
INVESTOR LETTER SUMMER 2025
As summer arrives, Neola Medical reached a key clinical milestone with the start of our first clinical pilot 
study in Sweden on preterm born babies. In May, the first baby was successfully enrolled, marking the first 
real-world use of Neola® to monitor the lungs of a baby in neonatal intensive care. This milestone represen-
ted the culmination of years of dedicated development and marked the beginning of an important phase in 
validating the safety and performance of Neola® in its target patient group.

At the same time, we advanced preparations for our upcoming pivotal study in the U.S., an essential com-
ponent in building the clinical evidence base required to support the planned FDA application for market 
authorization. We are honored to collaborate with Dr. Vineet Bhandari, one of the world’s most respected 
key opinion leaders in neonatology, following the signed agreement and IRB approval at Children’s Regional 
Hospital at Cooper. His clinical leadership at Cooper’s NICU brings significant credibility and momentum to 
this strategically important study site, which will play a central role in our U.S. regulatory pathway.

Neola Medical’s intellectual property portfolio continued to strengthen with a newly granted European pa-
tent for continuous lung monitoring, our second within a new patent family, following approval in China earlier 
this year. These two strategically important markets represent key steps in our ongoing IP expansion, which 

is central to protecting our core technology and further strengthe-
ning our competitive edge ahead of commercialization.

We were also honored to be named one of eight finalists for Sweden’s 
new global innovation award, the Pioneer Prize. As part of the of-
ficial Swedish delegation to World Expo Osaka, led by HM The King 
of Sweden, I proudly represented Neola Medical. The nomination 
brought international recognition and opened new opportunities for 
global collaboration and market growth.

With the pilot study underway, a solid financial foundation in place, 
and progressing pivotal clinical study preparations in the U.S., we re-
main focused on delivering key milestones, bringing us closer to our 
mission of giving preterm born babies a safer, stronger start in life.

  Hanna Sjöström 



NEWS NEOLA MEDICAL

Agreement signed with 
leading U.S. hospital for 
Pivotal Clinical Study
Neola Medical AB announced it has signed an ag-
reement with a prominent neonatal intensive care 
unit (NICU) in the U.S., located at Children’s Regio-
nal Hospital at Cooper in Camden, New Jersey, USA, 
to enable the initiation of the pivotal clinical study 
on preterm born babies with its medical device for 
continuous lung monitoring, Neola®. The agreement 
follows the Institutional Review Board (IRB) approval 
at Children’s Regional Hospital at Cooper, a key regu-
latory milestone, confirming that the study complies 
with the requirements for patient safety and clinical 
ethics. Read more below.

First baby sucessfully
enrolled in ongoing clinical 
pilot study in Sweden
Neola Medical announced that the first baby has 
been successfully included in the ongoing clinical 
pilot study on preterm born babies in Sweden with 
the company’s continuous lung monitoring devi-
ce, Neola®. 

This marks the very first time Neola® has been moni-
toring the lungs of a baby in its target patient group 
in neonatal intensive care, representing another 
step forward in the company’s efforts to validate 
the technology’s potential to enhance neonatal 
care by enabling earlier detection and intervention 
for pulmonary complications. 

Once all enrolled babies have completed the study 
and the data has been analyzed, results will be con-
cluded in accordance with common practice and 
established standards for clinical evaluations. Read 
more below.

Neola Medical successfully enrolled the first 
baby in the ongoing clincal pilot study in 
Sweden. Click here to read the press release 
or read more below.

Neola Medical published the Q1 report of 
2025. Click here to read the report.

CEO Hanna Sjöström hosted SwedenBIO’s 
Business Strategy working group seminar 
on strategic expansion to the U.S. mar-
ket. Click to watch or read more below.

Neola Medical was named finalist for 
Sweden’s new global innovation award at 
World Expo 2025 Osaka. Click here to read 
the press release or read more below.

Redeye interviewed CEO Hanna Sjöström 
following the Q1 report of 2025. Click here 
to watch the interview with Redeye.

Neola Medical signed agreement with le-
ading U.S. hospital for pivotal clinical study on 
preterm born babies. Click here to read the 
press release or read more below.

Neola Medical granted European patent for 
lung monitoring, strengthening the protec-
tion in key markets. Click here to read the 
press release or read more below.

Neola Medical published the Annual report 
of 2024. Click here to read the report.

The Annual General Assembly 2025 was held 
at Neola Medical’s premises. Click here to 
read the press release following the Annual 
General Assembly 2025.

CEO Hanna Sjöström was elected to the 
board of SwedenBIO. Click here to read 
the article or read more below.

CLICK TO VISIT WEBSITE!

https://www.neolamedical.com/mfn_news/first-patient-enrolled-in-clinical-pilot-study-with-neola-on-preterm-born-babies/
https://www.neolamedical.com/mfn_news/neola-medical-q1-report-2025-strengthened-shareholder-base-with-institutional-investors-ahead-of-clinical-study-start/
https://www.youtube.com/watch?v=72lyGW95W48
https://www.neolamedical.com/mfn_news/neola-medical-named-finalist-for-swedens-new-global-innovation-award-at-world-expo-2025-in-japan/
https://www.neolamedical.com/mfn_news/ceo-hanna-sjostrom-on-clinical-and-strategic-milestones-redeye-interview-q1-2025/
https://www.neolamedical.com/mfn_news/neola-medical-signs-agreement-with-leading-u-s-hospital-for-pivotal-clinical-study-on-preterm-born-babies-following-irb-approval/
https://www.neolamedical.com/mfn_news/neola-medical-granted-european-patent-for-lung-monitoring-strengthens-protection-in-key-markets/
https://www.neolamedical.com/mfn_news/neola-medical-ab-publishes-2024-annual-report/
https://www.neolamedical.com/mfn_news/kommunike-fran-arsstamma-i-neola-medical-ab-den-21-maj-2025/
https://www.neolamedical.com/mfn_news/ceo-hanna-sjostrom-elected-to-the-board-of-swedenbio/
https://www.cooperhealth.org/services/childrens-regional-hospital


CLINICAL PILOT STUDY IN SWEDEN

Neola Medical announced that the first baby has been successfully included in the ongoing clinical pilot 
study on preterm born babies in Sweden with the company’s continuous lung monitoring device, Neola®. 
This marks the very first time Neola® has been monitoring the lungs of a baby in its target patient group in 
neonatal intensive care, representing another step forward in the company’s efforts to validate the tech-
nology’s potential to enhance neonatal care by enabling earlier detection and intervention for pulmonary 
complications.

This marks a truly meaningful milestone for Neola Medical. 
For the first time, our medical device, Neola® is being used 

for monitoring the lungs on its target patient group, preterm born 
babies, in neonatal intensive care.
- CEO Hanna Sjöström

The target patient group
Conducting clinical studies with Neola® on its 
target patient population is important, as pre-
term born babies differ significantly from full-
term newborns. Findings from this first clinical 
study on preterm born babies can contribute ad-
ditional input to optimizing and refining Neola®, 
aiming to ensure it meets the specific needs of 
this vulnerable and unique patient group. The re-
sults will furthermore guide preparations for the 
pivotal U.S. clinical study that will be instrumen-
tal in supporting our planned FDA application for 
market approval in the U.S.

About the Clinical Pilot Study in Sweden
Neola Medical’s first clinical pilot study is being conducted at the neonatal intensive care unit at Södra Älvs-
borgs Sjukhus in Borås, Sweden. The study is designed to evaluate the safety and performance of Neola® 
in monitoring the lungs of preterm born babies. A total of 10 babies in neonatal intensive care with a gesta-
tional age from 28 weeks and a weight between 1000–3000 grams are included. The study is expected to run 
for approximately four months. Findings from this first clinical study on preterm born babies can contribute 
additional input to optimizing and refining Neola®, aiming to ensure it meets the specific needs of this vul-
nerable and unique patient group. The results will furthermore guide preparations for the pivotal U.S. clinical 
study that will be instrumental in supporting the planned FDA application for market approval in the U.S.

The clinical pilot study focuses on the safety and continuous monitoring with Neola® in a neonatal intensive 
care setting. In addition, it is designed to demonstrate both the utility of the product and its compatibility 
with the clinical environment. The study team at Södra Älvsborgs Sjukhus in Borås, consisting of experienced 
neonatologists and neonatal nurses, continues to enroll additional participants, with the goal of completing 
the clinical pilot study in the coming months.



PIVOTAL CLINICAL STUDY IN THE U.S.

About Children’s Regional Hospital at Cooper
Cooper University Health Care is one of the leading academic 
medical centers in the U.S., renowned for its expertise in ne-
onatal and pediatric care. Cooper treats patients from all 50 
states and 35 countries. Children’s Regional Hospital at Coo-
per houses a Level III Neonatal Intensive Care Unit (NICU) with 
35 beds, providing comprehensive care for full-term and pre-
mature infants with various medical and surgical conditions 
related to premature birth, respiratory, neurologic or immuno-
logic disorders. Visit www.cooperhealth.org to learn more.

Neola Medical AB announced it has signed an agreement with a prominent neonatal intensive care unit 
(NICU) in the U.S., located at Children’s Regional Hospital at Cooper in Camden, New Jersey, USA, to enable 
the initiation of the pivotal clinical study on preterm born babies with its medical device for continuous 
lung monitoring, Neola®. The agreement follows the Institutional Review Board (IRB) approval at Children’s 
Regional Hospital at Cooper, a key regulatory milestone. As one of Neola Medical’s strategically important 
study sites, Cooper’s NICU plays a central role in building the clinical evidence base required to support 
the planned FDA application for market authorization.

I am looking forward to evalu-
ating the innovative non-inva-

sive Neola® lung monitoring device at  
Children’s Regional Hospital at Cooper 
NICU with the potential and hope of im-
proving the care of the newborn.
- Vineet Bhandari, MD, DM, FAAP,  principal investigator 

and division head of Neonatology at Children’s Re-

gional Hospital at Cooper and professor at Cooper 

Medical School of Rowan University

“The IRB approval at Children’s Regional Hospital at Cooper 
and the signed agreement to initiate the pivotal clinical study, 
mark an important milestone in advancing the clinical valida-
tion of our medical device, Neola®, in the U.S. We are especial-
ly honored to work with Dr. Vineet Bhandari, one of the world’s 
most prominent key opinion leaders in neonatology. His cli-
nical leadership at Cooper’s NICU adds significant weight to 
this strategically important study site, which will play a central 
role in building the clinical evidence base for our planned FDA 
application and long-term market expansion,” says CEO Hanna 
Sjöström

http://www.cooperhealth.org


VOICES FROM NEONATAL CARE

In Sweden’s neonatal units, the most fragile patients are cared for, preterm born babies who require me-
ticulous monitoring and early detection of complications. Linda Nilsson, an intensive care nurse at Skåne 
University Hospital in Lund, emphasizes the criical importance of early detection and continuous monito-
ring in the acute phase of neonatal care, where even small changes in a newborn’s condition can signal 
serious complications. At the same time, Veronica Hermansson, a specialist physiotherapist at the Pedi-
atric Clinic at Södra Älvsborgs Hospital in Borås, who highlights the long-term challenges faced by preterm 
born babies. Their immature brains make them especially vulnerable to neurodevelopmental issues, re-
quiring careful support beyond the neonatal period. Together, their perspectives illustrate the complexity 
of neonatal care, from intensive care in the first hours of life to long-term developmental support, and the 
need for a comprehensive, lifelong approach for this vulnerable patient group.

A vital part of the job is 
recognizing early symp-

toms to detect problems before 
they become serious. A preterm 
born baby’s condition can change 
rapidly, which makes continuous 
monitoring essential.
- Linda Nilsson, intensive care nurse at 

Skåne University Hospital in Lund

Preterm born babies 
are a growing patient 

group who may require exten-
sive support throughout life. 
Their brains are underdevelo-
ped and highly sensitive, ma-
king them more vulnerable and 
at increased risk for neurode-
velopmental challenges.
- Veronica Hermansson, specialist physi-

otherapist at the Pediatric Clinic at Söd-

ra Älvsborgs Hospital in Borås

Click here to read the 
interview with Linda Nilsson

Click here to read the interview 
with Veronica Hermansson

https://storage.mfn.se/fde6b363-1656-442c-83d7-abedf2048a35/interview-with-linda-nilsson-voices-from-neonatal-care.pdf
https://storage.mfn.se/871f21c2-5212-457e-8039-52c357369e22/interview-with-veronica-hermansson-voices-from-neonatal-care.pdf


NEOLA MEDICAL AT WORLD EXPO 2025 OSAKA
Neola Medical was named one of eight finalists for the Pioneer Prize, a new global award recognizing 
Swedish innovation with international impact. The finalists were presented during the World Expo in Osa-
ka, Japan, where CEO Hanna Sjöström represented Neola Medical in conjunction with the official Swedish 
delegation, led by HM The King of Sweden and Minister for International Development Cooperation and 
Foreign Trade, Benjamin Dousa. 

About the Pioneer Prize
The Pioneer Prize is organized by the Swedish Institute in partnership with Business Sweden to promote 
Sweden’s most promising innovation companies globally. All eight finalists are alumni of Business Sweden’s 
Catalyst program, a scale-up initiative supporting international growth for high-potential startups across life 
science, energy, industry, and tech. The finalists, selected from over 200 small and medium-sized Swedish 
companies, represent scalable solutions contributing to the green and digital transition.

Our technology addresses 
a critical global need in ne-

onatal care. This nomination brings 
valuable international exposure and 
opens doors for future global ex-
pansion. We were proud to represent 
Swedish technology innovation and 
honored to be part of the official 
Swedish delegation to Expo Osaka. 
- CEO Hanna Sjöström

Photo: Nordic Pavilion at Expo 2025

Photo: Nordic Pavilion at Expo 2025



SWEDENBIO NETWORK

CEO Hanna Sjöström elected to the board of SwedenBIO
Neola Medical’s CEO Hanna Sjöström was unanimously elected to the board of SwedenBIO, Sweden’s lar-
gest industry organization for life sciences. The decision followed the nomination committee’s proposal 
and was confirmed during the association’s Annual General Meeting on May 6.

I am honored to join 
SwedenBio’s board and 

look forward to strengthening 
Sweden’s life science industry, 
supporting our innovative 
companies to thrive
- CEO Hanna Sjöström

Hanna Sjöström’s appointment strengthens the voice of MedTech within SwedenBIO and reflects her conti-
nued engagement in advancing Sweden’s position in life science innovation, commercialization, and interna-
tional growth. Sjöström has previously been profiled for her role in SwedenBIO’s expert network, where she 
leads the Medtech Working Group, a forum focused on key strategic issues such as market access, regula-
tory alignment, and internationalization. Read more about her role in the expert network here.

In SwedenBIO’s latest annual report, Hanna Sjöström shares her perspective on the current landscape for 
MedTech companies, including the opportunities and challenges facing innovative life science businesses 
with global ambitions. Find the full interview with CEO Hanna Sjöström in SwedenBIO’s annual report here.

From Innovation to Impact: Neola 
Medical’s Journey to the U.S.
CEO Hanna Sjöström was invited to speak at SwedenBIO’s 
Business Strategy working group seminar on strategic ex-
pansion to the U.S. market. At a well-attended seminar, 
CEO Hanna Sjöström shared insights on the company’s U.S. 
market journey, underscoring the importance of having a 
local presence to access opportunities and navigate the 
landscape successfully. Read more about the seminar and 
SwedenBIO here.

Having a local 
presence in the 

U.S. has been essential 
for building networks and 
accessing clinical study 
opportunities through the 
right connections.
- CEO Hanna Sjöström

https://www.neolamedical.com/news/ceo-hanna-sjostrom-chairman-for-medtech-in-swedenbios-new-expert-network/
https://swedenbio.se/wp-content/uploads/2025/04/annual-report-2024.pdf
https://swedenbio.se/swedish-ceos-share-what-it-takes-to-succeed-in-the-us-market/


MORE NEWS

Redeye interview Q1 2025 - CEO Hanna Sjöström on clinical 
and strategic milestones 
Following a strengthened shareholder base and the first baby enrolled in Neola Medical’s Swedish clini-
calQ1 pilot study, CEO Hanna Sjöström joins Redeye to discuss recent milestones and what lies ahead.

She shares insights into the company’s clinical 
progress, recent international patent grants, 
and the path toward U.S. market readiness, inclu-
ding upcoming plans for the pivotal clinical study 
and key strategic considerations around manu-
facturing. Find the full interview here.

Access additional insights from Redeye here.

Neola Medical granted European patent for lung monito-
ring, strengthens protection in key markets
Neola Medical has been granted a European patent that strengthens the 
protection of its core innovation for continuous lung monitoring using gas 
absorption spectroscopy. The European patent broadens the company’s 
portfolio of medical patents and complements existing protections in 
other key markets, including the recently granted Chinese patent from the 
same patent family. The patent application is pending in the U.S.

The granted medical patent is the second validation within the new patent family focused on the protection 
of advanced methods for detecting pulmonary and aeration complications. The patented innovation com-
bines gas absorption spectroscopy with the measurement of transmitted light through the body to enable 
continuous, non-invasive monitoring of lung physiology.

About the new patent family
This new patent family “A device for monitoring a pulmonary system of a subject” complements the protection 
of the company’s first patent family, “Human cavity gas measurement device and method”, a general patent 
that protects the fundamental concept of measuring gases in body cavities using diode laser spectroscopy.

Europe represents one of our main markets alongside the 
U.S., and the granted patent strengthens our strategic po-

sition in this important region. It further reinforces our intellectual 
property portfolio around our core medical technology for non-in-
vasive lung monitoring and detection of pulmonary complications. 
- CEO Hanna Sjöström

https://redeye-3.wistia.com/medias/g0v2rcc2kd
https://www.redeye.se/company/neola-medical


The next investor letter will come in the autumn of 2025!
Follow us for ongoing updates on LinkedIn, Facebook and Twitter.

FINANCIAL CALENDAR

Reports, annual reports and press releases can be downloaded from www.neolamedical.com

Read more information about risks and uncertainties at our website here.
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Neola Medical featured in 
Life Science Sweden
Life Science Sweden highlights Neola Medical’s latest clinical 
milestone – the inclusion of the first baby in the ongoing clinical 
pilot study on preterm born babies in Sweden. Read the full ar-
ticle in Swedish here.

Neola Medical mentioned in Placera’s most-read Telegram
Neola Medical is highlighted in a recent article by Placera, listing healthcare stocks attracting fund inte-
rest. Read the full article in Swedish here.

Please note that Neola Medical has not been involved in the production of this article and has no influence 
over its content.

https://www.linkedin.com/company/neola-medical/
https://www.facebook.com/neolamedical
https://twitter.com/neolamedical
https://www.lifesciencesweden.se/article/view/1165253/forsta_bebisen_inkluderad_i_neolas_pilotstudie?ref=newsletter&utm_medium=email&utm_source=newsletter&utm_campaign=daily
https://www.placera.se/nyheter/lakemedelsaktierna-som-fonderna-kastar-sig-over-2025-05-20

