
You Have Not Mapped Out
Your Regulatory Path

Mistakes That Can Derail Your Medical
Device Development

If you are unsure how the FDA will classify your device or which
regulatory path will be most appropriate for you product, you may
waste a lot of time heading in the wrong direction. Each class of medical
device has its own regulatory requirements and there are various
possible paths – 510(k), PMA, NDA and others. You can lose precious
time and money by assuming incorrectly. It is possible to err in two
ways here: selecting a path that is not stringent enough to gain FDA
approval or one that is overly rigid for your product’s actual
classification. The latter could lead to the collection of unnecessary
clinical data or a process with unwarranted design control
requirements. There could also be a predicate device or existing clinical
data that you weren’t aware of that could simplify the path
significantly. If there is any ambiguity it is worth the investment to
enlist the help of a regulatory consultant to ensure you are on the path
to success.

You Don't Have A Clear
Reimbursement Strategy

Your reimbursement strategy is critical to the success of
your product development effort since it will be vital to your

business case. If venture capitalists can’t clearly see that
procedures performed with your device will be covered by

insurers, or you don’t have data showing consumers are
willing to purchase it out-of-pocket, fundraising is going to be

challenging in today’s funding climate. To achieve this you
will need to show the medical benefit of your product and

ensure that it will be covered by Medicare and other payers,
so make sure you understand what is entailed and what the

associated costs will be so that you are prepared.

Your Don't Have The “Freedom to Operate”
With Your Intellectual Property

To protect your interest and successfully get your
product to market, it’s imperative to search existing
and pending patents to make sure you will have
Freedom to Operate (FTO), defined as “determining
whether commercializing a product can be done
without infringing valid intellectual property rights of
others.” Patent law is extremely complex, so you will
want to get the opinion of an attorney to confirm FTO.
 This is another hurdle necessary to entice investors.

You Have Not Confirmed The Feasibility Of The Product

In all of this it might be easy to lose sight of the maturity of your
technology. Investors will not take your word for it that the technology
works. Providing them with data will provide them with the confidence

that it is going to work. Vetting your technology can include proof of
concept, risk analysis and even a feasibility opinion from leaders in the

applicable field. Insufficiently mature technology could scare investors,
cause schedule delays and budget overruns or worse.

You Have Not Clearly Outlined
Your Development Milestones

In today’s medical device environment,
there is fierce competition, high levels of

regulatory scrutiny, potential for risk and
limited investment dollars. If you are

dependent on venture capital, you better
be sure you know how you will meet each

milestone on the way to unlock the next
round of funding in order to reach the

finish line. Defining the right milestones is
tricky but helps ensure the development

team is all focused on creating the most
value to get you the prototype, data or

user feedback you need to move through
to the next milestone.
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Since 1987, Stratos has been the trusted resource for science and
technology innovators. Whether solving an incredibly complex
technical challenge, or bringing new market opportunities to fruition,
our product designers and engineers can be counted on to deliver.

To hear more insights, Join Stratos at the Stratos

The Westin Lombard Yorktown Center, Chicago, IL
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