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IN MEMORIAM
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t’s hard to write a commemorative article about legendary
physician/inventor/medical device entrepreneur Thomas J.
Fogarty, MD, who died on December 28, 2025 at age 91,
because in my mind’s eye | see him gruffly chastising us for
taking the time and space to memorialize him, rather than writ-
ing about something he would deem more important, like a new
technology to help physicians and patients, which was his goal.

To that end, in addition to devices such as the groundbreak-
ing Fogarty embolectomy balloon catheter, his innovations
produced companies such as AneuRx (acquired by Medtronic),
Biopsys Medical (acquired by Johnson & Johnson),
CardioThoracic Systems (acquired by Guidant),
Novare Surgical Systems, and General Surgical
Instruments, among others.

On the surface, Fogarty could sometimes be the
embodiment of irascibility, but you didn’t have to
poke too deeply to discover a warm, compassionate
side that he grudgingly acknowledged, along with

a wry sense of humor. And full disclosure, he was a long-time
friend and supporter of our publications and conferences
(including actively backing our efforts to get MedTech Strategist
off the ground in 2014), always giving generously of his time
for interviews, while also never hesitating to let us know when
he thought we screwed up and got something wrong. He spoke
at our conferences—he was particularly fond of returning to
“the motherland,” as he called Ireland, to deliver keynotes at
our Dublin Innovation Summit, although | suspect the whiskey
and camaraderie were the bigger draws.

So in an effort to temper Fogarty’s modest chiding from the
beyond, we decided the best way to recall his noteworthy
contributions would be to include his own words, taken from
interviews, conversations, and talks he gave over the years,
highlighting both his accomplishments and his perspective on
important issues facing the medtech industry. This way he has
no one to blame for the observations but himself.

Fogarty’s interest in medicine not only lasted long, it also
started young, albeit by accident. He would proudly tell the
story of how, in his hometown of Cincinnati, hospitals were
exempt from child labor laws, which meant kids could work
there younger than they could at other jobs. Fogarty started
working in the central supply department of a local hospital in
the eighth grade, making 18 cents an hour.

Curious From the Start

A curious kid, Fogarty was always designing and making things.
His first invention was a centrifugal clutch on a brake for a

scooter. His first medical device invention was a device to
remove emboli. He described it as a precursor to the balloon
catheter that emerged from working as a hospital orderly
cleaning surgical instruments during his high school years,
which led to a promotion to operating room scrub technician.
Handing instruments to surgeons and watching procedures
wherein patients with an ischemic limb would be treated one
day, only to often return several days later for an amputation,
prompted one of Fogarty’s favorite sayings, “There has to be
something better than this.”

Fogarty would say, “I didn’t know enough to figure
out if something would or wouldn’t work, which had
the benefit of not deterring me.”

He worked on developing the balloon catheter throughout

his pre-med and medical school days at the University of
Cincinnati. He continued the work during his internship at the
University of Oregon. He used his love of fly-fishing to help
construct the device. In his dorm room he would cut the little
finger off a surgical glove and tie it to a urethral catheter using
his fly-tying technique to make these new devices. It was at
that university that he met his mentor, Jack Cranley, MD, a
pioneer in vascular surgery, which became Fogarty’s specialty,
forming a friendship that blossomed in the late 1950s and
became life-long.

With this first device and with subsequent inventions, Tom
Fogarty always emphasized that his priority was never to com-
mercialize an innovation, but rather to solve a clinical problem
and thereby help clinicians and patients, the latter of which
remained his lifelong focus. So when the embolectomy cath-
eter failed to achieve widespread physician adoption, Fogarty
said he was disappointed, but not discouraged, largely due to
Cranley’s encouragement, that it would take time for clinicians
to begin using the device, but once they did, widespread adop-
tion would follow, which is exactly what happened. Fogarty
would say, “I didn’t know enough to figure out if something
would or wouldn’t work, which had the benefit of not deter-
ring me.” He often pointed out how this experience prepared
him to challenge the clinical status quo with many of his other
inventions and enabled him to withstand the fundamentally
conservative nature of physicians—particularly surgeons—and
their reluctance to change practice patterns and adopt new

technologies.
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Put a Patent on It

Fogarty also credited Cranley with another piece of advice that he
abided by throughout his career: whatever you develop, patent it,
and, whenever possible, put your name on it. Fogarty did both with
his embolectomy catheter.

While at Oregon, Fogarty met Albert Starr, MD, who devel-

oped the first mechanical heart valve. Starr was then working

with Lowell Edwards, an aeronautical engineer, and the two were
working on developing an artificial heart valve, which led to the
founding of the company that today is Edwards Lifesciences. Starr
was familiar with Fogarty’s balloon catheter, which by then had
been rejected by every major device company, and he encouraged
Edwards to buy the device, which led to the longstanding relation-
ship between Fogarty and the company.

Just don’t make the mistake of calling any

incarnation of Fogarty Engineering an incubator.

That was a term he truly despised.

Tom Fogarty was quite proud of his initial deal with Edwards, which
he largely negotiated himself. He received a 10% royalty, which is
still largely unheard of, solely because that was the amount that
Lowell Edwards received on the Starr valve. “If it was good enough
for him, it was good enough for me,” Fogarty would say.

During the mid-to-late 1960s, Fogarty focused on developing a
series of surgical clips and clamps, along with a dilatation catheter,
while maintaining a consulting relationship with Edwards that
gave the company a six-month option on his ideas. One of those
concepts gave rise to the first tissue valve, the Hancock valve. But
Edwards passed on the idea and Warren Hancock, a strong propo-
nent of the project who was then head of sales and marketing at
the company, teamed with Fogarty to develop the device at what
became Hancock Labs.

Another technology that emerged from Fogarty’s time consulting
with Edwards was the original bubble oxygenator. The competi-
tion at the time was between bubble and membrane oxygenators.
Lowell Edwards favored membrane and Jim Bentley, then president
and CEO of Edwards, preferred Fogarty’s bubble approach and
launched Bentley Labs to develop that technology. Bentley offered
Edwards equity in the new company, which it declined, preferring
to license the bubble oxygenator for $75,000 over five years.
Eventually, both Edwards and Bentley came back together under
the umbrella of American Hospital Supply where they formed the
foundation of American’s cardiovascular business. Fogarty took
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great pride in noting that, seven years after the original $75,000
Bentley deal, the company was acquired for around $600 million,
which was among the largest device deals at the time.

They Weren’t All Hits

Tom Fogarty never shied away from acknowledging that not all of
his innovations were winners for a variety of reasons, sometimes
technical or clinical challenges, and sometimes basic misman-
agement. “Failure is a preamble to success,” he would often say.
The most notable example of mismanagement, in his view, was
Edwards’ failure to capitalize on the potential blockbuster oppor-
tunity then emerging in interventional cardiology. He often chided
Edwards for passing on this burgeoning market, noting that they
had the know-how to make the necessary balloons and catheters,
but lacked the management focus to develop expertise in this
emerging market.

Another area of criticism that Fogarty often levelled
at product companies was their inability to accurately
understand what physicians needed and would adopt
when it came to new technology. He would often say
that part of the problem was that companies would ask
surgeons what they wanted, instead of observing what
they needed. Fogarty summarized it this way: “You've
got to learn the difference between what surgeons say they
want, what they will pay for, and what they will actually use.” This
cautionary advice also encompasses important areas that Fogarty
increasingly embraced during the course of his career: the impor-
tance of regulatory and reimbursement expertise to the ultimate
success or failure of any medical device, a focus that included him

working closely with FDA.

An Innovator on All Fronts

Tom Fogarty was not just a clinical and technical innovator. He
broke new ground in terms of highlighting the need for physicians
to get involved with developing and helping to commercialize new
technologies, the latter of which was deemed unseemly to many
clinicians at the time.

Fogarty also challenged the status quo in terms of the relation-
ship between academic medical centers and physicians looking to
design and develop new devices. He was not shy about sharing his
differences with Stanford, where he went for his fellowship after
leaving Oregon and the National Institutes of Health. He took
great pride in explaining how, upon arriving at Stanford, he was
asked to sign a form assigning IP rights to the school for any tech-
nologies he developed while at the university. Fogarty’s response
was, “Your choice is for me to sign it and leave, or not sign it and
stay.” He always proudly concluded the story by noting that
Stanford never made him sign the waiver. Nevertheless, Fogarty
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repeatedly found himself—not surprisingly—at odds with the
university’s approach to innovation and entrepreneurship.

As a result, Fogarty left Stanford and built a relationship with
nearby El Camino Hospital in Mountain View, CA. It is there that
Fogarty Engineering, which started out as a small office and work-
shop, evolved into the Fogarty Institute for Innovation, headed

by Andrew Cleeland, and housed in a newly renovated expansive
space on the grounds of El Camino. At the institute,

numerous start-ups are located, complete with modern

lab and office facilities. These companies spend their

early years at Fogarty Innovation before moving on to

become full-fledged independent entities.

Just don’t make the mistake of calling any incarnation

of Fogarty Engineering an incubator. That was a term

he truly despised. Fogarty was fond of saying that an

incubator was an entity within which you placed an egg

and, in several days, something hatched. He was ada-

mant in pointing out that you can’t schedule innovation, which is
what an incubator implies. At his organization, it was more a situ-
ation where there were several projects swirling around at any one
time, as he would say, with some percolating quickly and others
not moving forward. In his view, “If you want to call us something,
call us a percolator.”

Whatever you call his organization, there can be no doubt about
its focus always being on the patient. Not one given to sentimen-
tality, Fogarty let down his guard to say, “It’s hard to describe
the feeling when you solve a problem that has an impact on a
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patient’s life. It’s really exhilarating. And when you realize that
the device will be used not just by you, but by many other physi-
cians it’s even more rewarding.” He went on, “Money can’t give
you the satisfaction you get when you realize that the procedure
that saved a patient could never have happened if you hadn’t
developed that technique or device. It’s really like winning the

|”

Super Bow

“Money can’t give you the satisfaction you get
when you realize that the procedure that saved a
patient could never have happened if you hadn’t
developed that technique or device. It’s really like

winning the Super Bowl.”

While medicine and device technology were mainstays for
Fogarty, his story would not be complete without a word about
winemaking (since we already mentioned fly-fishing), a love he
acquired later in life. In 1981, he launched Thomas Fogarty Winery
and Vineyard in the Santa Cruz Mountains and since its begin-
ning he enjoyed every opportunity to spend time there, nurturing
a passion that rivaled his commitment to medicine. But device
innovation was always his first love. “I'm still much more excited
about medtech,” he once said. “Winemaking is like witchcraft to
me.” Apparently, then, that makes Tom Fogarty a medical device
wizard, who will long be remembered. s
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