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F E AT U R E  A R T I C L E

>>Stephen Levin

Those extended regulatory timelines 
touched all aspects of the device 
development process up to and including 
commercial approval, with one of the most 
critical being the ability to conduct early 
feasibility studies (EFS) in the US. These 
trials are a critical component in providing 
patients with early access to innovative 
devices and therapies. FDA oversees the 
investigational device exemption (IDE) 
process required for a product to be the 
subject of a clinical trial, but, in fairness 
to the agency, it is one of a number of 
players involved in early feasibility studies. 
Trial sponsors must also gain the approval 
of hospital institutional review boards 
(IRBs), deal with the accompanying 
institutional contracting and budgeting 
process, and recruit clinical investigators, 
all of which are subject to their own 
delays and obstacles, separate and apart 
from regulatory impediments. 

The combined effect of these obstacles 
was to essentially drive early feasibility 

O

The initial findings from an MDIC working group 
indicate that FDA’s efforts to promote early feasibility 
studies appear to be working to increase both the 
number and efficiency of these trials in the US, 
demonstrating that, at least on occasion, regulators 
can be ahead of industry. Now the burden is on device 
companies to follow suit.

ne of the chief areas of frustration for the medtech industry with the FDA 
in the early 2000s was the extended review times required for regulators 
to approve innovative devices compared with those in other countries, 
particularly the CE mark process in Europe. As a result, US patients were 

not getting access to new technologies until several years after these products were 
available to the rest of the world. Perhaps the most notable example was transcatheter 
aortic valve replacement (TAVR) devices, the biggest blockbuster medtech breakthrough 
of this century. While the technology was commercialized by a pair of US-based 
companies, Medtronic plc (discounting its Irish corporate registration) and Edwards 
Lifesciences Corp., which remain the market leaders, the US was the 48th country in 
the world to approve the use of TAVR products, preceded directly by Albania. 

Can Industry Keep Up?

FDA LEADS REVIVAL OF US 
EARLY FEASIBILITY STUDIES; 
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studies—many of which had historically been conducted in 
the US—offshore. Indeed, according to the annual survey 
conducted by the Dartmouth Device Development (3D) 
symposium, by 2014, the US had fallen from its previous 
favored position to 10th globally among industry executives and 
clinicians as their preferred EFS locality (see Figure 1). 

However, the climate for early feasibility studies in the US has 
changed dramatically over the last few years as Figure 1 
indicates, with the US rising to the second most preferred 
country in 2018. Much of the credit for that improvement is due 
to FDA, which recognized the existence of this problem and 
came up with a solution to address the situation, working in 
concert with industry and organizations like the Medical Device 
Innovation Consortium (MDIC), which created a public/private 
EFS working group. Rick Geoffrion, an experienced medtech 
exec, MDIC board member, and current CEO of Cyrano 
Therapeutics, notes that “it wasn’t that long ago that the US 
was seen as a relatively poor place to conduct early clinical 
medtech research, but there has been an absolute sea change 
in perception on this issue recently in a very short period of 
time.” Geoffrion is quick to credit the FDA for identifying the 
problem and launching its recent EFS program to address the 
situation. 

FDA Drives EFS Growth

As the overall regulatory climate for devices has improved at 
the FDA over the past decade, largely due to the leadership of 
Jeffrey Shuren, MD, at the Center for Devices and Radiological 
Health (CDRH), an important part of that progress has been 

bringing early feasibility studies back to the US. The FDA kicked 
off this effort when it published an EFS guidance document 
in 2013, creating a process through which manufacturers 
could work with regulators and clinicians to provide early 
clinical evaluation of innovative technology with the goal of 
providing US patients with quicker access to these devices. 
Among the leading advocates for this program is long-time 
industry executive Robert “Chip” Hance, who then was an 
entrepreneur-in-residence at FDA, having previously been 
president of Abbott Vascular and then CEO of Creganna 
Medical. “We really worked at that time to try to push for the 
creation of the early feasibility study program in order to bring 
clinical research back to the US so that patients would have 
access to emerging therapies,” he says. 

Rick Geoffrion echoes Hance’s views on the need for such a 
program. Geoffrion points out that the “EFS program allows 
a medtech company to conduct clinical research in the 
US with a device whose design isn’t technically frozen for 
commercialization.” Before the FDA launched EFS, generally 
a device company would run through various iterations 
of its product by conducting early clinical trials outside of 
the US and then come to the FDA with that body of clinical 
research based on a design that was set in place for eventual 
commercialization. The new program enables companies to 
continue to iterate their devices based on experience with 
small numbers of patients. “You also have the opportunity to 
extend the number of patients based on your initial success and 
safety, creating a body of clinical research that can be used to 
educate the FDA and provide regulators with the information 
they need to determine the requirements for your pivotal study, 
instead of doing a series of trials in Europe or elsewhere outside 

F E AT U R E  A R T I C L E

2014 2015 2016 2018

1 Australia Australia Australia Australia

2 New Zealand New Zealand New Zealand United States

3 Central America Canada Canada Central America

4 Germany Netherlands Netherlands New Zealand

5 Denmark Germany Denmark Canada

6 Netherlands United States United States Germany

7 Canada Central America Central America Brazil

8 Brazil Denmark Germany Netherlands

9 United Kingdom United Kingdom Brazil France

10 United States Brazil United Kingdom United Kingdom

Figure 1
Survey-Based Rankings of Preferred EFS Locations

Source: 3D Dartmouth Device Development Symposium
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the US that the FDA would not be as familiar with,” he adds. 
“With EFS, the FDA has the opportunity to learn alongside 
the company in the US as the study data is being collected. 
That way the FDA is developing a better knowledge of the 
technology, which creates a much more efficient pathway for 
everyone involved.”

Chip Hance’s passion for promoting EFS was borne out of his 
frustration built up over years in the industry watching patients 
being denied timely access to new technologies. “Being able 
to have clinical experience with an innovative device early in 
the development process is critical for advancing the medical 
device industry,” Hance explains. However, in his experience, 
that often was not the case. “What typically happened was a 
device was ready for its early testing with patients, but you got 
through the FDA approval process and had the device ready 
to go only to find out there was a long process before you 
could actually get the product in the hands of clinicians who 
could use it to treat patients,” he points out. This resulted in what 
Hance calls “a lot of time wasted going through administrative 
processes that had nothing to do with safety, innovation or the 
clinical outcomes” of a new device.

After leaving FDA, Hance moved to Regatta Medical, a 
medtech private equity firm, but maintained his interest in early 
feasibility studies. To keep the EFS process moving forward, 
Hance joined forces with the MDIC and was tapped to head 
an MDIC working group focused on EFS. “What we’re trying 
to do in this working group is to improve the overall efficiency 

of early feasibility studies so that new therapies have a chance 
to get to patients more quickly,” he adds. In keeping with 
the public/private mission of MDIC, the EFS working group 
includes regulatory officials Andrew Farb, MD (chief medical 
officer, Office of Cardiovascular Devices at CDRH), and 
Tamara Syrek Jensen (director, Coverage and Analysis Group 
at the Center for Medicare and Medicaid Services [CMS]), 
along with clinicians and industry, represented by David R. 
Holmes, Jr., MD (Mayo Clinic College of Medicine), and Mark 
Carlson, MD (chief medical officer, Abbott). 

Initial Data Shows  
FDA Ahead of Industry

From its inception, the mission of the MDIC EFS working group 
extended beyond simply promoting this new FDA program. 
The group set out to use its unique position as a public/private 
partnership to develop a template that would cover all elements 
of the early feasibility study process with the goal of designing 
a system to work more efficiently for all of the groups involved: 
industry, regulators, clinicians and, most importantly, patients. 
Under the direction of Liliana Rincon-Gonzalez, PhD, MDIC’s 
program director for clinical science, the working group first 
laid out a blueprint for EFS success in 2015, followed by 
baseline performance metrics two years later. The goal was to 
launch a pilot program based on the tools and processes that 
MDIC identified in 2018.

F E AT U R E  A R T I C L E

Figure 2
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As a basis for measuring progress, the pilot program used a 
baseline set of metrics that MDIC created from 2014-17 using 
13 EFS trials (nine cardiovascular) at 48 US sites. The goal 
is to track and report metrics in the course of developing a 
national EFS learning system. This includes testing the utility and 
effectiveness of EFS-specific tools and methods. The ultimate 
goal is to create a future network of high performing EFS 
sites. As a basis for comparison, the program then collected 
confidential data from EFS-participating sponsors in 2018-
19. This data came from nine EFS trials, all of which involved 
cardiovascular technologies and six of which were first-in-
human, at 60 sites from 40 different institutions. Six of the trials 
were Category A (experimental) and three were Category 
B (non-experimental), and six of the nine trials received FDA 
approval. All of the studies applied for Medicare coverage. 
(The prospect of Medicare coverage is, of course, a significant 
benefit for prospective early feasibility studies. However, to 
date, the MDIC experience appears to be an outlier wherein 
all of the trials applied for CMS coverage. In the real-world 
experience, Andrew Farb of CDRH reported that, while the 
agency had received 419 applications for early feasibility 
studies since the program was created, Tamara Syrek Jensen of 
CMS noted that only 47 had applied for Medicare coverage.)

The working group released its initial data from the EFS pilot 
program last September in Washington, DC at MDIC’s 2019 
Annual Public Forum, comparing the baseline metrics (2014-17) 
with those used in the 2018-19 studies, which were also able, 
but not required, to use the MDIC’s suggested guidelines, e.g., 
standard contracts and templates, with a goal of improving the 
overall efficiency of the process (see Figure 2). The working 
group analysis divided the early feasibility study process 
into three stages: IDE approval, IRB and contract approval 
(combined), and first subject enrollment. The target goal was 
for each objective to be accomplished within 60 days (“60, 
60/60, and 60”). 

Surprisingly to many reviewing the data, the governmental 
metric of IDE approval and the institutional/hospital standard 
of IRB approval both decreased, while the metric most closely 
tied to industry, contracting time, increased. Average time to 
IDE approval decreased from 68 to 53 days, bringing it below 
the 60-day target, indicating that CDRH is doing a good job 
in improving its turnaround time on IDE applications. Indeed, 
the median time for IDE approval in the 2018-19 group was 32 
days (up slightly from 30 in 2014-17), but the minimum was 13 
days, compared with 25 days from the earlier trials, and the 
maximum was reduced to 148 days, down from 238. CDRH’s 
Andrew Farb noted that, in the six years since the FDA initiated 
the EFS program, 75% of IDE applications are approved within 
the first two 30-day approval cycles, even as the number of 
early studies has doubled over the last couple of years.

Similarly, time to IRB approval fell below the 60-day target, 
dropping from 72 to 51. The median declined from 56 to 38 

days, with a minimum of three days in 2018-19, compared 
with five in 2014-17. Curiously, the maximum period appeared 
to be an outlier, increasing to 372 days in the recent 
group, compared with 246 in the baseline sector. Also, not 
surprisingly, most sites prefer to use a local IRB for sponsored 
early feasibility studies given their likely familiarity, as opposed 
to a central IRB.

Subject enrollment time has also decreased significantly, 
although not far enough to hit the 60-day target. It took an 
average of 187 days to enroll the first patients in 2014-17, while 
in 2018-19 that dropped to 88 days.

By contrast, not only has the contract approval time in the most 
recent pilot group failed to meet the 60-day target, but the time 
actually took longer, increasing to 164 days in 2018-19, as 
opposed to 133 days in 2014-17. Comparable increases were 
seen in the median (149 days in 2018-19 vs. 120 days in 2014-
17); minimum (35 vs. 24); and maximum times (469 vs. 329). 
Similarly, budget approval is also taking too long—an average 
of 113 days. 

Good Timing Globally

Of course, the caveat with all of these metrics is that they 
are based on a small data set. And based on the sites’ 
own responses, awareness of the MDIC EFS tools is good, 
but usage remains low. However, this information is still 

F E AT U R E  A R T I C L E

“THIS INFORMATION PROVIDES A 

SIGNIFICANT ADVANCE BECAUSE 

PREVIOUSLY, EVERYONE WOULD 

BE INCLINED TO SAY THAT THEIR 

PROCESS AND THEIR IRBS WERE 

PERFECT. NOW THEY KNOW WHERE 

THEY STAND.”

—David Holmes, MD, Mayo Clinic

Subscriptions, advertising, reprints, web posting, and distribution licenses are available. 
Contact Bridget Kelly-Stoll:  888-202-5939 | b.stoll@medtechstrategist.com

mailto:b.stoll%40medtechstrategist.com?subject=


S E C T I O N  N A M E

26       www.MyStrategist.com/market-pathways                                                                               Published by MedTech Strategist  

noteworthy in that it represents the first detailed look into the 
progress (or lack thereof) being made in the new EFS program 
and identifies where the key challenges remain. The data 
are consistent with responses that the MDIC working group 
received from the study sites, which ranked budgeting and 
contracting as the factors most likely to delay the initiation of 
an EFS. Next in line was private payor coverage for IDEs; as 
noted previously, only a small percentage of IDE applicants 
also apply for Medicare coverage and anecdotal information 
indicates that CMS is more likely to cover an early feasibility 
study than will a private payor. 

Perhaps the greatest value of this data is that it provides a 
baseline reality check or report card, so to speak. As Mayo 
Clinic’s David Holmes noted at the forum, “This information 
provides a significant advance because previously, everyone 
would be inclined to say that their process and their IRBs were 
perfect. Now they know where they stand.” He added that 
these metrics also help identify where the speed bumps are in 
the EFS process, and they may be different for different players, 
e.g., small companies vs. large strategics, large academic 
medical centers vs. community hospitals, etc. 

Industry is not the only source of road bumps within the early 
feasibility study program. While FDA has made significant 
progress, Andy Farb pointed to several areas within the agency 
where problems still exist. Most notably, he cited inconsistencies 
in implementation across different CDRH divisions, specifically 
mentioning dependability, sterility and the use of animal study 

data. Many of these issues relate to “the application of the 
concept of just-in-time testing; in other words, the right testing 
at the right time to allow these programs to go forward without 
spending a lot of time or resources testing at an early stage, 
which may not be useful with devices in early patients,” he 
explains, noting that those remain works in progress. 

Aaron Kaplan, MD, professor of cardiovascular medicine 
at Dartmouth, who directs the 3D Symposium and is also 
an MDIC-EFS executive committee member and a medtech 
entrepreneur (chairman and chief medical officer of Conformal 
Medical, which is developing a left atrial appendage closure 
implant), he believes that while EFS is important for most if 
not all of the key stakeholders in the medtech ecosystem, it is 
particularly critical for start-up companies. “Having your first 
clinical users embedded in your development team where they 
work closely with a company’s engineers has huge value for 
emerging companies,” he points out. “That is much different 
than having your early clinical users overseas, where as good 
as those operators are, you can’t duplicate the proximity of 
having these people nearby. It speeds up the learning process 
and makes for a much more efficient design and development 
timeline.” Kaplan also shares Rick Geoffrion’s observation that 
having medtech companies work more closely with the FDA 
keeps the regulators better informed and educated on new 
technologies, which will only make the regulatory process 
faster and more efficient.

Rick Geoffrion goes so far as to call the EFS program “the 
single most important new regulatory process to emerge in the 
last 20 years to facilitate the development of early stage Class 
III devices.” Geoffrion also points out that with the regulatory 
changes currently taking place in Europe under the new, more 
restrictive Medical Device Regulation (MDR) due to take effect 
in May of this year, the timing for the FDA’s recent EFS program, 
while not intentional, could not be better. Under the previous 
European device regulatory regimen, it was relatively easy for 
US companies to go to Europe to conduct early stage clinical 
research and collect credible data that the clinical community 
would accept. Now the European medtech ecosystem has 
gotten much more challenging. “If you are a start-up company 
with a Class III device and if there was no EFS program, where 
would you go right now for your early clinical research?” 
Geoffrion asks. “If not for the positive changes in the US, if 
there was no good place to go to collect credible data that 
your investors are going to believe in, that the global clinical 
community is going to believe in, you really become at risk of 
failing as a company.” And that risk doesn’t exist just for small 
companies because large strategics rely on venture-backed 
start-ups to fill their product pipelines with innovative new 
technologies. In his view, “Fortunately, while the changes in 
Europe have really shut down that region to early stage clinical 
research, at the same time, the FDA EFS program has opened 
things up in the US.”  
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