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Dear Members,

As we look back on 2023, I'm amazed at all the work which has been accomplished in a business
environment that could only be described as chaotic. It seems like the entire year was played out
under a cloud of uncertainty.

Despite it all, our industry continues to persevere and grow in Massachusetts, and it remains vital
across the globe.

A recent cited Boston as among the areas where medtech is “thriving,” leading the
nation in innovation with PMAs and 510(k)s, coming in second to California in VC-funding and, most
interestingly, as the home of the largest concentration of workers employed in manufacturing medical
technology, meaning we’re not only developing the technologies of tomorrow, we're making it here as
well. Massachusetts is truly the heart of healthtech.

At MassMEDIC, we've also worked hard to help secure the future of this industry here. This year,
we co-led the proposal team to bring the

. The Hub will work with researchers, entrepreneurs, and
financiers to speed the transition of basic research into new technologies and medicines.

We also saw great progress on the Life Sciences Re-Authorization Bill, on which we’ve been working
closely with the state leadership to ensure medtech is prioritized. In June, Gov. Maura Healey
committed to reauthorizing our landmark law at the BIO International Conference, culminating
months of dialogue between our organization and her team.

On the advocacy side, we made some progress with helping improve the payment environment,
pushing forward landmark legislation on Capitol Hill on the “Breakthrough Bill.” In addition, we
remain vigilant about protecting our supply chain, fighting for sensible legislation on ETO and PFAS.

Finally, we produced two cornerstone events this year that will be part of our annual calendar for
years to come. We expanded our Medtech Impact Symposium & Gala to a full day conference and
dinner, which celebrated the impact of medical device technology on patients’ lives. Second, we
introduced our First Annual MassMEDIC Golf Tournament, which not only provided an amazing day
on the course but gave attendees exclusive access to state leadership and opportunities to deepen
relationships with industry peers. Stay on the lookout for ways to get involved in these two great
events next year.

Thank you for your continued support of The Massachusetts Industry Device Council (MassMEDIC) this
year. On behalf of the team, we are glad you are a part of our membership.

Brian Johnson oo
President MassMEDIC

MassMEDIC _



https://www.us.jll.com/en/trends-and-insights/research/life-sciences-real-estate-outlook
https://www.mass.gov/news/massachusetts-selected-to-host-arpa-h-hub-as-part-of-nationwide-health-innovation-network
https://www.mass.gov/news/massachusetts-selected-to-host-arpa-h-hub-as-part-of-nationwide-health-innovation-network

Mary Anne Heino

with Mary Anne Heino

What is your “Why Medtech™” story?
How did you get into healthcare, and what
inspires you about the work you do?

| entered the healthcare field as a nurse, and my
journey from there led me to a diverse career in
the pharmaceutical and medical device industries.
The guiding principle throughout my career has
been putting the patient first. This “patient first”
mindset has been my inspiration, reminding me
of the profound impact our work can have on
people’s lives. I'm deeply committed to improving
health outcomes and championing scientific
advancement, which is what drives me in the
medtech industry. I'm not only committed to the
success of Lantheus, but to the success of the
industry overall. I'm a dedicated board member,
currently serving on the Lantheus Board of
Directors, as Chair of the Board of Directors for
MassMEDIC, and on the Executive Committee for
the Massachusetts Business Roundtable (MBR),
a public policy organization with a mission to
strengthen the state’s economic vitality and
competitiveness and maintain Massachusetts'’
role as a center of medtech innovation within the
global economy.

Lantheus has had a lot of success over the
last few years, to what do you attribute

it? The success of Lantheus over the past few
years can be attributed to a combination of
factors. First and foremost, the incredible team

at Lantheus has made our success as the leading
radiopharmaceutical-focused company possible.
We've achieved significant milestones, including
strategic acquisitions, FDA approvals, and product

Chair, MassMEDIC
Board of Directors

CEO, Lantheus

launches, which
have positively
impacted both
patients and the
company. Our commitment to diversity, inclusion,
and fostering an environment built on trust and
common purpose has played a significant role in
our growth and success.

What are your goals for the future of
Lantheus? Our goal for the future of Lantheus
is centered on continuing to advance our purpose
to “Find, Fight and Follow® disease to improve
patient outcomes.” We will continue to focus on
innovation and expanding our presence in the
radiopharmaceutical industry to go further for
patients. This includes developing innovative
therapeutic products and cutting-edge diagnostic
tools including Artificial Intelligence tools to
address a wide range of medical conditions. We
also remain committed to diversity and inclusion,
ensuring that our workforce is representative of
the broader community and that we continue to
support women in leadership roles.

How have you
balanced a family
and a growing
career, to today
being a CEO?
Balancing family

and a growing
career is an intricate
dance, rooted in my
unwavering passion

for both roles. It's essential to have a supportive
family, and I'm grateful for their understanding
and encouragement. Additionally, a supportive
work environment that values work-life balance

is crucial. At Lantheus, we live our Value to “Let
People Be Their Best” by introducing flexible
policies and employee resource groups to address
individual employee needs, which has allowed me
to lead a thriving organization while maintaining a
fulfilling family life.

Do you have any advice for other women
looking to excel in the healthcare industry
or in business in general? First and foremost,
be open and courageous in your career journey.
Start by aligning your initial steps with your true
passions, as this will be the driving force behind
your success. Seek out mentors who can guide
and support you on your path, and never hesitate
to ask for assistance when needed. Embrace your
goals and capabilities without self-doubt, because
your unique perspective as a woman can be a
powerful asset.

Remember that diversity and inclusion are not just
buzzwords but strengths that can drive innovation
and success. Research has shown that more
diverse companies have a higher growth rate. Part
of your leadership journey should involve bringing
others along with you to support your shared
goals.

Always keep in mind that doing what's right for
your organization, your patients, and yourself
should be your guiding principle. One of the most
important lessons I've learned in my career is that

Lantheus

FOUNDED 1956
# OF EMPLOYEES ~800

RESULTS »>6 million patients’
lives impacted in 2023

ABOUT Lantheus is the leading

radiopharmaceutical-focused company,
delivering life-changing science to enable
clinicians to Find, Fight and Follow

disease to deliver better patient outcomes.
Headquartered in Massachusetts, Lantheus
has been providing radiopharmaceutical
solutions for more than 65 years. For more

information, visit www.lantheus.com.

if you don't ask for what you want or need, you're
not likely to receive it. Many opportunities and
avenues for growth are available, but you have to
be willing to seek them out. Consider exploring
roles or tasks that stretch your abilities and take
you in different directions from your current path.
Most importantly, have courage and confidence in
yourself - it makes everything else possible.


http://www.lantheus.com

What do you see as the biggest
opportunities for medtech companies in
the New England region? New England is a
hub of innovation in the healthcare and medtech
sectors. The region provides fertile ground for
collaboration between industry,

academia, and healthcare

institutions. This collaborative

environment presents an

excellent opportunity for

medtech companies to advance

research and development,

especially in the fields of

precision diagnostics and

therapeutic solutions. The

region’s strong talent pool and access to cutting-
edge research facilities also contribute to these
opportunities.

What are some of the challenges? Despite
the opportunities, medtech companies in New
England face challenges, including regulatory
hurdles, the need for continuous innovation, and

intense competition for top-tier talent. In addition,

the cost of living in Massachusetts remains a

challenge to attracting and retaining talent. Staying

at the forefront of technological advancements and
navigating complex regulatory landscapes can be

demanding. However, with a commitment to quality,

innovation, and patient-centric solutions, these
challenges can be overcome.

In what ways does

MassMEDIC support the

ecosystem? MassMEDIC

plays a vital role in supporting

the medtech ecosystem in

Massachusetts, serving as

a platform for networking,

knowledge sharing, and advocacy

within the industry. MassMEDIC
connects organizations, fosters collaboration, and
provides resources for companies to thrive. It also
advocates for policies that promote innovation and
growth in the medtech sector. MassMEDIC also
plays an important role in addressing the various
challenges by having a significant public policy and
advocacy presence.

As Chair of the Board, I'm proud to be part of an
organization that supports the industry’s success
and overall healthcare advancement in the region.

u LANTHEUS

It begins with
a passion ...

... For innovation. For
people. For making a
difference.

Lantheus is the leading
radiopharmaceutical-
focused company,
delivering life-changing
science to enable
clinicians to Find, Fight
and Follow® disease
to deliver better patient
outcomes.

For more than 65 years,
Lantheus has been
advancing patient care
by learning, adapting and
making advancements
across the healthcare
spectrum.

Learn more about what
we do: Lantheus.com

@ @Lantheus

@ @LantheusNews



http://lantheus.com
https://www.linkedin.com/company/lantheus/
https://twitter.com/LantheusNews

& AliraHealth

Patient-Enabled
Solutions for
MedTech

Alira Health is a global
healthcare firm whose mission
is to humanize life sciences '
in partnership with patients. h
§
r

We provide clinical, consulting, and
real-world solutions enabled by
patient-centric technology. Our
teams complement the expertise of
our clients with a full spectrum of
services across their entire lifecycle.

B
4

I
&

Connect with our team to discuss
how we can drive collaborative
change in the MedTech industry

Contact us at
info@alirahealth.com

www.alirahealth.com
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Leading global contract manufacturer
of high-precision solutions for medical
and life sciences companies

Arterex delivers high quality, innovative solutions from initial development to full scale production.

As a unique one-source solution for medical device design and manufacturing, we consolidate various
aspects of the manufacturing process enabling us to streamline production, reduce costs, improve
quality, and increase overall efficiency.

ARTEREX

gstate of the art manufacturing facilities with11 Clean Rooms and over

520Kmanufacturing space on 3continents with 1200 employees...

and growing.

® Formula Plastics | Fully Integrating Molded Plastic Parts into Medical Devices
® Kabo | Wide Array of Medical Procedure Bags
@ Luc & Bel | Fluid Management Products
® ModenPlast | Extrusion of PVC, and PVC DHEP FREE Tubing
Complex Single-Use Devices (SUD),
Electromechanical Devices (EMD), and Active Implantables

FORMULA [ @
PLASTICS F‘ B\ UcaBEL

An ARTEREX Company

© NextPhase |

NextPhase

MEDICAL DEVICES uc
An ARTEREX Company

Plast

An ARTEREX Company An ARTEREX Company An ARTEREX Company

Let's work together
Scan here for your complimentary project review.

inquiries@arterexmedical.com | +1(480) 344-5000

www.arterexmedical.com



http://arterexmedical.com
http://arterexmedical.com
mailto:inquiries%40arterexmedical.com?subject=
https://www.linkedin.com/company/alira-health/
mailto:info%40alirahealth.com?subject=
http://www.alirahealth.com
https://twitter.com/alirahealth

COMMITTING twthe
Commonwea

Insulet Corp. is dedicated to growing
its workforce and manufacturing
operations in Massachusetts.

It's one of the reasons the makers of the Omnipod®
Insulin Management System built its global
headquarters and U.S. manufacturing facility in Acton
in 2019 and have added more than 600 jobs in the state
since 2016.

Back in 2016, building a domestic manufacturing facility
in Massachusetts was not an easy call for Insulet,

even if their roots were in the Commonwealth, where

it was founded more than two decades ago. Insulet

had significant manufacturing operations in China

and the easier choice would have been to expand
capacity in the country, rather than look homeward in
Massachusetts.

But Insulet has never been an organization to shy away
from a challenge. Not when it comes to treating one of
the world's most prevalent chronic
diseases with an innovative medi-
cal device, and not when it came to
doubling down on their commitment
to Massachusetts and building a
manufacturing facility in the state.

Company officials at the time, CEOQ,
Patrick Sullivan, COOQ, Shacey Petro-
vic, and SVP of Operations, Charles
Alpuche, made a bold call to build in
Massachusetts. They worked closely
with then-Governor Charlie Baker

and the Massachusetts Life Sciences Center (MLSC) to
keep the company in Massachusetts.

The company utilized the state’s Life Sciences Tax
Incentive Program, designed to provide incentives to
companies of all sizes looking to expand their efforts
by creating new, long-term jobs in Massachusetts.
Through this program, Insulet committed to hiring a
certain number of employees each year in the state.
However, as the company grew, its demand for talent
began to outstrip the amount of talent available locally,
something many original equipment manufacturers
face in a market like New England.

Enter MassMEDIC.

“By brainstorming the challenge at hand, it became
clear that this was an opportunity for collaboration
from a broad industry perspective,” said Brian Johnson,
President, MassMEDIC. “Because of Insulet’s existing
relationship with the MLSC, a cross-functional team
was established between our trade association, MLSC,

“Massachusetts
LIFE SCIENCES CENTER:"

Secretary of Economic Development, Yvonne Hao, speaks at Insulet.

the state, and a number of educational partners to try
and meet the challenge and turn it into an opportunity.”

The goal? The development of a short-term training
program aimed at Insulet's workforce needs to introduce
an underemployed population to the opportunity in
medtech manufacturing.

A pilot program was born between Insulet, Mount
Wachusett Community College and Middlesex Community
College, who together applied for a RENEW Grant
through the MLSC for $300,000 to develop a 10-week
medtech curriculum and train the first three cohorts.

The program kicked off in 2023 and continues into 2024
with the plan to train and graduate close to 30 potential
employees.

“This program offers a unique opportunity to pre-screen
and pre-train potential employees, while engaging with
candidates who are highly interested in a career in
maintenance or working on a manufacturing floor,” said
Prem Singh, Senior Vice President of Global Operations

Pathmaker Program

FOUNDED 2023
AWAR DS Grants will be given in the amounts

of $100,000 to $750,000 for one (1) year of work.

G U | D ELl N ES Program curriculum is

typically 8-10 weeks and covers pre-identified core
competencies.

ELIGIBILITY CRITERIA

Applicants must use funds to implement workforce
development programs that lead to careers in the
life sciences industry.

Awards are given to educational partners, who
must collaborate with at least one industry partner
to ensure that the program is responding to direct
hiring needs. For a full list of eligibility require-

ments, visit Pathmaker Eligibility Requirements
and Evaluation Process.

C 0 N TACT Pathmaker@masslifesciences.com

at Insulet. “In collaboration with our educational
partners, we were able to develop a medtech focused
curriculum that allows cohort graduates to hit the
ground running on day one.”

In parallel, MassMEDIC was having many similar
conversations with medtech organizations struggling to
find the right kind of talent to fill vacant jobs. An industry
roundtable and a follow-up workforce development
survey found that most employers were struggling

to fill the same handful of skills which included good
documentation practices, lab math, sterilization and
familiarity with equipment and processes. Armed with
this knowledge, the MLSC developed a list of skills and
core competencies required for certain roles which
would form the basis of their Pathmaker Program.



https://www.masslifesciences.com/programs/tax-incentive/
https://www.masslifesciences.com/programs/tax-incentive/
https://www.masslifesciences.com/programs/tax-incentive/
https://www.masslifesciences.com/pathmaker-eligibility-requirements-and-evaluation-process/
https://www.masslifesciences.com/pathmaker-eligibility-requirements-and-evaluation-process/
https://www.masslifesciences.com/pathmaker-core-competencies/

At Insulet, we are
passionate about our
mission to improve
the lives of people
with diabetes.

That's why we're proud to
partner with MassMEDIC,
which is committed to the
long-term success of

the medical technology
ecosystem in New England.

Secretary of Economic
Development, Yvonne Hao,
meets a few of the cohort
graduates in Insulet's
manufacturing facility.

Insulet’s innovative Omnipod®

“Because we found many employers were challenged The MLSC has made its first few awards through brand of products provides

with similar skill gaps, we were able to scale the Pathmaker and continues to accept applications on a f i\ continuous insulin delivery
work we did with Insulet and systematize it into a new rolling basis. 1 d through a tubeless, waterproof*
rogram creating custom curricula for each employer,” 2 - i insuli '
g , J : ° : : Py After the completion of their RENEW Grant, Insulet for i - e 1 insufin pump called a Pod, with
said MLSC Vice President of Economic Development and - | _ i no multiole dailv iniections. We
Partnerships, Jeanne LeClair. “This is how Pathmaker one, plans to re-apply for support of the program through - - - i el Rl
> ' Pathmaker, : - '- are always pioneering new ideas
was born." : : -~ : i
_ . and continuously striving to
Due to the support of i . An,d fgr their decision to provide the best technology
the Healey-Driscoll W_hen a_ C_UStOmer Qrder IS d build in Massachusetts? solutions for people with
Administration’s aner_wt Livi ng VV'th_ diabetes, a When the V_Vo_rld faced global diabetes around the world.
MassTalent initiative, provider or hospital system sr:Jpply Zhalr_w |S|suesl dluelto l ' w“ | To learn maore, please visit:
a new strategy for treating vulnerable populations ¢ pandemic, nsulets foca Y Togs ppiease Vi
. - : . facility allowed for enough . | insulet.com and omnipod.com
connecting employers to In the Commumty, Not MISSINg an insulation f Lt - RV
skilled, diverse workers order means the world to us.” insulation from external forces
. : to ensure completion of all
in Massachusetts, : - .
Prem Singh, Senior Vice President of customer orders.
Pathmaker was launched .
_ _ Global Operations at Insulet
earlier this year to “When a customer order is a
further the development patient living with diabetes,
and expansion of life science career training programs. a provider or hospital system treating vulnerable

funding to support organizations that can build and scale  means the world to us,” said Mr. Singh.
career pathways that effectively prepare students for

high-demand career opportunities in the life sciences. For more information and detailed criteria, visit
www.masslifesciences.com/programs/pathmaker. ©

Insulet

* Tive Pusl v a P28 rieg b 525 et o 600 s, Th Persnal Dicotes Manangee (POM) and Conulbr are vt whatevpioed maker DFGmnide
12023 st Corporalion, IS-Hit-0-2023-00032 +1.0



https://www.mass.gov/masstalent
http://www.masslifesciences.com/programs/pathmaker
http://insulet.com
http://omnipod.com

“Massachusetts

® LIFE SCIENCES CENTER®" ABIOMED

RECOVERING
HEARTS.

SAVING
LIVES.

Abiomed is the
industry leader

IN next generation
The MLSC supports innovation, research and development, : heart recovery. 9
commercialization, and manufacturing activities in the fields of —_

medical device, diagnostics, digital health, and biopharma.

The Massachusetts Life Sciences Center (MLSC) is proud to
support the thriving MedTech ecosystem in Massachusetts and

the pioneers who are advancing the modalities to improve
patient health.

Learn more about how Abiomed's innovative
heart pumps and product portfolio are
helping to recover native heart function at

www.abiomed.com/patients

Of4ge0

=

O

%AEOMED

vering hearts, Saving Hyes

Learn more about MLSC
funding opportunities

masslifesciences.com
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Advancements

in Electronic Implantable Devices

ince the 1950s when the first pacemaker
was implanted into a human body, we've
had the benefit of electronic implantable

devices to help manage chronic and acute
conditions. In a space where we've traditionally seen
the usage for cardiac and neurological issues, today
the market has expanded to include surgical implants,
continuous glucose monitoring, custom orthopedics

with embedded sensing technology, and implants

that address quality of life issues such as a preferred

treatment for sleep apnea.

“In the last decade we have seen miniaturization,
improved battery technology including conductive

recharging, and data gathering tools integrated into
implantable devices,” said James Mitchell, MD, Chief
Medical Officer, Veris Health. “These devices are no
longer just a
therapeutic - we
can now also
leverage them

CLINICAL BENEFITS

Automates Long-Term Therapy

This article is based on the webinar, “Things to Consider
When Developing Electronic Implantable Devices” hosted
by Sunrise Labs. Click here to view the full webinar.

are revolutionizing the way M

we access patient data and :
track trends over time. 2 SUNRISE
For example, insertable LABS
cardiac monitors can now

measure rhythms over many years, including securing
accurate measurements for difficult to measure areas

of the body externally like inside a pulmonary valve to
measure its pressure.

“Surgical implants like a joint replacement or a

stent can now be embedded with sensors and data
technology that allow us to gather information on the
health of the device or the patient,” said Dr. Mitchell.

Along with new opportunities for data also comes

communications, algorithmic complexity, sense and
drive electronics, data storage and whether you are
using an application-specific integrated circuit (ASIC) or
a commercial off-the-shelf (COTS) chip.

Adam Jacobs, Chief Technology Officer, Sunrise Labs,
reminded us, “There is always a trade-off between re-
dundancy and robustness.”

For example, the more features you include in your
implantable device, the more power it will need to run
those features. This increases the size of the power
supply, which increases the size and weight of your
device. A larger size can limit where the device is
implanted, decreasing its potential usefulness.

“Use connectivity sparingly
— It provides a lot of clinical
benefits but ensure the
data is going to be used in a
meaningful way.”

Adam Jacobs, Chief Technology Officer,
Sunrise Labs

CONNECTIVITY CONCERNS

Depth of Implantation

Connection Intervals (How Often You

Talk to Your External Device)

“Make your : :
product trade- Connection Consistency
offs wisely,” Cybersecurity

continued Mr.
Jacobs. “Get a
mult-functional
stakeholder
group together and really talk hard about the things
that provide critical benefit, the things you need to do,
and minimize everything to the essentials - or the mini-
mum viable product (MVP)."

Patient Confidentiality

Doing so will allow you to get your product to market in

the most effective way possible while meeting the needs
of your customers and helping those patients who need

your device. ©

Implantable Architecture provided by Sunrise Labs

— - — . Interface Client
Device > Server Interfaces

.
1
1
1
1
1

A 4

*
1
v

Implanted Device
Battery

as diagnostic
tools to allow
clinical teams to
be proactive and
better address
the patient’s

and Power
Management

Captures Longitudinal Data of Communication
Patients with Chronic Diseases,
Which Allows Us to Understand
Populations of Patients and Be More

Proactive in the Care of Patients

challenges. Dr. Mitchell warned.
“Batteries are always a concern,” said Mr. Jacobs.

“Primary cells are the easiest for the patient but if

you need more power, you can consider rechargeable
solutions. Be mindful that a rechargeable solution adds
additional complexity with patient compliance and the
actual charging of the batteries.”

“We need to ensure it is easily packaged, easy to
interpret, that the data is meaningful and that it fits into
existing workflows like EMR systems.”

Micro
Controller

needs.” From the technical standpoint when developing

an electronic implantable device, there are many
considerations that will impact the size, functionality
and usability of the device.

Quality of Data is Unmatched When

it Comes From Inside the Body With the
Connectivity is also a factor to consider. Not only do

connected devices need to be cognizant of HIPPA
compliance but are now regulated by their own
cybersecurity guidance by the FDA.

emergence of
new technology,
implanted
electronic
medical devices

Improved Patient Experience,

Patient Adherence and Comfort _ S o o _
Many times, power limitations will drive decisions in

your implantable device design. You'll want to consider
features of the device, measurement frequency,

Expanded Physiologic Sensing to
New Parameters, Providing Access
to New Clinical Insights



https://youtu.be/ejt6uEI2Orw?si=zHAYuWaS1FegXW6z
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions

MARKET DYNAMICS REQUIRE AGILE SOLUTIONS.
THE RIGHT TALENT, AT THE RIGHT TIME, IN THE RIGHT PLACE.
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retainers. We believe in pay-for-
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Contract Recruiting

Our Contract Recruiting team provides
fast access to Executive-level talent to
accommodate a single need or to build
a full team on an interim basis bringing
vital skill sets to an organization at the

precise time they are needed.
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|.Fl '.:'_._‘"..".'-:.::.-' ¥ieglg

We strive to improve healthcare |
outcomes through innovative e

cee o house media / marketing capabilities
so our clients can speak to the market.
prOd UCt devel Opment a} @ ({j .1 Qur clients have access to our 4,000
e i sq. ft. state-of-the art production

studio where we guide them in their
content and messaging. Our precisely
[ ]
ﬁ 2 : .." E engineered studio enables remote
production capabilities to our clients
worldwide.
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MassMEDIC By the Numbers

CREATED AND
MEDTECH CURATED
IGNITE 1 0 0 +

STARTUPS THAT HAVE
COMPLETED OUR IGNITE HOURS
ACCELERATOR OF ORIGINAL

PROGRAM AS OF 2023 MEDTECH CONTENT

400

ATTENDEES AT

OUR MEDTECH

IMPACT GALA
IN 2023
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MEDTECH JOBS . ﬁb
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. 1 2 000+ $1 50 TOTAL DOLLARS
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L9 CONNECTION

EXPANDED KEY EVENTS AND INTRODUCED NEW
OPPORTUNITIES TO EDUCATE AND INFORM og/.;. g%ﬂg%5%2%52%%?&0"“80““0”

OUR MEMBERSHIP

INTRODUCED THE MASSMEDIC GOLF TOURNAMENT AT WELLESLEY
LAUNCHED THE COUNTRY CLUB FEATURING A KEYNOTE FROM MA SECRETARY OF

MEDTECH IMPACT =" ’ Naf ECONOMIC DEVELOPMENT, YVONNE HAO
\' SYMPOS%UM & 1.7 : . A

Featured a Keynote & Designation of MA Life Sciences
Week from Massachusetts’ Lt. Governor Kim Driscoll

oL
*WOMEN
MEDTECH -

POWERED BY MASSMEDIC

EGULATORY
OUNDUP

The Premier Medtech
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with David Kolstad

You have a long history of
entrepreneurialism. Most recently, you
founded and ran Gentuity, and have just
launched a new company, Spryte Medical.
What is your “Why Medtech™” story? Why
do you enjoy working in the industry and
commercializing new products?

It all starts with the patient. | have been fortunate
to work in several wonderful patient centered
companies here in the state and learn so much
from so many great people. From starting
businesses at a kitchen table to fortune 500
companies, | have been able to experience

many exciting phases of a business life, growth
and growth challenges. Bringing technology,
outstanding people, capital, and world leading
clinicians together to address tough global clinical
problems while often hard, is both a privilege
and extremely gratifying. The impact we have on
patients and their families’ lives can be a most
humbling and worthy endeavor. | can’'t imagine
doing anything else.

Tell me about Spryte Medical. What are
your goals for the future of the company?

Spryte Medical’s goal is to fundamentally
transform and improve stroke patient care.

Our imaging platform is enabling the highest
resolution imaging of the brain ever. We are
accessing the brain through the patients’ arteries
with our optical fiber and imaging from the inside
out for the first time. With this approach we can
image vessels, disease, and other important
structures at >10x the resolution of today's

David Kolstad

Founder and CEO, Genuity
and Spryte Medical
Immediate Past Chair,
MassMEDIC Board of

Directors

imaging
systems. We
believe we
will improve
clinicians understanding of stroke and other
neurovascular disease for better clinical decision
making. With our platform’s integrated Al
capabilities, we are collaborating with our clinical
partners to accelerate therapy development,
enhance procedural techniques and most
importantly, improve patient care worldwide.

Why did you choose to start Spryte
Medical in MA? Why have you grown
Gentuity and other ventures in the
Commonwealth?

One word....talent. Successful medtech businesses
require highly knowledgeable and committed
patient focused employees. Beyond our internal
teams, external partners also play key roles in
building this success. Whether they are academic
institutions, specialty technology providers,
manufacturers, legal advisors, investors,
healthcare providers or others, Massachusetts
has them all. It is perhaps the most fertile field for
medtech companies large and small anywhere in
the world.

What piece of advice can you offer those
looking to grow a business in MA?

Get involved. Whether MassMEDIC, MassBio,
ARPA-H Investment Catalyst Hub, or the Mass
Life Science Center, there are a number of great
organizations in the state laser focused on our
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industry in which you and your business can get
involved. From driving policy, delivering the latest
information on changes, and bringing together
like-minded individuals to share perspectives and
collaborate, these organizations are working hard
for your business, your employees and our patients
at the state and federal levels. These organizations
welcome your engagement, and | am confident you
will enjoy it and find it time well spent.

What did you enjoy most about your time
as Chairman of the Board of Directors for
MassMEDIC?

It was my great pleasure to work with Brian
Johnson (our president), his team, the Executive
Committee, and the Board to make MassMEDIC an
even stronger voice at the state and federal level. It
was a time of great change. With a return to more
in-person activities, engaging with a new Governor
and her team, a new Congress with the change to
the House, and navigating

the SVB Bank failure — all

made for a very rich and

active tenure. MassMEDIC ‘:%
shone brightly, rose to all 3
of these challenges and W
opportunities. It is exciting

to see them build on this

momentum!

p—

W NP0 (T

@ENTUITY

LOCATED IN SUDBURY MA
GENTUITY.COM

ABOUT Crossing new frontiers in
cardiovascular care so patients can

focus on living. Our goal is to advance
medicine, improve the body of knowledge,
and improve outcomes in the space of
cardiovascular interventional procedures.

When it comes to treatment
insights, this is huge
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Generative Al

n recent years, the integration of artificial intelligence

(Al) and machine learning (ML) technologies has signifi-

cantly transformed various industries, and the health-

care sector is no exception. One notable advancement
in this domain is the advent of generative Al models like
ChatGPT, which have begun to make a profound impact on
the medical device industry.

Driving the need for integrating these technologies into
our workflows is the shortage and burnout of healthcare
workers including nurses, doctors and clinical trial staff,
with the ultimate goal of increasing efficiency, enabling
more effective healthcare delivery, and increasing diversity
in clinical trials.

What is the potential impact of Al and ML
technologies on the medtech industry?

1. INNOVATIONS IN PRODUCT DEVELOPMENT

One of the primary ways ChatGPT is influencing the
medical device industry is through its contributions to
product development. Generative Al models can assist
researchers and engineers in ideation, design, and
optimization processes. By analyzing vast datasets of
medical information, these models can propose innovative
solutions for the development of new medical devices. This
not only accelerates the R&D process but also promotes
the creation of more efficient and patient-centric devices.

A.J. Tibbetts, Shareholder and member of both the Al and
Life Sciences and MedTech Practice Groups at Greenberg
Traurig, who presented the medtech Al webinar noted
above, warns that we shouldn't become overly reliant on Al.

“In any domain, successfully leveraging technologies
like generative Al requires a keen understanding of the
technology, its limitations, and its data sources, and a
dedication to ongoing training and improvement. This is

ChatGPT &

This article was written by MassMEDIC using ChatGPT.
For more information on generative Al, see Greenberg
Traurig’s webinar “HealthGPT? Benefits, Risks, and

Effective Uses of Generative Al in Medtech.”

particularly important with healthcare, where inaccuracies
or bias could have severe consequences. Having a human-
in-the-loop can be important to reduce risk to patients,
providers, and others.”

2. ENHANCED HUMAN-MACHINE INTERACTION
ChatGPT's natural language processing capabilities are
instrumental in improving human-machine interaction
within medical devices. Devices equipped with
conversational interfaces powered by generative Al can
effectively communicate with healthcare professionals
and patients, facilitating a more intuitive and user-friendly
experience. This development is particularly crucial in the
context of medical devices where ease of use and clear
communication are paramount.

3. PERSONALIZED HEALTHCARE SOLUTIONS

The ability of ChatGPT to process and analyze vast
amounts of patient data enables the creation of personal-
ized healthcare solutions. In the medical device industry,
this translates to the development of devices tailored to
individual patient needs. For instance, wearable medi-

cal devices can use generative Al to interpret a patient’s
specific health data and provide personalized recommen-
dations for treatment, medication adherence, and lifestyle
adjustments.

4. IMPROVED DIAGNOSTIC CAPABILITIES
Generative Al is proving to be a game-changer in the
realm of medical diagnostics. ChatGPT, when integrated

into medical devices, can analyze complex medical data,
interpret symptoms, and even suggest potential diagno-
ses. This augmentation of diagnostic capabilities can lead
to earlier detection of diseases, more accurate assess-
ments, and ultimately, improved patient outcomes.

5. STREAMLINED REGULATORY COMPLIANCE
Navigating the regulatory landscape is a significant
challenge for the medical device industry. ChatGPT and
generative Al can streamline

implemented seamlessly, ensuring that medical devices
remain at the forefront of technological advancements
and adhere to the highest standards of patient care.

7. DIVERSIFICATION OF CLINICAL DATA
One of the challenges our industry continues to struggle
with is the lack of diversity in clinical trials, which
puts into question the effectiveness of treatments
across different populations. While real patient data

is preferred, one area that is

the regulatory compliance
process by assisting in the
generation of comprehensive
documentation, risk
assessments, and compliance
reports. This ensures that
medical devices meet stringent
regulatory standards and can
be brought to market more
efficiently.

“In any domain, successfully leveraging
technologies like generative Al requires
a keen understanding of the technology,
its limitations, and its data sources, and
a dedication to ongoing training and
improvement.”

A.J. Tibbetts, Shareholder,
Greenberg Traurig

under investigation for the
potential use of generative Al

is synthesizing patient data for
clinical trials to help lessen the
underrepresentation of minority
groups in clinical trials. In the
future, ChatGPT could also play

a role in addressing staffing
shortages in the context of clinical
trials.

Mr. Tibbetts continues, “Al tools that generate text

are designed to output text that looks right, but not
necessarily to produce text that is right. Text may not

be factually accurate or may not be appropriate for a
particular context. Any text generated with these tools
should be approached with caution, particularly when the
text is important — including legal submissions, business
docs, medical records, and the like. Human oversight

and adapting to specific regulatory and business
requirements are essential.”

6. CONTINUOUS LEARNING AND ADAPTATION

One of the remarkable features of generative Al models
like ChatGPT is their ability to continuously learn and
adapt. In the medical device industry, this means that
devices can evolve over time based on real-world
usage and feedback. Updates and improvements can be

The integration of ChatGPT and generative Al into the
medical device industry represents a paradigm shift

in how healthcare solutions are developed, deployed,
and utilized. From enhancing product development and
human-machine interaction to enabling personalized
healthcare and improving diagnostic capabilities, these
technologies are poised to revolutionize the way medical
devices contribute to patient care.

As the medical device industry continues to embrace the
potential of generative Al, we can anticipate even more
groundbreaking advancements that will shape the future
of healthcare. At the same time, we must continue to
learn about the evolving technologies and discover the
best uses to elevate our work. ©
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