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A Message from Andrew Cleeland

Dear Friends of Fogarty Innovation,

Welcome to our 2023 Annual Report! | am pleased to convey that Fogarty Innovation is thriving,
with strong growth in our programs, reach and influence. These accomplishments are particularly
notable against the backdrop of one of the toughest years on record for medtech startups. Venture
funding - the lifeblood needed to prove the clinical and economic value of novel technologies -
remained scarce due to a paucity of exits, high interest rates, vulnerable supply chains and the
capital-intensive requirements of investing in our sector.

However, what innovators do best is find a way forward, and our current and alumni Fogarty
companies-in-development accomplished this all year long. | am proud of our resident
entrepreneurs and startups, all of whom closed the year still on course and making significant
headway.

As an organization, Fogarty Innovation also made meaningful progress in 2023. You can read
highlights of our accomplishments across our three pillars - education, incubation, and alliances, in
the pages of this report.

Our programs elicited a host of important learnings during the year. As a guest of one of our
educational offerings, Sam Conaway shared his conviction that “when you put your best foot
forward, you stand out and get noticed.” He backed this with the story of his rise from a job in a
hospital laundry room to the president of U.S. Cardiology Sales for Boston Scientific. Sam’s laser
focus on doing the best job possible — whatever the task at hand - is a model for all of us, as are his
ongoing efforts to eliminate treatment disparities in underserved populations.

We also learned about the core principles of leadership from Carolyn Dewar, who was our special
guest in a half-day educational workshop on the subject. She defined leadership mindsets and
challenged us to be bold and have the courage to question assumptions, be authentic by ensuring
alignment between our internal and external selves, and be humble but self-confident.

Leadership is a complex undertaking in the best of times. It is exponentially harder when the
environment is adverse. Educational programs that hone soft skills like this are a vital part of our
work to not only help young companies advance their ideas towards patient care, but to train
entrepreneurs fo be the medtech leaders of the future.

There were other memorable moments in 2023 as well. Casey McGlynn, who played a
foundational role in building the medtech industry in Silicon Valley, announced his retirement from
Wilson, Sonsini, Goodrich & Rosati. While the industry will miss him, we are fortunate fo have him on
our board of directors where we will continue to benefit from his knowledge and generosity.

Another momentous occasion was Fogarty board chairman Dr. Thomas Krummel'’s receipt of the
American College of Surgeons Jacobson Innovation Award, which honored his work pioneering
advancements in newborn life support, surgical education, and innovation training.

Among his many accomplishments, Tom is also the founder of the annual Thomas J. Fogarty MD
Lecture: Focus on Innovation, which celebrated its 25th anniversary this year. One of the featured
speakers, Carla Pugh, MD, opened the event with this tribute to Dr. Fogarty: “His constant challenge,
‘there must be a better way, has become a rallying call for medtech innovators everywhere.”

However, as was particularly clear this year, health technology innovation is hard. Tom
acknowledged this during the lecture, drawing a parallel with space exploration and sharing this
quote from John F. Kennedy: “We choose fo go to the moon and do other things not because they
are easy, but because they are hard, because the goal will serve to organize and measure the best
of our energies and skills, and because the challenge is one we are willing to accept”

Moreover, as Dr. Fogarty likes to point out, inventing that better way is just the first step. The true
goal is implementing those ideas so that they are accepted by others and bring real benefit to
patients. What we strive to do every day at Fogarty Innovation is leverage all our domain and
functional experience - our successes, failures, lessons learned, and experts encountered along the
way - fo help innovators meet that challenge. In this way, we ensure that Dr. Fogarty’s legacy and
spirit of entrepreneurship and mentorship live on.

But we can’t do it alone. Our nonprofit status is critical to our ability to work with all stakeholders
within our ecosystem. To continue our mission and make our programming and supportive services
a permanent part of the medtech landscape, we need philanthropic support from our community.
We hope you will consider joining us on this journey. Together, we can make an even bigger
difference in 2024.

Cheers,

Andrew Cleeland
Chief Executive Officer, Fogarty Innovation




Fogarty Innovation’s mission - to accelerate the invention,
development and deployment of new technologies info
clinical care - starts with education. The journey from
ideation to commmercialization is complex, and as CEO
Andrew Cleeland likes to say, “Real world experience
matters. To be effective, it helps to have lived it”

With this in mind, we leverage the deep experience

of our senior staff, a bench of more than 300 industry
experts, and our extended network fo produce practical
educational programs that help medtech stakeholders
build expertise and work together more effectively.
Additionally, our nonprofit status enables us to deliver
bespoke educational programs fo innovation partners
across the ecosystem, from early-stage entrepreneurs fo
professional medical societies and government agencies.

“Real world experience
matters. To be effective, it
helps to have lived it

Following are some 2023 updates and accomplishments
within this core pillar.

Innovator Education

After pivoting to a reduced, online-only platform during
COVID, we have been working to rebuild our in-person
educational curriculum for the innovation community. This
program came into its own in 2023 with the delivery of

22 Lunch & Learns (a short-format, 90-minute event with
one or two speakers and a casual lunch), three half-day
workshops (a deeper, multi-panel dive info more complex
subjects followed by a reception), and several internal
roundtable discussions on trending topics.

Lunch & Learn programs are designed fo increase
proficiency on a single subject, from business
fundamentals to topical issues. Top programs in 2023
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explored cybersecurity, compelling storytelling, the future
of healthcare, principled decision-making, strategic
business negotiations and team building. The half-day
workshops, which are designed around core topics

that all participants in the ecosystem would benefit

from understanding at a deeper level, focused on
commercialization, leadership and intellectual property.

Our goals for the program included selecting timely,
relevant topics, infroducing a broad range of expert
speakers, and curating a forum that encourages the
interdisciplinary connections that are fundamental to
successful healthcare innovation. A year-end survey
reflected our success in meeting these goals, with most
respondents characterizing the events as valuable

for multiple reasons, including receiving actionable
information, learning about a field of interest, and being
part of the Fogarty community.

While Lunch & Learns and workshops are open to anyone
in the medtech ecosystem, we also host more intimate,
roundtable programs for our internal teams and alumni.
In 2023, we organized four clinical/regulatory roundtable
discussions and then on request, expanded the subject
focus to include quality systems.

These smaller gatherings give participants the
opportunity to ask in-depth questions based on their
specific needs. Speakers are offen drawn from our
companies-in-development, a format that strengthens
the peer-to-peer interaction that is an essential element
of our living laboratory model. Based on the popularity
of these gatherings, we have added a second series of
roundtables focused on intellectual property.

FDA Education Program

During 2023, we continued to work with FDA on programs
that help regulators and the medtech innovation
community interact more effectively by fostering
collaboration and increasing mutual understanding.

We hosted three groups of FDA Fellows, who spent an
infensive week embedded with startups at Fogarty, and
produced four 90-minute webinars for FDA Center

for Devices and Radiological Health (CDRH) staff that
provide deeper understanding of core topics in early-
stage medtech development. Approximately 250-300 of
the CDRH staff, (nearly one-quarter of the total), attended
each webinar and accompanying office hours.

Following the final webinar of the year, Doug Kelly, Deputy
Center Director, CDRH, shared this review: ‘I do not give
false praise, so understand what | am saying. That was
one of the best medtech presentations | have ever heard.
Easy to understand, and that is a fough feat for such a
complex subject”

“I'do not give false praise, so
understand what | am saying.
That was one of the best
medtech presentations | have
ever heard.”

We also piloted a senior manager immersion program
with the goal of helping FDA leaders better understand
the early-stage medtech ecosystem. We hope to expand
this offering in the future.

TCT MedTech Innovation Forum

For the second year, Fogarty Innovation partnered

with the Cardiovascular Research Foundation (CRF) to
produce a MedTech Innovation Forum on the first day
of TCT, CRF’s annual scientific symposium. The program
expands the event’s traditional, physician-oriented focus
by bringing together clinicians, entrepreneurs, industry,
and government stakeholders to share their perspectives
and explore the forces shaping the future of innovation.

After the first year’s Forum drew a standing-room-only
crowd, Fogarty and CRF expanded the event capacity
and increased the program to three full educationall

tracks as follows:

» Global Market Dynamics: An exploration of the frends
shaping the future of medtech innovation, capped
with a roundtable on pain points, challenges, and
opportunities.

» Hot Topics in Medtech Innovation: Scientific evidence
and insights around current issues in structural heart
disease.

> FDA University: Organized by the FDA, this track
provided first-tfime entrepreneurs with insights info
regulatory policy and guidance. .

With over 2200 registrants, 15 educational sessions,
and an engaged and inspired audience, the 2023
TCT MedTech Innovation Forum in San Francisco was
a resounding success. We are planning now for TCT
MedTech 2024 in Washington DC.

Lefteroff Internship

Fogarty's educational charter includes teaching the

next generation of innovators, and our annual Lefteroff
Internship is one of our favorite ways to meet that goal.
The program gives students a comprehensive introduction
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to health technology innovation through hands-on work
with a resident startup or internal program, in-person
observation of procedures at El Camino Health, field
trips fo medtech companies, and lectures on industry
fundamentals and career perspectives. This year we
hosted our tenth cohort of 15 students from universities
across the country, from Boston College to UC Merced.

Not only does everyone at Fogarty enjoy the energy
and enthusiasm the students bring, but the participants
report that its impact lasts well beyond the summer. As
one example, we recently heard from 2022 Lefteroff



alum Sam Mallahan, who wrote to our CMO Dr. Zach
Edmonds to share the following career update:

“As | was reflecting on what | want out of my life and what
| value, | frequently went back to the conversations we
had during the Lefteroff Internship. Even though it's been
awhile, the advice and insight you provided stuck with me
and helped me make this big life decision. | decided to
apply to med school in the next cycle!

“Even though it's been awhile,
the advice and insight you
provided stuck with me and
helped me make this big life
decision.”

Diversity by Doing HealthTech (DxD)

, the industry diversity initiative we support in
partnership with Stanford Biodesign, continues to thrive
under the leadership of executive director Ingrid Ellerbe
and program manager Claudine Joseph. From its roofs
as an industry survey and summit focused on gender,
DxD has grown info a mulfifaceted program working
across the talent pipeline fo improve the representation of
racially and culturally diverse and other underrepresented
groups in medtech.

The newest addition fo DxD’s programming, Pathways
in Health Technology, debuted in 2023. Pathways
infroduces community college STEM students who are
underrepresented in the field to career opportunities

in health technology. Held over eight weekends, the
program combines project-based work, career panels
that showcase the range of employment opportunities in
the industry, and confidence-building mindset training.
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Five local medtech companies joined the program to
infroduce students to their products, the clinical need they
address, and the process of bringing a new technology
to market. With a cohort of only 26, Pathways provided
abundant opportunities for both learning and personal
connections, a powerful combination that has already led
to new achievements and opportunities.

In addition to Pathways, DxD’s current program list
includes a Healthtech Exploration Workshop for college
students inferning at medtech companies; Speed
Mentoring, which introduces early- to mid-career women
and underrepresented minorities in health technology

to mentoring as a way to help them succeed in the
workplace; and Building a Business of Purpose, a seminar
series that helps leaders operationalize diversity.

Fogarty Innovation continues to support and play an
active role in all these programs, as well as partnering
with the DxD leadership in alliance and relationship
building. As of December 2023, DxD had reached:
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STUDENTS MENTEES MENTORS PARTICIPATING
COMPANIES

Fogarty Innovation provides a range of incubation and
acceleration programs designed to meet the needs of
enfrepreneurs atf various stages of their journey. While the
programs differ in focus and length, all are characterized
by the deep involvement of our staff, who draw on their
450 years of experience working in 80+ companies to
help innovators and entrepreneurs advance their ideas
towards patient care.

The primary vehicle for this involvement is

, @ model in which Fogarty staff work daily
with companies in development as part of their
enfrepreneurial feams. As chief innovation officer Mike
Regan explains, “Full contact coaching is basically putting
yourself in the shoes of the person taking this innovation
journey. I's a kind of family approach to saying, ‘How can
we help this person bring their product or idea forward?”

“Full contact coaching ...is a
kind of family approach to
saying, ‘How can we help this
person bring their product or
idea forward?’”

Following are brief descriptions of our incubation
and acceleration programs and some highlight
accomplishments in 2023:

Invention Acceleration Program (IAP)

Our earliest stage offering, the I1AP is a six-month
program that helps physicians, academic researchers,
and other first-fime innovators understand the fechnical
and business advances they need to accomplish in order
to successfully tfranslate their ideas into commercially
viable and fundable medical innovations. In partnership
with Stanford University/Stanford Biodesign, six projects
rotated through the program in 2023:

> PedOSA, a pediatric home sleep apnea test kit
> Diatiro, an organ preservation device

» Sonalgesia, a new approach to pain management
based on focused ultrasound

> Selera, a therapeutic option for heart failure patients
who have exhausted medication treatment options

» Magstone, a new approach fo kidney stone retrieval

> Millispinner, a thrombectomy device for stroke
tfreatment

Each project tfeam made meaningful progress during
their time with us. After completing the IAP, Diatiro

was awarded a $TM Stanford Catalyst grant to aid
translation, Sonalgesia was awarded a $2.5M R18

grant, and Selera went on to join our Company
Accelerator Program (CAP). The two most recent projects,
Millispinner and Magstone, will graduate in early 2024.
Since the inception of the IAP, we have worked on 15
projects, 12 in partnership with Stanford.

Company Accelerator Program (CAP)

The CAP is a six-month program that leverages the
expertise and connections of the Fogarty staff to help
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early-stage companies achieve a specific objective
within their broader business plan, such as honing a go-
to-market strategy, or validating technical and clinical
feasibility.

During 2023, we hosted six companies in this program:
Auricle, a reversible solution for severe high-frequency
hearing loss; BioxyTech Retina, early detection of diabetic
refinopathy; Earflo, a noninvasive treatment for ofitis
media with effusion in children; Immergo Labs, a virtual
reality telehealth platform for physical rehabilitation,
Xtract Medical, which seeks to improve clot removal
techniques and outcomes for stroke patients, and Selera.

BioxyTech Reting, EarFlo, and Xfract graduated during the
year. All three are accelerating towards their goals, with
EarFlo achieving recent recognition for its ability fo meet
a dramatic need for non-surgical solutions fo OEM in its
native Australia. As alumni of our programs, the teams
continue fo receive ad-hoc mentoring and support as
well as invitations to all educational programs.

We have several exciting new companies coming in
early 2024, including Melio, which uses state-of-the-art
DNA melting tfechnology and advanced Al to rapidly
identify bloodstream pathogens, and Novocuff, which is
developing a solution to help prevent preterm birth.

Companies-in-Residence (CIR)

The CIR program is our longest and most comprehensive,
typically involving stays of two-fo-three years. Our current
crop of CIR’s proved creative, resilient and determined

in 2023, continuing tfo reach milestones even in tfoday's
challenging financial climate. Select accomplishments in
2023 include:

» Boomerang Medical, which is developing a
bioelectric neuromodulation technology for the
treatment of inflammatory bowel disease, earned
FDA Breakthrough Device Designation early in 2023.
The company went on to complete its pilot study
clinical trial enrollment in record time, enrolling 40
patients with a waitlist of 170.

> Eclipse Regenesis, which is developing a resforative
therapy for pediatric and adult patients with short
bowel syndrome, treated its first two patients in its
pilot study and successfully achieved all primary and
secondary endpoints.
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> Enspectra Health - Enspectra wrapped the year by
achieving a huge milestone: FDA clearance of the
VIO system, its noninvasive imaging technology for
evaluating skin health. The clearance was received on
December 22 and was the first significant approval of
an imaging technology by the FDA in decades.

> G-Tech, which is developing a gastrointestinal tract
monitor, advanced its preparations for a launch in
the gastroparesis market segment, while confinuing
to raise awareness through multiple society
presentations, and developing ifs reimbursement
strategy.

» iDENTICAL, which is working fo revolutionize implant
dentistry with its drill-free tooth implant solution,
commenced its pivotal IDE clinical study after having
completed a 13-patient feasibility study in Brazil.

» Materna Medical - This novel OB/GYN platform
company received OTC clearance for its pelvic floor
dilator, Milli, and launched it commercially. The
company also continued to make progress on the
clinical trial for a second product, Materna Prep,
which seeks to reduce pelvic muscle injury during
childbirth for first-fime moms.

» Mitsubishi Corporation (Americas) - This globally
infegrated entferprise is engaged in projects in
medical devices and digital health. The organization
also leverages Mitusbishi’s experience and network
to help Japanese entrepreneurs seeking entry into the
US market.

» Ryme Medical, which uses targeted lung denervation
to address COPD, has recently started its clinical trials
in Australia and the country of Georgia. The company
received ethics committee clearances and is currently
screening for participants.

» Terumo Medical Innovation - established af Fogarty
in 2013, this wholly-owned subsidiary of Terumo
Corporation continues to seek and develop innovative
medical products utilizing the methodology and local
resources at Fogarty and in the Silicon Valley.

Additionally, two CIR’s graduated in 2023: Chronus Health,
which allows real-fime diagnosis at the point-of-care

by providing blood panel test results in minutes, and
EveryPlace Labs, a self-service kiosk that automates
point-of-care testing.

Alumni Updates

We are proud of all our alumni! Below are just
a few highlight accomplishments from Fogarty
alumni companies in 2023.

» Flosonics commercially launched the FloPatch,
a wireless wearable Doppler ultrasound system
that helps clinicians better manage intravenous
fluids earlier in the sepsis care pathway. El
Camino Health, which worked with Fogarty to
help Flosonics determine where the technology
would be best deployed initially, was the
first health system in the world to adopt the
technology.

» Organon (Alydia Health) received the CRF
Pulse-Setter award for the JADA System, a
vacuum device that makes childbirth safer
for mothers by helping prevent post-partum
hemorrhage.

» UltraSight received FDA clearance for its
Al-powered cardiac ultrasound technology.
The company’s solution makes it possible for
healthcare professionals without sonography
training to capture high quality cardiac
ultrasound images in any setting.

» PQ Bypass - Following its acquisition by
Endologix, the Endologix Detour System
was deployed at El Camino Health to help
patients suffering from complex peripheral
arterial disease. The launch holds a special
significance as the location also served as
the center for early device development and
testing.
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The goal of our alliances program is fo elevate and
strengthen the early-stage medtech ecosystem so
that patients can reap the benefits of new medical
technologies. We accomplish this by bringing together
disparate public and private entities and forging
partnerships that help innovation thrive. Below are
updates on some of our most active alliances.

Agency for Science, Technology and Research
(A* STAR) and Singapore Biodesign

We partner on three programs with A*STAR, Singapore’s
lead public sector agency that spearheads research

to advance scientific discovery and develop innovative
technology, and Singapore Biodesign, a national talent
development platform hosted by A*STAR and a global
affiliate of Stanford Biodesign.

Innovation Fellowship

As is our tradition, we launched 2023 with a January visit
from the Singapore Biodesign Innovation and Faculty
Fellowship programs. The combined cohort of 17 spent
three weeks with us for a hands-on infroduction fo the
Silicon Valley medtech ecosystem. During their stay, they
worked with designated Fogarty mentors who assessed
their projects and offered strategic guidance. They also
met with leaders of our companies-in-development and
external experts who provided additional insights.

BOLT Initiative

Bolt is a competitive, invitation-only curriculum, open

to individuals/teams trained through the Singapore
Biodesign process who are interested in the U.S. market.
The selected team spends months working virtually with

Fogarty staff that culminates with an in-person immersion.

In 2023, we worked with the founder of Prime Respi to
advance the company’s bronchiectasis therapy towards
enfry into the US market.

A*STAR ACTIVE
ACTIVE is a pilof program in which we evaluate the
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potential of science platforms to progress fowards
commercial opportunities. Last year the Fogarty team
worked with A*STAR’s Translational Biophotonics Lab.

Boys and Girls Clubs of the Peninsula (BGCP)

Fogarty Innovation is a long-time supporter of BGCP,
providing mentoring to the Future Grads program,
participating in career fairs, and recruiting students from
the organization fo participate in our Lefteroff Infernship.

Cardiovascular Research Foundation

Building on the success of our educational collaborations
with CRF we continue to explore other ways to strengthen
the partnership. More to come.

El Camino Health (ECH)

We contfinue to have significant engagement across the
ECH community and leadership. Many of our companies-
in-development are engaged with ECH Clinical Research
and Selera was selected as a $25K ECH Foundation grant
recipient. We are planning an education program for
nurse-innovators in 2024.

FDA

Building on the success of our educational collaborations

with FDA we continue to explore other ways fo strengthen
the partnership. More to come.

MedTech Color/Medtech Women

We co-hosted the annual Catalyst for Community
Partnership Dinner with MedTech Color in an effort to
spur meaningful conversation, share ideas and discuss
ways fo drive diversity, thought leadership and innovation
in medtech. Also in 2023, in partnership with both
organizations, we co-hosted a showing of The Big Hysto,
which explores Black women’s experiences with fibroids,
hysterectomy, and reproductive justice.

Fogarty Innovation is an official sponsor of Medtech
Women, and several women from our leadership feam
participated in their 2023 Medtech Vision event for a day
of inspiration and networking.

Stanford Byers Center for Biodesign

We continue to enjoy a highly engaged, multi-faceted
relationship with fellows, alumni, and staff at Stanford
Biodesign. Our two organizations are co-founders of DxD,
co-participants in the IAP, and co-sponsors of numerous
industry events including the Innovator’s Reception at

JP Morgan, The Innovator’s Workbench Tracy Lefteroff
Memorial event, which in 2023 featured Casey McGlynn;
and the Annual Thomas J. Fogarty, MD Lecture, which
celebrated its 25th anniversary this year.

We also have a steady flow of people and expertise that
goes both ways, with Fogarty staff participating in grant
programs and serving as guest lecturers, and Stanford
Biodesigners joining our educational events, choosing
Fogarty for their externships, and taking select projects
through our summer extension program.

UCSF-Stanford Pediatric Device Consortium (PDC)

After partficipating in the program for years as pitch day
competition judges, Fogarty has formalized a partnership
with the UCSF-Stanford PDC, committing to provide four
in-depth physicals annually and selecting one company/
project for a six-month IAP collaboration. This newly
enhanced partnership will launch in 2024.

United States Patent and Trademark Office (USPTO)

We were pleased to host a USPTO Site Experience
Education visit during the year. Fifteen reviewers visited
Fogarty Innovation where they got to meet several of our
companies-in-residence and alumni, and experience
technology innovation firsthand.

Gabriel Sanchez, CEO of Enspectra Health, presented
at the agency’s all-hands meeting. He highlighted his
journey working in partnership with the USPTO and
emphasized the value and impact the agency brings to
enfrepreneurs and small businesses. This excerpt from
a follow-up letter from the organization illustrates the
impact of the visit:

“Learning from companies that have and are going
through this process helps give our examiners context and
grounding in the technology they review every day. The
examiners came away with an exceptional appreciation
of the importance of their work at the USPTO for our
applicants and stakeholders”

“Learning from companies
that are going through

this process helps give

our examiners context and
grounding in the technology
they review every day.”
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Help shape the future of human health

As a nonprofit educational incubator, we are invested in making a meaningful difference in the lives of patients and
their families around the globe.

We invite you fo be a part of our ongoing journey towards transformative medical technology innovation, training, and
education. For every dollar we raise, Fogarty Innovation invests $0.85 directly back into programming.

Your support will help us continue to create new companies and patient-saving technologies through Fogarty
incubation and accelerator programs, educate and empower innovators in their quest to improve lives, and elevate the
ecosystem to promote equity in healthcare and strengthen the network among academia, industry and government.

To learn more about making a tax-deductible charitable gift to our organization, please contact Allie Gregorian:
llie@f rtyinnovation.or:
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