
OCTOBER 2015 | CATARACT & REFRACTIVE SURGERY TODAY  83 

TECHNOLOGY GAP

Historically, the regulatory pathway in the 
European Union (EU), especially for medical 
device technology, has been more straight-
forward and efficient than the process in the 
United States. As a result, many companies 
conduct their first human trials of innova-
tive medical devices, such as IOLs, in Europe. 
European practitioners and patients have con-

sequently had early access to some of the best innovations in 
ophthalmology. 

Many industry experts are now concerned that tightened 
EU regulations for the approval and certification of medical 
devices will hamper innovation in ophthalmology and other 
areas of medicine. It is true that the regulatory environment in 
Europe is changing: the EU Medical Devices Directive is being 
interpreted more strictly, and shepherding new technologies 
through the European regulatory process has become more 
challenging. 

Nevertheless, if the EU is able to maintain a balanced 
approach to regulation, and if medical device companies fully 
understand the current regulatory environment in Europe 
before moving forward with trials, innovation and investment 
should continue to flourish.

PROTECTION FOR PATIENTS AND 
PRACTITIONERS

Although new EU regulations might seem to hinder techno-
logical innovation, there is more to the story. Regulation—an 
important step that companies must take as part of the 
innovation process—has a number of positive effects, the 
foremost of which is protection for patients and practitioners. 
The potential benefits of medical advances must be balanced 
against the introduction of potential risks. Maintaining that 
balance is something both the FDA and European regulatory 
authorities strive to do, albeit with different approaches and 
degrees of efficiency.

On the whole, I believe the regulatory process adds value 
by protecting the public from harm and reducing risk. 
Companies that are committed to innovation must also 
be committed to rigorous testing to ensure the safety and 
efficacy of their products. In this sense, regulation and innova-
tion are not at odds but are two sides of the coin of product 
development. 

The challenge that exists in Europe and other regions is 
maintaining a balanced approach to regulation. Financial 
resources are directed to opportunities that offer a good return 
on investment. When a company identifies a market opportu-
nity and finds a way to fill it—such as by providing a safe and 
effective treatment option for patients and clinicians—then 
that innovation can be appropriately rewarded. 

When regulatory rigor is increased, the time and cost of 
bringing such innovative technology to market also increases. If 
regulations become too onerous, inventors and innovators will 
be dissuaded from pursuing an opportunity that would other-
wise have been pursued.

PROTECTION FOR INNOVATORS AND INVESTORS
Innovators and investors rely on the regulatory process for 

protection, although of a different kind from those discussed 
above. Investors want to know that a competitor must navi-
gate the same rigorous regulatory process that they have 
undertaken and cannot easily enter the market with a similar 
product. That is, regulation helps to level the playing field for 
innovators and investors, because a competitor cannot bring 
a similar product to market without meeting the same regula-
tory requirements as the initial innovator. 

When venture capitalists evaluate an opportunity, we look at 
the time and cost of bringing a new technology to key markets. 
We ask a number of basic questions. What is the opportunity? 
Is it worthwhile? What is the size of the unmet need? Will the 
unmet need be adequately addressed by the new technology? 
Will the opportunity be properly rewarded so that the invest-
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ment of time and capital is worth it? 
(see Four Criteria for Investment.)

If the answer to all these questions is 
yes, then a venture capital firm might 
decide to invest. In doing so, the inves-
tors rely on the regulatory process for 
protection, just as innovators do. We 
want to know that, in funding a new 
technology, a competitor will face the 
same barriers we face. Any competitor 
will have to be similarly rigorous, prop-
erly funded, and skilled in navigating 
the regulatory process and the MDD. 
That gives innovators and investors an 
important level of comfort about mov-
ing forward. 

WHAT CAN COMPANIES DO IN 
2015?

The recent changes in the EU regula-
tory environment are appropriate ones 
in light of recent well-publicized failures in the medical device 
industry.1,2 As investors, we want to make sure that companies 
and clinicians do the right things in bringing technologies to 
market. The European process is becoming more rigorous than 
it was. If the EU regulatory authorities are able to maintain effi-
ciency while increasing rigor, then innovation and investment 
should continue to be available in Europe.  

However, companies must be well informed. They must 
understand the regulatory process before bringing a new medi-
cal device to market. They must plan realistically, in terms of 
time and cost, and then execute the plan professionally—not 
only by developing the technology itself, but by maneuvering 
and navigating the regulatory hurdles. 

Time is money. In the United States in the 1970s and early 
1980s, it took 3 to 4 years to get a product such as an IOL to 
market. Today, it may take 5 to 8 years. As a result, the capital 
required to bring a new IOL to the US market today is two or 
three times what it used to be. Will that happen in Europe? As 
EU regulations are tightened, it may take more time and capital 
to bring innovation to that market. Companies and venture 
capitalists must be cognizant of this.

Then, if and when the new device reaches the market, com-
panies must be skilled and adept at making sure the innovation 
continues to meet the needs and expectations of customers. 
The recent changes in the EU process require more postmarket 
surveillance, and this must be factored into any business plan. 

Finally, both innovators and investors must consider how 
the European regulatory process compares with the process in 
other key markets. Is it more or less rigorous and more or less 
capital and time efficient than in other developed markets such 
as the United States, Japan, or Australia? Right now, I believe 
that the EU regulatory pathway for medical device technolo-
gies in ophthalmology remains better balanced than in many 
other countries, but I will be watching carefully as the next year 
unfolds.  n
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•	 �Because many companies conduct their first human 
trials of innovative medical devices in Europe, European 
practitioners and patients have had early access to 
some of the best innovations in ophthalmology.  

•	 �Maintaining balance between the potential benefits 
and risks of new technology is something both the FDA 
and European regulatory authorities strive to do, albeit 
with different approaches and degrees of efficiency.

•	 �If the EU is able to maintain a balanced approach 
to regulation, and if medical device companies fully 
understand the current regulatory environment in 
Europe before moving forward with trials, innovation 
and investment should continue to flourish.

AT A GLANCE
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The opportunity has to address a sizable, 
unmet need. 

The company must have a strong team 
of skilled, tenacious, candid, truth-
seeking, and resilient individuals. 

The company must have predictable, 
efficient capital requirements or capital 
efficiency. This is where the regulatory 
pathway can derail a project. 

The technology must be truly disruptive. 
If it is another IOL that minimally and 
incrementally improves the current 
situation, that may not be a substantial 
enough advance to warrant investment.  
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Venture capitalists use four primary criteria to evaluate an opportunity. 


