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Introd ​uction

A product develo ​pment veteran of St. Jude Medical and Boston
Scient ​ific, Nelson has pretty much seen it all when it comes to the
ways a medical device startup can doom itself to failure.
Here is his top seven list when it comes to reasons for medtech
startup failure.

Source: https: ​//w ​ww.m ​ed ​ica ​lde ​sig ​nan ​dou ​tso ​urc ​ing.co ​m/7 ​-wa ​ys- ​you ​-
ca ​n-d ​est ​roy ​-yo ​ur- ​med ​ica ​l-d ​evi ​ce- ​sta ​rtup/

1. Not managing your budget strategy

Failure to plan financ ​ially for what is expected often sets up medical
device startups for failure, according to Nelson. “They don’t know
how to use their money wisely.”
Before the Great Recession, there were still medtech startups that
would invest in space and the best office equipment. But with funding
still difficult to come by, that doesn’t happen much.
“Most startups are staying virtual and small,” Nelson said. “They don’t
want to build up a lab with a lot of people. Their investors aren’t
interested in that. Their investors are interested in solving problems,
getting the device to market and selling the company.”

2. Spending money on the wrong priorities

“Companies that have people who’ve never been involved in medical
devices before spend money in not necess ​arily the right order,”
Nelson said.
The goal should be to “fail fast” — reducing the risky areas first.
“When we’re working with an early stage startup here and they want
to do an entire budget, we say, ‘Let’s take it easy and start with
building a protot ​ype,'” Nelson said.
Create a basic prototype, and you can then conduct animal studies,
and possibly cadaver studies, to find out how much promise the
technology truly has — as well as the most serious failings that need
to be addressed as soon as possible.
“Until you do animal studies, you don’t have proof of concept,”
Nelson said. “You’ve got to understand what the risks are and
address them quickly. It’s like a landmine field. It can be anywhere.”
The catch is having enough money to do the studies and arrive at the
proof of concept. That’s why Nelson thinks spending priorities are so
important.

3. Not having a regulatory strategy early on

 

4. Lack of expertise

Humility is a valuable trait for an entrep ​reneur to have, Nelson said.
“It’s more common than not to have obstac ​les,” Nelson said. “People
doing it the first time don’t know what the obstacles are and don’t
have the funds to pay someone who is experi ​enced. So they go
through it themse ​lves. And that’s where it’s easy to get tripped up.”
Finding a consultant or organi ​zation that has that experi ​ence, such
as Nelson’s Evergreen Medical Techno ​logies, is important.

5. Small market size

“When I was teaching at Carlson, one of the common obstacles was
that it was a great idea, but there were so few people who would
benefit. So the financing just wasn’t worth it,” Nelson said.
Doing your homework on market size is important.
There are ways, however, to get a device approved through FDA as
a compas ​sionate use device for a small market, and then eventually
develop the device for another market that is much larger, Nelson
said. It’s important, though, to have a good finance person who can
help you get through what could be a long journey.

6. No reimbu ​rsement strategy

“If you don’t have a reimbu ​rsement code, that can be very costly and
take more time than you want. … The worst thing is to have a
product ready for market and find out you don’t have a reimbu ​‐
rsement code,” Nelson said.
It’s important to work on a reimbu ​rsement strategy early and to work
with groups such as medical associ ​ations that can help you achieve
reimbu ​rsement

7. Failure to lock down IP

Medical device startups need a patent attorney lined up right away. “I
think that’s one of the first things a person has to do is have their
patent applic ​ation in the patent office so that they can talk to
people,” Nelson said.
No IP protec ​tion, and there’s no guarantee that investors or establ ​‐
ished legacy companies that you’re talking with won’t simply start
working on your ideas themse ​lves.
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Medical device startups need to quickly understand what the
regulatory requir ​ements are so that they can plan for it, according to
Nelson. “I’ve seen that hold up companies, and in one case, it killed a
company.”
People starting medtech companies can fool themselves into
thinking that they understand FDA regula ​tions. “People try to say
they have a 510(k). Sometimes they’re right. Sometimes they’re
wrong.”
Have a regulatory consultant involved at the beginning, even if they
just start out helping a bit here and there, providing input on strategy
and planning.
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