significant financial
and time costs. Whenever possible, the failure risk of pro-

Bayon 2016
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Before the clinical trigls can begin, however, institutional and
regulatory approval has 1o be obtained. In terms of logistics and
financial resources, this stage usually gxceeds by far what aca-
demic_groups can_muster. Since new technology is usually
considered very risky, it will pot easily be taken up by industry
or_commercial investors. Typically, investors tend to derisk
investments by outsourcing development-related work to research
groups or start-ups. New technology is often acquired by big
companies by buying start-ups, but seldom before successful
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UroMems Initiates First-in-Human Study of Its
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THE END
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