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Sedana Medical was granted
Fast Track Designation for inhaled
sedation by the US FDA

The company applied for a

paediatric indication after

completing the IsoCOMFORT study

The company's share started trading

on Nasdaq Stockholm Main Market
Sedaconda (isoflurane) was granted
market approval in the United Kingdom,
and has thus been approved in
18 European countries




In 2023, Sedana Medical took several important
steps closer to the company’s vision — to make
inhaled sedation a global standard therapy for
sedation of mechanically ventilated patients in
intensive care.




CLINICAL STUDIES « EUROPE

MARKET

EUROPE

INTERVIEW

MARKET « USA
CLINICAL STUDIES « USA

THE ROUTE TO MARKET « USA

DISTRIBUTOR MARKETS

SUSTAINABILITY

SHARE INFORMATION

ADMINISTRATION REPORT

FINANCIAL INFORMATION, GROUP

FINANCIAL INFORMATION, PARENT COMPANY

ards a pdrodigm shift in intensive care
A market with great potential
Efficient direct sales

Uwe Veismann, General Manager for Germany,
the Nordics and Benelux

The company's largest commercial opportunity
Towards market approval
Towards a launch in the United States in 2026

There is great interest in inhaled sedation
across the world

A responsible partner

Share information and shareholders

Administration report

Consolidated income statement
Consolidated balance sheet

Consolidated statement of changes in equity
Consolidated cash flow statement

Notes — Group

Parent Company income statement

Parent Company balance sheet

Parent Company statement of changes in equity

Parent Company cash flow statement

sary - Shareholder information, f



04

2023 was a year of strong progress

Important milestones during the year included the company gaining

Fast Track Designation from the United States FDA, submitting an application
for a paediatric indication in Europe after results for the paediatric study
IsoCOMFORT and gaining market approval for Sedaconda (isoflurane) in

the United Kingdom, which means that Sedaconda (isoflurane) is now approved
in all 18 countries where the company has submitted an application.

€€sSedana Medical’s vision is to make
inhaled sedation a standard therapy
for the sedation of mechanically
ventilated patients in intfensive care. 99

Q1

Fast Track Designation for the company’s therapy
was granted by the United States FDA.

« The last patient was recruited to the paediatric
phase Il study IsoCOMFORT.

« Trading in the company’s share began on
the Nasdag Stockholm Main Market.

« Sedaconda (isoflurane) was granted market
approval in Italy.

« Top-line results were published for
the IsoCOMFORT study.

« The Journal of Critical Care published a post-hoc
analysis of the company’s Sedaconda study
confirming several important benefits of inhaled

Q3

The company announced an adjusted timetable

for the US application after interaction with the FDA.
The application is expected to be submitted in the first
quarter of 2025.

A patent was granted for Sedaconda ACD-S in the
United States.

Q4

Sedaconda (isoflurane) granted market approval in
the United Kingdom and pricing and reimbursement
approval in Spain.

The investigator-initiated SESAR study reached full
recruitment (700 patients).

Results from IsoCOMFORT were published in the
clinical trials database EudraCT.

The company applied for a paediatric indication.

The Paediatric Committee of EMA (European Medicines
Agency) issued a positive opinion on compliance of

the company’s paediatric investigation plan, which
means data exclusivity and market protection for
Sedaconda (isoflurane) until 2031.

sedation.
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Events after the end of the financial
year

- No significant events after the end of the financial year.



Sedana Medical’s unique
medical device Sedaconda
ACD in combination with the
company’s pharmaceutical
product Sedaconda (isoflu-
rgne) enables an effective, L
simple and predictable inhalationuse
method for inhaled sedation
in infensive care. Sedana
Medical’s therapy has
potential to become a new
global standard therapy for
the sedation of mechanically —
ventilated infensive care

patients.

With the aim of gaining US market approval for the therapy,
Sedana Medical is conducting two pivotal studies in the United
States, INSPIRE-ICU 1 and INSPIRE-ICU 2. Provided approval is
granted by the US drug regulatory authority, the FDA, the goal
is a launch in the United States in 2026.

Sedana Medical achieved sales of SEK 154 million in 2023,
representing an increase of 16 percent at constant exchange
rates compared to 2022. The company’s largest market is
Germany, which accounted for 70 percent of total sales in
2023. Sedana Medical also has direct sales in Spain, France,
the United Kingdom, Benelux and the Nordics. In other parts
of Europe, as well as in Asia, Australia, Canada and South and
Central America, the company works with external distributors.

The company’s financial targets are to achieve growth in
sales in 2024 of 14-18% adjusted for currency, as well as break-
even at EBITDA level during the year for the business outside
the United States.

Sedana Medical was established in 2005, is listed on
Nasdaq Stockholm Main Market (SEDANA) and has its head
office in Stockholm, Sweden.

inhalation vapour, liquid

Key performance indicators for the Group

Amounts in KSEK (thousands of SEK), unless otherwise stated 2023 2022
Net sales 153,867 122,865
Gross profit 108,981 86,074
Gross margin % 71% 70%
Earnings before interest, taxes,
depreciation and amortisation (EBITDA) -42,974 -83,138
EBITDA margin % -28% -68%
Operating income (EBIT) -65,547 -105,887
Operating margin (EBIT) % -43% -86%
Net income for the period -59,612 -73,507
Profit margin % -39% -60%
Balance sheet total 1,014,056 1,081,588
Equity ratio % 96% 95%
Quick ratio % 968% 1,299%
Average number of employees 79 86

IN BRIEF

Sedana Medical in brief

Sedana Medical AB (publ) is a
pioneer medical device and
pharmaceutical company focused
on inhaled sedation to improve the
lives of intensive care patients during
and beyond sedation. Through the
combination of the medical device
Sedaconda ACD and the pharma-
ceutical product Sedaconda
(isoflurane), Sedana Medical provides
inhaled sedation for mechanically
ventilated patients in intensive care.

Sedation of mechanically
ventilated intensive care
patients

Almost half of all patients in an
intensive care unit need help with
breathing from a ventilator. Patients
need to be sedated (lowering the
level of consciousness) to cope with
mechanical ventilation and other
necessary therapies. Every year,
around eight million mechanically
ventilated patients in intensive care
globally are sedated. The patients are
mostly sedated for two to five days.
Inhaled sedation meets several of
the challenges posed by present-day
standard therapy with intravenous
drugs.

million patients

Every year, around eight million
mechanically ventilated patients in
intensive care globally are sedated.
The patients are mostly sedated for
two to five days.
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99 We have ambitious targets for 2024:
reaching an all-time-high in sales,
delivering EBITDA break-even
ex-US during the year, and receiving
top-line data from our INSPIRE-ICU
program in the US. 99




Robust sales growth
and an exciting year ahead

During the year 2023, Sedana Medical took several important steps towards becoming a
stronger and healthier company. We have returned to consistent sales growth after the
challenging post-Covid period, we have taken decisive steps towards reaching profitability
in our ex-US business, and we are making progress towards our launch on the US market -
our single largest growth opportunity and a pivotal milestone for the company.

Sales at upper end of financial guidance

and decisive steps towards ex-US profitability

We report net sales of 154 MSEK for 2023, which is at the
upper end of our financial guidance of 145-155 MSEK.
Excluding exchange rate effects, the business grew 16%
during the year, translating to 25% in SEK.

Sales in our main market Germany grew by 14% during
the year (23% in SEK). Overall, we were able to increase
the market penetration of our therapy from 10% in 2022
to approximately 12% in 2023. The growth is a result of
our strategic focus to continuously enhance field force
effectiveness, by maximizing the time we spend with our
customers and by helping them identify more patients
likely to benefit from the compelling clinical benefits of
inhaled sedation.

Our other direct markets achieved a growth rate of
56% in 2023 (67% in SEK). The robust growth has increased
the share of these markets in our total sales from 18%
in 2022 to 24% in 2023. Spain contfinued to be the main
growth engine, and with the pricing and reimbursement
approval and the subsequent launch of our pharma-
ceutical Sedaconda (isoflurane) in Q4, further growth is
anticipated. Our other markets are also going into 2024
with a positive momentum. After the MHRA approval
in Q4, we are finally able to actively promote inhaled
sedation as a registered treatment in the UK. And with
several important university hospitals as new customers
and promising tenders underway, France is also poised
for growth in 2024.

For the first time in 2023, our distributor markets
showed positive growth in Q4. To counter previous sales
declines, we have revamped our distributor model,
established a new leadership team and intensified our
focus on key partners with the highest growth prospects.

2024 will be an important year for Sedana Medical
as we aim to reach EBITDA break-even in our ex-US
business during the year. This would mark a significant
achievement, representing the first fime in the company's
history, with the exception of Q12020, when the extraor-
dinary Covid-related sales resulted in a slightly positive
EBITDA.

The 2023 EBITDA loss excluding US-related costs
amounted to 40 MSEK, which is half of the 80 MSEK loss
recorded in the preceding year. Notably, the remaining
loss in Q4 was 8 MSEK, with 2 MSEK attributed to sever-
ance payments related to further organizational stream-
lining.

Progress towards US launch

We estimate the market potential for our inhaled sedation
products in the United States to 10-12 BSEK. This figure is
approximately three times greater than the combined
market potential of our current direct markets in Europe.
Several factors contribute to this significant opportunity,
including the large population size, a medical practice more
in favor of infubation compared to Europe, and an overall
attractive pricing environment.

Beyond the evident clinical benefits for patients, the key
determinant of a medical product's success in the US market
lies in its reimbursement status and impact on customers'
economics. In the past quarter, we conducted an in-depth
analysis of the US reimbursement landscape and how our
therapy aligns within it. Based on these insights, we are
now even more optimistic about the commercial success of
inhaled sedation in the US.

Our timeline with regards to the US launch is unchanged.
We are working towards an NDA submission in the first
quarter of 2025, positioning us for a potential launch in
2026, assuming the FDA adheres to their standard 10-month
review time. The recruitment of 235 ranomized patients
in INSPIRE-ICU 1is expected to be completed shortly, and
INSPIRE-ICU 2 is following closely behind. We will apply for
different benefits we may be entitled to, based on the Fast
Track Designation that FDA has granted us. If successful, this
could mean an acceleration of several months.

With 382 MSEK in cash and short-term investments and
a plan fo reach EBITDA break-even ex-US during 2024, we
assess we have funding in place to achieve US approval and
launch in the US market.

An exciting year ahead

Coming out of a successful 2023, we have set ourselves
ambitious targets for 2024: reaching an all-time-high in
sales, delivering EBITDA break-even ex-US during the year,
and receiving tfop-line data from our INSPIRE-ICU program
in the US, which could open the doors to the single biggest
growth opportunity of our future. | am excited about the
prospects of this year and look forward to updating you on
our progress.

Johannes Doll
President and CEO

Annual Report 2023 | Sedana Medical
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HISTORY IN BRIEF

Trading in the company’s The company applied for Data exclusivity and
share begins on Nasdaq a paediatric indication. market protection for Sedaconda
Stockholm Main Market. (isoflurane) until 2031.

Fast Track Designation
for the company’s therapy granted
by the US FDA.

Inclusion of the first
patient in the pivotal studies
in the United States.

NICE recommends
Sedaconda ACD
as a cost-saving

alternative.
Sedaconda (isoflurane) gains Sedaconda (isoflurane) is
European market approval. launched in Europe.

2020 2010-2020

The Sedaconda study (SED001) Sedaconda ACD is granted market approval in markets
reaches its primary endpoint. outside the EU, including Japan, South Korea and Mexico.

2005 2010

Sedana Medical is established Inhaled sedation is described as an
in Uppsala. alternative to intravenous sedation in
German healthcare guidelines.

2003 1999

Sedaconda ACD gains CE mark. Sedaconda ACD is tested clinically for the first time.

The company Louis Gibeck AB develops a prototype of Sedaconda ACD which,
h through a special formulation of activated carbon, reflects 90 percent of exhaled
The s

pharmaceutical product, without reflecting carbon dioxide.
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Inhaled sedation as
a global standard therapy

Sedana Medical’s vision is to make inhaled sedation
a global standard therapy for the sedation of mechanically
ventilated intensive care patients.

Purpose Strategy

To improve the patient’s life during and beyond sedation in Sedana Medical has established three strategic priorities:

infensive care. 1. Achieving lasting and profitable sales growth in Europe

L 2. Maximising the opportunities in the USA
Vision
To make inhaled sedation a standard therapy for patients
in intensive care.

3. Building a long-term profitable company

. Financial targets
Business conce pf  Net sales growth of 14-18% adjusted for currency effects
Sedana Medical’s business concept is to provide a solution in 2024.
to the problems associated with current intravenous
sedatives. This is to be achieved through the company’s
Sedaconda ACD technology which, together with the
pharmaceutical product Sedaconda (isoflurane), offers an
effective, user-friendly solution for the sedation of intensive
care patients mechanically ventilated for longer than 24
hours which is cost-effective for society.

« Break-even at EBITDA level during the year for business
outside the United States in 2024.

Sedana Medical has established three strategic priorities:

The company’s market approvals, in 18 European countries to date, mean that Sedana Medical is the first and only company
to offer an approved therapy for inhaled sedation in intensive care. With a strong focus on commercial execution and a
restrained investment philosophy that prioritises profitable growth, the company aims to make inhaled sedation standard
therapy.

With more than 100,000 intensive care beds and a generally higher price level for sedation therapies, the United States
represents the company’s largest potential market. After completion of the company’s clinical phase Ill programme, which
has been granted Fast Track Designation by the FDA, and provided approval is obtained, Sedana Medical aims to launch its
products through a dedicated commercial organisation in the United States in 2026.

Sedana Medical’s high gross margins and concentrated customer base (hospitals with intensive care) are important factors
in achieving attractive profitability when sales increase. An important priority is to achieve profitability for the business
outside the United States in 2024, so that the US launch can be based on a stable financial platform. Alongside financial
sustainability, Sedana Medical is working to minimise the climate footprint of the company and the therapy in order to
further promote long-term use of the company’s products.

Annual Report 2023 | Sedana Medical




Unique patented technology
in innovative therapy

Sedana Medical’s offering consists of the
medical device Sedaconda ACD (Anaesthetic
Conserving Device), the pharmaceutical

product Sedaconda (isoflurane) and accessories.

Sedaconda ACD, intended for single use and replace-
ment every 24 hours, is a unique and innovative device for
simple and effective delivery of volatile anaesthetics that
works smoothly in combination with ventilators, syringe
pumps and gas analysers already in place in ICU. For

the customers, this means that they can manage without
expensive new investments in equipment. Sedaconda ACD
is protected by a number of different patents, and the
therapy as a whole enjoys data exclusivity in Europe until
2031, making Sedana Medical the only company approved
to market inhaled sedation in intensive care.

Sedaconda ACD -

enables simple and effective delivery with
a high level of re-use

=» Liquid anaesthetic is delivered to the Sedaconda ACD,
where it is vaporised.

=» During inhalation the vaporised pharmaceutical is
transported to the patient.

Sedana Medical | Annual Report 2023
-

[ 1Air mmmm Volatile anaesthetic

=» The pharmaceutical is rapidly distributed via the lungs
and the blood circulation to the brain, where it exerts its
desired effect.

=» Pharmaceutical in the exhaled air is absorbed in the
filter in the Sedaconda ACD.

=» On the next inhalation, the pharmaceutical is released
from the filter, combined with new vaporised pharma-
ceutical and returned to the patient with the air flow.

=» Approximately 90% of the pharmaceutical is recircu-
lated in this way to the patient, reducing consumption.




Sedaconda ACD is compatible with common ICU equipment

Ventilator

Gas analyser

Syringe pump
Anaesthetic agent line
Y-piece

Endotracheal tube

Gas sampling line

NSO G RWN

Passive gas scavenging system

The Sedaconda ACD is used in combination with a
ventilator (1), a gas analyser (2) and a syringe pump (3).
The specially designed syringe (with a unique connector) is
placed in a standard syringe pump. The Sedaconda ACD
is placed between the Y-piece (5) and the endotracheal
tube (6). Sedaconda (isoflurane) is delivered from the
syringe through the agent line (4) to the Sedaconda ACD,
where the pharmaceutical is vaporised. The vaporised gas
is delivered with the inspiratory flow from the ventilator to
the patient. Approximately 90% of the anaesthetic agent in
the expired air is absorbed by the carbon filter, released Vaporiser Circular system/ Bacterial/viral Moisture and
and returned to the patient during inhalation. The remain- reflector filter heat exchanger
ing anaesthetic agent passes through the ventilator, out

through the exhaust line and is collected by the company’s

FlurAbsorb filter or by an active gas scavenging system (8).

Sedana Medical’s unique and patented technology
combines four functions — evaporation, reflection, humid-
ification and filtration - in a single device: (A) a unique
miniature vaporiser (required for controlled production of
the anaesthetic gas), (B) a reflector with a unique acti-
vated carbon filter (for recirculation of the anaesthetic gas,
(C) a bacterial and viral filter, and (D) a moisture and heat
exchanger.

Annual Report 2023 | Sedana Medical 1



Sedation in intensive care

Increased use of inhaled sedation in intensive care units (ICUs)
is a potential paradigm shift in the care of critically ill patients.

Expectations on a modern sedative
for use in ICU are:

Fast-acting (the patient is sedated quickly)
Good controllability of depth of sedation

Few side effects

Rapid wake-up (which requires a low degree of

accumulation and absence of active metabolites) Sedation means putting a patient into a
medically induced state of reduced conscious-
ness fo relieve anxiety, agitation and pain,
traditionally through intravenously delivered
pharmaceutical products.

All these expectations can be met
by inhaled sedation

12 Sedana Medical | Annual Report 2023



Inhaled sedation has several
medical benefits compared to
traditional alternatives:

=» Rapid and predictable wake-up: Wake-up
times are short (10-20 minutes) and
predictable?. It reduces time to extubation
(disconnection from ventilator), improves
clinical workflow and facilitates patient
rehabilitation after therapy.

=» Better control of depth of sedation:

Inhaled sedation enables simpler control of
depth of sedation?®, which reduces the risk

of over- or under-sedation and simplifies
wake-up to check neurological status. This also
reduces the need for computed tomography
(CT) scans.

=» Fewer side effects: Hallucinations and
delirium occur less frequently*.

=» Effective elimination via the lungs:

Pharmaceutical products for inhaled sedation
are in principle eliminated only via the lungs,
minimising the need for metabolism in the
liver or kidneys. This makes inhaled sedation
also suitable for patients with liver and kidney
disease®.

=» Reduced opioid use: Through sedation
with isoflurane, the dose of analgesics
such as remifentanil and other opioids can
be reduced by approximately 30 percent
compared to intravenous sedation®.
This means a reduced risk of dependency,
withdrawal symptoms, delirium and
impaired bowel function’.

=» Improved spontaneous breathing:
A higher proportion of spontaneous
breathing improves the prospects of
maintained lung function during and after
ventilator therapy?®.

Footnotes - see Literature references on page 78.

The problem facing ICUs

Intensive care units treat severely ill patients with
life-threatening conditions such as tfrauma, organ failure,
sepsis and acute lung failure. Many of these patients
need mechanical ventilation to breathe. Sedation is used
to manage this and reduce the patient’s discomfort, also
facilitating medical actions. It is usual for sedation to
continue for several days. There are challenges with pres-
ent-day intravenous sedation, often due to the infravenous
drugs accumulating in the body over time. The challenges
include long wake-up times, complicated monitoring of
pharmaceutical product levels and side effects such as
development of tolerance and delirium.

All these problems prolong the period of care in the
intensive care unit and can affect the patients’ survival
and cognitive function. In addition, intravenous sedation
can be problematic due fo hepatic and renal impairment
in infensive care patients, which can lead to an accumu-
lation of pharmaceutical product and increased mortality
among long-term ventilated patients”. Owing to the risks
of infravenous sedation, there are recommendations that
limit the use of commonly occurring sedatives such as
propofol and benzodiazepines, but these are nevertheless
used as the alternatives are limited.

The Sedaconda study — a decisive break-
through and the basis for market approval in
Europe

The clinical phase Il study Sedaconda (SED001), showed
that Sedaconda (isoflurane), delivered via Sedaconda
ACD, is an effective therapy for sedation of mechanically
ventilated intensive care patients, comparable to propofol.
In addition, the study shows that the therapy enables faster
and more controlled wake-up, reduced need for opioids
and a higher proportion of spontaneous breathing, which

improves the prospects of maintained lung function during
and after ventilator therapy compared to propofol.

The study took place over the period 2017-2019 at 21

clinics in Germany and three in Slovenia, and included 301
mechanically ventilated intensive care patients in need of
sedation. The study results are the single greatest advance
for inhaled sedation since Sedaconda ACD was developed,
and form the basis for Sedana Medical’s European market
approval. In August 2021, the study results were published in
the highly respected scientific journal The Lancet Respira-
tory Medicine.

Annual Report 2023 | Sedana Medical
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Health-economic benefits

A post-hoc analysis published in the Journal of Critical
Care in June 2023 shows that sedation with isoflurane as
the primary sedative in mechanical ventilation for the first
30 days leads to substantially more ICU-free days than
intravenous sedation with propofol. The difference was
four days.

At an average cost of around EUR 2,000-4,000 per
bed day and patient in Europe, intensive care patients are
expensive for hospitals. The cost of intensive care patients
is estimated to be three fo five times higher than that

€€Inhaled sedation can lead
to fewer ICU days, which can
reduce care costs and improve
patient prognoses 99

Modelling by NICE shows savings
of up to GBP 4,000 per patient

fewer ICU days with inhaled sedation

cost of one ICU day

14 Sedana Medical | Annual Report 2023

of patients in ordinary hospital wards. By reducing the
number of bed-days in intensive care, care costs can be
lowered, while the patient’s prognosis is improved.

The daily cost of intravenous sedation varies sharply
between countries, and the picture is complicated by
different combinations of sedatives (for example propofol
and midazolam) being used and dosage varying depend-
ing on the patient’s weight, condition and tolerance. It
leads fo significant variations in the cost of infravenous
sedation.

The UK National Institute for Health and Care Excellence
(NICE) back in 2022 recommended Sedaconda ACD as a
cost-saving alternative for inhaled sedation in intensive
care. According to NICE, cost modelling has identified
savings of up to GBP 4,000 per adult patient compared to
intravenous sedation (30 days timeframe for adult patients
needing mechanical ventilation for 24 hours or longer in
intensive care).




Towards a paradigm shift in

Infensive care

Sedana Medical is continuing to work on securing medical evidence
demonstrating that inhaled sedation is a better and more cost-effective

therapy than the current standard therapy.

By demonstrating significant benefits, the therapy is
expected to gain ground and be included in national
guidelines, and gradually become a new standard therapy
throughout the world. The company’s most important
clinical programme now under way is INSPIRE-ICU - the
clinical phase Il programme in the United States (see
pages 21-22).

In addition to its own clinical studies, Sedana Medical
supports independent research in inhaled sedation. One of
the prioritised studies supported by Sedana Medical is the
SESAR study (SEvoflurane for Sedation in Acute Respiratory
distress syndrome: A multicenter prospective randomized
trial), which is being conducted with support from Sedana
Medical and the French Ministry of Health.

i

In addition to its own clinical studies,
Sedana Medical supports
independent research in inhaled sedation.

IsoCOMFORT (SED002)

Sedana Medical’s paediatric study

In 2021-2023, Sedana Medical conducted a paediatric
clinical phase Il study, IsoCOMFORT (SED002), which
compared efficacy and safety for Sedaconda (isoflurane),
delivered via Sedaconda ACD-S, with intravenous mida-
zolam for the sedation of mechanically ventilated patients
aged 3-17. The patients were sedated for 12-48 hours with
one of the methods of sedation, and the primary endpoint
was the proportion of fime spent at adequate depth of
sedation. The study covered around 90 evaluable patients
from intensive care units in Germany, France, Spain and the
United Kingdom.

The main results were published in the clinical trials
database EudraCT in November 2023. Soon afterwards,
Sedana Medical was able to announce that the Paediatric
Committee of the EMA (European Medicines Agency) had
issued a positive opinion regarding compliance of the
company’s paediatric investigation plan, which confirms
data exclusivity and market protection for Sedaconda
(isoflurane) until 2031. Sedana Medical applied for a paedi-
atric indication in December 2023. The company expects
the study to lead to market approval for children in Europe
in 2024.

SESAR

Investigator-initiated study,

the largest with Sedaconda ACD

SESAR is a randomised, controlled study covering 700 adult
intensive care patients with moderate to severe respiratory
failure (ARDS, Acute Respiratory Distress Syndrome). Inhaled
sedation with sevoflurane for up to seven days is compared
to intravenously delivered propofol. The primary endpoint is
the efficacy of inhaled sedation assessed as the number of
ventilator-free days at day 28. Secondary endpoints include
changed function of the lungs and other organs.

The study, which is led by associate professor Matthieu
Jabaudon at the Centre Hospitalier Universitaire Clermont-
Ferrand, France, is being conducted at 30 intensive care
units throughout France and recruited its last patient in
November 2023. The same research team published results
from a pilot study in 2017 which led to this larger study,
designed to confirm the preliminary results from the pilot
studly.

The work on processing and analysing data is expected
to continue at least until the second half of 2024. Sedation
is challenging, particularly for patients with ARDS, and
potential benefits beyond sedation effects would therefore
make a new therapy method very attractive.

Annual Report 2023 | Sedana Medical
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A market with great potential

Sedana Medical’s market consists of mechanically ventilated patients
in need of sedation in intensive care units in all parts of the world.

Geographically, Sedana Medical has a clear focus on
the company’s current direct markets in Europe (Germany,
Spain, France, UK, Nordics, and Benelux) as well as the
company'’s largest potential market, the United States. The
market potential is expected over fime to increase in line
with demographic trends.

99Demand is created among healthcare
professionals by clarifying the benefits
of inhaled sedation 99

g

Sedana Medical | Annual Report 2023

In Europe, where around a million infensive care patients
need mechanical ventilation and sedation annually?®,
Sedana Medical estimates the market potential for its
product portfolio at around SEK 3-4 billion. In the United
States, where over two million intensive care patients need
similar therapy'®, Sedana Medical estimates the potential at
SEK10-12 billion, based on an assumption of a minor price
difference of 10-20 percent compared with Europe. If the
price difference is assumed to be similar to other sedation
therapies, the potential can increase proportionally.
Beyond Europe and the United States, Sedana Medical
has distributors in more than 30 countries around the world.

Sedana Medical covers
most of Europe

Countries where Sedaconda (isoflurane)
has been launched

The pharmaceutical product to date has been
launched in Germany, Sweden, Norway, the
Netherlands, France and Spain as well as in
Slovenia through a distributor.

Launch is expected to take place during spring
2024.

Countries where Sedaconda (isoflurane)
is approved

Sedaconda (isoflurane) is approved by national
authorities in all 18 countries where Sedana
Medical has applied for approval: Austria,
Belgium, Croatia, Denmark, Finland, France,
Germany, Ireland, Italy, Netherlands, Norway,
Poland, Portugal, Slovenia, Spain, Sweden,
Switzerland and the United Kingdom.




Europe

MARKET « EUROPE

Spain - Sedana Medical’s
fastest growing market

Spain is Sedana Medical’s fastest growing market. In
2023, the Spanish Ministry of Health granted price and
reimbursement approval for the pharmaceutical product
Sedaconda (isoflurane). Several customers in Spain have
waited for the price and reimbursement decision before
intfroducing inhaled sedation in their hospitals.

Carlos Navarro, Country Manager for Spain:

“We have a positive trend with regard to the
introduction of Sedaconda ACD thanks to the trust
our customers place in us due to the extensive
knowledge we have of the therapy and the support
we can provide in connection with therapy. Even
in very complex patients, where other sedation
strategies fail, our therapy is successful, and it is
very valuable for care staff. | am optimistic about
the future, not just because of the response from
our present-day customers but also because of
the great interest shown by other clinics. When we
attend scientific conferences there is huge interest
- many people want to learn more about inhaled
sedation.”

Effective direct sales — the cornerstone of Sedana Medical’s success

Sedana Medical serve its most important markets

in Europe with its own sales force consisting of product
specialists who are mostly former nurses with intensive
care experience of their own. These experts train the
clinics in correct use and implementation of the therapy.
Germany is Sedana Medical’s largest market, accounting
for 70 percent of the company’s sales in 2023, while other
direct markets contributed 18 percent. In most of the rest
of Europe and also other parts of the world, the company
uses distributors.

The target groups include infensive care doctors,
intensive care nurses and purchasing decision-makers
for medical devices and pharmaceutical products. The
customer base is dominated by university hospitals and
large medium-sized hospitals, where the products are
bought through the hospitals’ purchasing departments.
Sedana Medical often attends infernational and national
congresses fo increase awareness of the therapy. The
sales efforts are adapted to different countries and
regions, but common to these efforts is an endeavour

to create demand among healthcare professionals by
making clear the benefits of inhaled sedation for patients
in day-to-day ICU activity, as well as clarifying the
health-economic benefits for the hospital to the purchas-
ing departments and other decision-makers.

Sedana Medical focuses on building a commercially
strong company by directing investments fowards profit-
able growth opportunities and improving the efficiency of
the sales organisation. The company invests selectively in
countries with good growth and positive cash flows, such
as Germany and Spain, while investments in areas with
lower potential are carefully adapted until the company
is clearly trending towards break-even. This strategic
approach ensures positive contributions over time from
all markets. At the same time, steps are taken to increase
efficiency in the sales force, for example through greater
customer contact, a better customer-cultivating process,
a more effective sales model and a more rigorous
follow-up process.
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INTERVIEW ¢ Uwe Veismann, General Manager for Germany, the Nordics and Benelux

Increased use and positive results

Uwe Veismann is the General Manager for Germany, the Nordics and Benelux.
He started as a salesperson at Sedana Medical in 2009 and has gradually
advanced within the organisation. In 2016 he became country manager

for Germany. He took up his current role in November 2023.

Tell us about Sedana Medical’s business in Germany

We have ten active salespeople, two regional managers,
customer service and marketing staff. The pandemic
meant that our sales rose, but at the same time forced an
online launch of Sedaconda (isoflurane), due to limited
in-person access fo the hospitals, which was not optimal.
All things considered, | am confident we would have had
a good increase in sales in Germany in recent years even
without the pandemic.

€€ We emphasise the pharmaceutical
benefits over alternatives, and highlight
in particular the clinical benefits of
inhaled sedation 99
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How do you educate healthcare staff staff on
the benefits and use of Sedaconda ACD?

As penetration is relatively high in Germany, we primar-
ily focus on increasing use among existing customers
where we build relationships with doctors, nurses and
respiratory therapists. Transparent communication on the
device’s benefit/risk profile and addressing customers’
questions are crucial. We emphasise the pharmaceutical
benefits over alternatives, and highlight in particular the
clinical benefits of inhaled sedation. We also try to include
feedback from purchasers on the economic benefits for
hospitals.

Are there ongoing clinical studies or research
cooperations in Germany that involve Sedana Medical
products?

We cooperate with universities and support investigator-
initiated studies. To take an example, we are supporting

a study examining the need for continuous gas analysis.

If this study has a positive outcome, it can be meaningful
for treatments and the future of the therapy.

How has interest in inhaled sedation developed?

We have noticed increased use and positive results,
particularly during the pandemic. Sales have increased,
and customers who started using Sedaconda ACD during
the pandemic have contfinued to do so since, which
suggests that the doctors regard the therapy as effective.
There are several studies indicating drawbacks with
traditional methods of sedation, while the benefits of
inhaled sedation are highlighted. Despite intfravenous
drugs being competitors, the great interest shown and
increasing use point fo a positive path for inhaled sedation.

What do you think about the future
for Sedana Medical in Germany?

| am optimistic about our continued growth. We expect
updated guidelines for care within a few years, where we
anticipate the Sedaconda therapy attaining higher levels
of evidence and recommendation than today. The trend
is also being driven by negative results for dexmedetomi-
dine and propofol. In addition to this there is our paediat-
ric study, which is further improving our future prospects.

Uwe Veismann is the General Manager for Germany, the Nordics
and Benelux. He took up his present role in November 2023.



USA

The market with the greatest potential

The United States, with over 100 000 ICU beds and
significantly higher price levels than Europe, represents
the most significant potential market for inhaled sedation.
By comparison, there are around 20,000 ICU beds in
Germany, Sedana Medical’s largest current market, where
therapy prices are lower than in the United States.

Sedana Medical has successfully established
Sedaconda therapy in more than half of Germany’s inten-
sive care units. This is partly due to guidelines from 2010
that recommend inhaled sedation as an option for certain
patient groups, as well as strong support from German
opinion leaders.

In 2023, sales in Germany reached a penetration of
around 12 percent of market potential, with higher levels
in the company’s best-performing regions, where pene-
tration exceeded 20 percent. Penetration on the direct
markets outside Germany was below 2 percent.

Market potential in prioritized geographies

(direct markets)

Ventilated adult
ICU patients p.a.

Market potential
inhaled sedation
(low- to mid-single digit growth p.a.)

Penetration rates 2023

Germany: ~12%

Best territories in Germany: >20%

Other direct markets: <2%

Sources:

Key assumptions

Comparable approved label as in Europe

Assumed only modest price premium

vs. Europe (10-20%) - upside if price
difference in line with other sedation
therapies (e.g., propofol) can be achieved

Europe: based on publicly available data by country and Sedana Medical analysis

USA: based on market assessment performed by external consultant company (Clarion Health)
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CLINICAL STUDIES « USA

Inhaled sedation can be a good
alternative for almost all ventilated
intensive care patients

Dr Hughes is one of the investigators in INSPIRE-ICU.

Dr Christopher G. Hughes, professor of
anaesthesiology at the Department of
Anesthesiology, Division of Anesthesia
Critical Care Medicine at Vanderbilt Univer-
sity Medical Center (VUMC). Dr Hughes is
responsible for the Critical lliness, Brain
Dysfunction and Survivorship Center (CIBS)
at VUMC.

“From my experience to date and from the potential
benefits of inhaled sedation, | believe that inhaled
sedation can be a good alternative for almost all
ventilated intensive care patients.”
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Clinical studies

Sedana Medical is conducting a clinical programme in the United States which aims
to form the basis for market approval and launch of inhaled sedation for the ICU.

INSPIiRE-ICU 1 & 2 (SED003 & SED004)

With the aim of achieving US market approval, Sedana
Medical is conducting two parallel clinical studies,
INSPIRE-ICU 1 & 2. These are two identical randomised
phase Il studies aiming to confirm and verify efficacy
and safety for sedation with isoflurane delivered via
Sedaconda ACD.

To fulfil the FDA requirements, the studies are observer-
blinded, and the primary endpoint will be the proportion
of time spent at adequate depth of sedation. The studies
will be carried out at around 30 highly reputed clinics
in the United States and include a total of around 600
patients (of which 470 randomised and 130 “run-in"). The
name INSPIRE-ICU stands for Inhaled Sedation vs Propofol
In Respiratory Failure.

INSPIRE-ICU 1 & 2 for US market approval

| 2022 [B20238 2024 |

INSPIiRE-ICU 1

(USA adults) n=235 FPI Q2 2022 LPO Q2 2024

INSPIiRE-ICU 2

(USA adults) n=235 FPI Q2 2022 LPO Q2 2024

FPI - First patientin LPO - Last patient out

The aim is to show that Sedaconda (isoflurane) delivered
via Sedaconda ACD is effective and equivalent to propofol
for sedation of mechanically ventilated patients in intensive
care. In addition, several secondary endpoints are being
studied, such as opioid use, time to wake-up, cognitive
recovery and spontaneous breathing. The study design

is similar to the Sedaconda study (SED0OT1) successfully
performed in Europe in 2017-2019.

The first patient was included in April 2022 and the last
patient is expected to be included during the first half of
2024.

The work on the clinical studies is being implemented
with the assistance of a US partner (clinical research
organisation, CRO). At the end of 2023, Sedana Medical’s
US subsidiary had four employees working mainly as
clinical training specialists at the sites where the clinical
trials are being conducted.

Sedana Medical intends to include
around 30 clinics in the United States

Sedana Medical has engaged highly reputed clinics
throughout the United States to take part in the
company’s pivotal studies.
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Towards a launch in the United States in 2026

Based on the INSPIRE-ICU study programme,
Sedana Medical intends to submit an application for
US market approval the first quarter of 2025.

The goal is to obtain registration in the US for
Sedaconda ACD and isoflurane, and based on FDA
approval in late 2025 or early 2026, the goal is a potential
US launch in early 2026.

To attain the highest possible shareholder value, Sedana
Medical plans to launch its products commercially in the
United States under its own auspices.

Randomised, blinded study

Total ~470 patients

Clinical
studies

Randomised, blinded study

Fast Track Designation

In January 2023, the FDA granted Fast Track Designation
(FTD) for the evaluation of isoflurane delivered via
Sedaconda ACD-S for the sedation of mechanically ventilated
intensive care patients in the United States.

Fast Track is a process designed to facilitate the develop-
ment and expedite the review of therapies that treat serious
conditions and fill an unmet medical need. The purpose is fo
get important new therapies to the patient earlier.

A clinical programme with FTD can benefit from more
frequent communication with the FDA. In addition, the
programme may be entitled to accelerated approval and
priority review if certain criteria are met. A further benefit
may be rolling review, which means that completed sections
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Ongoing and future key activities linked to this are:

- optimising the clinical programme to further strengthen
the evidence base, including patient follow-ups after
three and six months as per FDA instructions;

- analysing the US market at the regional and hospital
levels, including pricing and remuneration systems;

« expanding the American organisation with the build-up
of a dedicated sales force in the United States;

- preparing the market for a successful launch by increas-
ing awareness.

Submission
of NDA

of applications can be submitted one by one instead of all
sections needing to have been completed prior to submission.

Sedana Medical will have an opportunity to discuss some of
the potential FTD benefits with the FDA at what is known as a
pre-NDA meeting, which might have a positive impact on the
communicated timetable for launch in the United States.

Registration via 505(b)(2)

For the US market, the FDA has approved Sedana Medical
taking the 505(b)(2) route to registration, which simplifies the
company’s options regarding using data collected previously.
This registration is usually less demanding than 505(b)(1),
which is used for completely new drug substances.



There is great interest in inhaled sedation across the world

Sedana Medical cooperates with distributors as a quick
and low-risk way of establishing Sedaconda ACD in intensive care
in countries where the company does not have its own sales force.

Sedana Medical has distributor agreements in all
continents of the world except Africa, and Sedaconda
ACD is sold in over 30 countries through distributors.
There is also great inferest in inhaled sedation outside
Europe and the United States, and Sedana Medical has
seen increasing demand for Sedaconda ACD in other
parts of the world. It is clear that the positive trend for
inhaled sedation on the Spanish market is contributing to
increasing awareness and customer interest in Latin and
South America.

Markets are evaluated continuously, where market
potential, availability and necessary investments justify
registration of Sedaconda ACD and/or isoflurane. In the
short term, Sedana Medical has no intention of estab-
lishing a presence with its own direct sales channels in
markets outside Europe, except in the United States, but
considers that these markets may be of potential interest
for direct sales in the long term.
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Sustainability

Sedana Medical aims to be a credible and reliable counterpart to its
business partners, an attractive employer and a long-term investment

for its shareholders.

Doing business in a global and regulated environment
poses many potfential challenges. Sedana Medical’s Code
of Conduct constitutes a framework for what the company
considers to be responsible and appropriate conduct. We
endeavour to act responsibly in everything we do in order
to build a long-term sustainable business. Sedana Medical
supports the Ten Principles of the UN Global Compact

in the areas of human rights, labour, environment and
anti-corruption. The company strives for openness and
transparency in its business operations, and further
development of its work on sustainability in all its forms is
an ongoing process.

Responsible action

Sedana Medical endeavours always to act ethically,

and we expect a high ethical standard from all our staff.
Competent, responsible and committed staff are crucial
to the company’s ambition to act responsibly towards alll
countferparties and society at large. We sell our products
directly to hospitals through dialogue with healthcare
professionals and administrative staff, either on site at the
hospital or at industry conferences. In some markets the
company also takes part in public procurements. In inter-
actions with our customers there is a risk of undesirable
behaviour on the part of our employees, including corrup-
tion. To manage these risks, the company has a Code

of Conduct, which applies to all employees, the Board

of Directors, consultants and temporary staff, as well as
an anti-corruption policy. The Code of Conduct includes
sustainability, the work environment, health and safety, the
environment, gender equality and purchasing. Both these
documents are regularly updated to reflect our business
and its risks.

An attractive employer

Sedana Medical is continuing to grow, which means that
the need for staff and skills is increasing. In 2023, the
company welcomed several new colleagues, people who
in their respective roles will strengthen the organisation,
while some colleagues also left Sedana Medical. At the
end of 2023, the company had 79 (85) employees and 7
(10) interim consultants in (8) 8 countries.

At Sedana Medical we believe our diversity is a
strength. We are also very proud fo have an even gender
balance of 48:52 in favour of men. We have a clear
recruitment process based on skill and experience and use
a structured process with evidence-based questioning, to
ensure that we do not discriminate.

To make it easier for staff to be further developed, the
company has a mentorship programme for people who
are new fo staff-managing positions. These are paired

with people in the organisation who have great
experience of leadership and can act as a sounding board
for the new employee during the initial period at the
company.

Sedana Medical’s work on being an attractive and
inclusive employer is governed by the company’s HR policy.

The work environment and employee commitment

Our ambition is to have a workplace free from work-
related injuries or accidents. A working environment
handbook is available for all employees with mandatory
training during onboarding. The handbook contains a
gender equality and diversity policy, a policy regarding
harassment, discrimination and discriminatory treatment.
The handbook also states that employees must report
any occupational injuries. There is a union safety repre-
sentative at head office for issues related fo the working
environment, as well as a process for systematic and
regular review. Sedana Medical offers health insurance to
all employees, and for employees in Sweden we also have
a wellness allowance.

The company regularly conducts staff surveys as a
basis for changes and improvements. In 2023, this was
done on three occasions (‘Pulse Check’). These surveys
provide the company with guidance on how staff find the
work environment and the company as an employer, as
well as whether efforts to bring about continuous improve-
ments are working. Regular surveys remind staff that their
opinions are important and a constantly prioritised matter
in the company. The company also uses a total called
‘I Suggest’, where the whole organisation can submit
suggestions for improvements and/or changes.

Since 2022, the HR Department has also arranged a
‘Board Member for a Day’, with the aim of everyone in the
organisation being able to make their voice heard. This
concept means that around 8-10 people from different
parts of the organisation are brought together o discuss
ideas and issues that are then presented to the manage-
ment team.

Sedana Medical staff are encouraged to report openly
any phenomena or unethical behaviour to their line
manager, the head of HR or the chief legal officer, or by
using Sedana Medical’s whistleblower system, Speak-Up,
in accordance with the company’s whistleblower policy.
The whistleblower system, which is provided by an
independent external party, makes anonymous dialogue
possible between the employee and the company and
is an important tool in drawing attention to and counter-
acting behaviour that is not compatible with Sedana
Medical’s values at an early stage. All notifications made
through Speak-Up are reviewed by the Legal Department
and investigated according to Sedana Medical’s whistle-
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blower policy and followed up with suitable measures
where necessary.

No forms of reprisal against anyone expressing concern
or opinions, reporting irregularities in good faith or taking
part in an investigation of a case are tolerated.

No reports of irregularities were received via the system
in 2023.

Responsible purchasing

Sedana Medical successively infroduces clauses into its
agreements with its suppliers in which they undertake to
comply with its Code of Conduct. This is a continuously
ongoing dialogue with our suppliers and is reviewed on a
regular basis. Compliance with our Code of Conduct plays
a significant role in choice of supplier and continuation of
the relationship. We have an ongoing dialogue and regu-
larly review our suppliers. If any findings and non-con-
formances are found, we work together with the supplier
concerned to correct the non-conformance.

There is zero tolerance of all forms of inappropriate
payment, direct or indirect, regardless of whether it
concerns a direct bribe or other type of payment, gift,
benefit, remuneration or other representation that could
constitute a breach of law, or which could influence or be
thought to influence judgment.

Reduced environmental footprint

The business will be run in an environmentally sustainable
manner based on the business circumstances and follow
prevailing environmental laws and regulations. The work
on the environment and sustainability must be based on
the UN’s Sustainable Development Goals. Sedana Medi-
cal will attain this goal by applying the principle of avoid,
reduce and replace.

We endeavour to increase the competence and
commitment of employees on environmental and sustain-
ability issues, where everyone in the company should
carry out their work with as little impact on health and the
environment as possible. Sedana Medical will continuously
strive to bring about improvements to reduce our adverse
impact on the environment, take account of the environ-
ment and health in the development of products and
processes and prioritise innovative, environmentally sound
technology.

Sedana Medical’s medical devices largely consist of
plastic. In general terms, for the whole of our product
portfolio we aim to use recycled plastic where possible,
use plastics that can be recycled, and label clearly all
material that can be recycled. We also make continuous
efforts to reduce the amount of plastic used for packaging.
Our goal is to offer our customers a sustainable solution
for the use and handling of isoflurane.

In 2023, Sedana Medical continued fo cooperate pro-
actively with key stakeholders to identify opportunities to
further minimise the environmental impact of our products.
Initiatives currently under way include the following:
- Minimising consumption of plastics and volume of
packaging
- Increased reflection efficiency of Sedaconda ACD
- Increased capture efficiency and potential recycling
of anaesthetic gas
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Sedana Medical recruited a Sustainability Manager in
2023 to direct the company’s work towards a reduced
climate footprint. In addition to the focal areas above, the
company will also work on producing a life cycle assess-
ment for the company’s products for a more complete
picture of its climate footprint, including scope 1,2 and 3
CO, emissions.

The device Sedaconda ACD

Sedana Medical is mindful of the selection of materials
and tries to include low environmental impact materials
when possible, such as polypropylene, polyethylene, poly-
carbonate, high-density polyethylene, stainless steel, and,
in some instances, rubber. Commonly used plastics such as
polyvinyl chloride (PVC) biodegrade slowly and have the
potential to affect aquatic ecosystems. Phthalates, which
are used as plasticisers, have adverse effects on health
when used. Sedana Medical endeavours to use phtha-
late-free plastics and materials with low environmental
impact for Sedaconda ACD and its accessories.

The pharmaceutical product Sedaconda (isoflurane)
The environmental impact of a pharmaceutical depends
on 1) its carbon footprint, 2) the quantities consumed, and
3) the quantities released into the atmosphere, and/or 4)
info our waters after use.

1. The carbon footprint of a gas is most suitably measured
in terms of global warming potential (GWP), which takes
account of both effect and how long the gas stays in the
atmosphere. The GWP of anaesthetic gases is gener-
ally high if these are released into the atmosphere.
However, the GWP of isoflurane and sevoflurane is 15
and 20 times lower respectively than that of desflu-
rane’.

2. The consumption of pharmaceutical product can
be reduced with the aid of high reflection (re-use).
Sedaconda ACD reduces the quantity of consumed
anaesthetic gases by reflecting (re-using) around 90
percent of the gas in the patient’s exhaled air'™.

3. Emissions after use are minimised by using the compa-
ny’s FlurAbsorb product to capture unreflected gas. As
a result, the work environment is protected locally for
healthcare staff and emissions into the atmosphere
are prevented. Studies confirm very low emissions in
connection with use of Sedaconda ACD and Sedaconda
(isoflurane), far below permitted limit values®™.

4. The risk of potential discharges of Sedaconda
(isoflurane) into aquatic systems is minimal as isoflu-
rane undergoes minimal metabolism (less than 0.2
percent of the administered pharmaceutical product
is eliminated via the kidneys), and elimination takes
place almost exclusively via the respiratory tract in
unchanged form™.

Transport and travel

Transport accounts for a large share of many companies’
environmental footprint. Goods and services should be
delivered with an awareness of, and concern for, the
environment. We therefore make active efforts to minimise



air freight, which should be used in exceptional cases
only. One aim is to use sea freight for at least 90 percent
of our incoming volumes of freight. Sedana Medical also
endeavours to improve the efficiency of fransport by
reducing the size of packaging for our products.

Some of our efforts to minimise the environmentall
impact of the business are focused on emissions from
transport with our own vehicles. Our policy for company
cars encourages a switch to alternatives with low CO,
emissions, which has started to yield lower volumes of
emissions.

Under our travel policy, a journey must always be
booked using the most cost-effective option. Online
meetings are always encouraged, to reduce environmen-
tal impact, cost and the impact travel has in terms of the
balance between work and leisure. The company permits
remote working whenever and wherever appropriate.

Environmental impact at suppliers

A major part of Sedana Medical’s environmental impact
arises in external operations through contract manu-
facturers and operators in logistics and distribution of
our products. Sedana Medical strives for long-term and
responsible relationships with suppliers and distributors
and will aim for increased focus on environmental and
sustainability issues through a continuous dialogue with
them. A sustainable supply chain is crucial for resource-
efficient products and processes. We work together with
our suppliers, who manufacture, pack and distribute our
products fo reduce our environmental impact wherever
we can.

The product life cycle of inhaled sedation

Material and manufacturing

Use of material with low
environmental impact

Use of recycled material and
recyclable material

Resource efficiency of
manufacturing processes

Reduction in the quantity of plastic
for packaging

Recycling and disposal

Plastic waste after therapy has been
carried out is separated for recycling

The FlurAbsorb filter and the enclosed
gas are disposed of by incineration.
Incineration residues (ash) and emissions
to air are checked to make sure they are
within the statutory limits set out in

the relevant regulatory framework for
incineration plants.

Quality management

Sedana Medical’s devices and products are developed
and manufactured in accordance with quality-controlled
processes. The company has a quality management
system that fulfils the requirements of ISO 13485 (design
and manufacturing of medical devices) and MDR 2017/745
and holds MDSAP (Medical Device Single Audit Program}
certificates for Canada and Japan, among other countries,
which certify compliance with standard and statutory
requirements for medical devices. The company further-
more has wholesale licences and a certificate showing that
the company complies with the rules for Good Distribution
Practice for pharmaceutical products.

Sedana Medical’s quality management system is
evaluated by both internal and external reviewers, and
regular inspections are made by both authorities and the
company. Sedana Medical regularly reviews its suppliers,
and if any findings and non-conformances are found, the
company works with the supplier concerned on the basis
of established procedures and standards to correct the
non-conformance.

In its research and development work, Sedana Medical
complies with the Declaration of Helsinki covering ethical
principles governing how research and development
involving humans must be conducted, as well as infer-
national standards such as Good Laboratory Practice
(GLP) and Good Clinical Practice (GCP).

Sedana Medical works closely and in dialogue with the
healthcare system as well as competent authorities in the
market concerned to understand needs that change and
to be able to act quickly and correctly in response fo any
complaints linked to the company’s devices and produc-
tion or action.

Transport
Minimising air freight
Reducing volumes of packaging
to make transport more efficient

Fuels with low environmental
impact

Product use

Sedaconda ACD reduces the
quantity of consumed pharma-
ceutical product

FlurAbsorb captures unreflected
gas, minimising exposure for the
environment and healthcare staff

Negligible excretion via the kidneys
means that minimal quantities of
the pharmaceutical product are
released into aquatic systems
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Share information and

shareholders

The Sedana Medical share was listed on Nasdaq First North Growth Market
in June 2017, and has been listed on Nasdaq Stockholm since 25 January 2023.
The share is included in the OMX Stockholm Pl index.

Share capital

The total number of shares outstanding at 31 December
2023 was 99,336,960. At year-end, share capital totalled
SEK 2,483,424. Each share entitles the holder to one vote
af the general meeting of shareholders, and each share-
holder has the right to vote for the full number of shares
they hold. All outstanding shares are fully paid up. The
company’s share capital is expressed in Swedish kronor
(SEK) and distributed across the company’s outstanding
shares at a quotient value of SEK 0.025 per share.

Share trading

The initial price when the shares were listed on First North
Growth Market 2017 was SEK 4.88™*. The opening price in

the year was SEK 23.16. During the year a total of 47 million
Sedana Medical shares were traded at a value of SEK 1.1
billion, which is equivalent to a turnover rate of around 47
percent. On average, around 188,000 shares were traded
per trading day.

Price trend

Sedana Medical’s share price rose by 24 percent during
the year, while the OMX Stockholm Mid Cap Index rose

by just over 9 percent over the same period. The highest
price paid was SEK 33.52, recorded on 9 June 2023, and the
lowest price paid was SEK 16.46, recorded on 23 October
2023. At year-end 2023, the Sedana Medical share price
was SEK 23.16, equivalent to a market capitalisation of SEK

2023 was SEK 18.70, and the last price paid at the end of 2,301 million.

*) Adjusted for the split carried out in May 2021.

Trend in share capital over time

Total Change in Total Quotient

number of share capital share capital value

Date of decision  Event shares (SEK) (SEK) (SEK)
20 Oct 2004 New formation 1,000 1,000 100,000 100,000 100
31 Oct 2009 New share issue 430 1,430 43,000 143,000 100
5 May 2011 New share issue 500 1,930 50,000 193,000 100
14 Sep 2015 New share issue 240 2,170 24,000 217,000 100
5 Apr 2017 Bonus issue 6,510 8,680 651,000 868,000 100
5 Apr 2017 Split 8,671,320 8,680,000 0 868,000 01
20 Jun 2017 Conversion of shareholder loans 613,594 9,293,594 61,359 929,359 0.1
20 Jun 2017 Exercised convertible bonds 1,881,509 11,175,103 188,151 1,117,510 01
20 Jun 2017 New share issue on PO 5,128,205 16,303,308 512,821 1,630,331 01
10 Jul 2017 Overallotment option after IPO 769,230 17,072,538 76,923 1,707,254 0.1
5 Feb 2018 Conversion of warrants to shares, 2014/2019 programme 208,000 17,280,538 20,800 1,728,054 0.1
4 Jun 2018 New share issue 1,728,053 19,008,591 172,805 1,900,859 01
10 Oct 2018 Conversion of warrants to shares, 2014/2019 programme 148,000 19,156,591 14,800 1,915,659 0.1
27 Mar 2019 Conversion of warrants to shares, 2014/2019 programme 120,000 19,276,591 12,000 1,927,659 0.1
24 May 2019 Conversion of warrants to shares, 2014/2019 programme 140,000 19,416,591 14,000 1,941,659 0.1
14 Jun 2019 Conversion of warrants to shares, 2014/2019 programme 220,000 19,636,591 22,000 1,963,659 0.1
5 Aug 2019 Conversion of warrants to shares, 2014/2019 programme 100,000 19,736,591 10,000 1,973,659 0.1
28 Aug 2019 Conversion of warrants to shares, 2014/2019 programme 104,000 19,840,591 10,400 1,984,059 0.1
24 Oct 2019 New share issue 2,896,000 22,736,591 289,600 2,273,659 01
20 May 2020  Conversion of warrants to shares, 2017/2021 programme 310,149 23,046,740 31,015 2,304,674 0.1
10 May 2021 Split 4:1 69,140,220 92,186,960 0 2,304,674 0.025
2 Dec 2021 New share issue 7,150,000 99,336,960 178,750 2,483,424 0.025
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Sedana Medical’s share price trend and turnover

SEK 0
w0 Number of fraded shares Facts about Sedana Medical shares
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The 15 largest shareholders at 31 December 2023
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Shareholder distribution by size

Number of

shares Holding
Linc AB 10,111,030 10.2%
“Anders Walldov directly and indirectly
(Brohuvudet AB)” 10,000,000 10.1%
Swedbank Robur Fonder 9,519,013 9.6%
Handelsbanken Fonder 6,268,654 6.3%
Ohman Fonder 4,382,095 4.4%
“Ola Magnusson directly and indirectly
(Magiola AB)” 4,312,098 4.3%
Sten Gibeck 4,196,597 4.2%
Highclere International Investors LLP 3,310,435 3.3%
Premier Miton Investors 2,671,820 2.7%
AMF Pension 2,491,000 2.5%
Berenberg Funds 1,983,744 2.0%
Tredje AP-fonden 1,735,989 1.7%
Tedsalus AB (Thomas Eklund) 1,666,464 1.7%
Amundi 1,344,738 1.4%
Avanza Pension 1,177,928 1.2%
Fifteen largest shareholders 65,171,605 65.6%
Other 34,165,355 34.4%
Total 99,336,960 100.0%

Source: Modular Finance

Number of Number of % share-
shareholders shares % capital holders
1-100 3,01 106,650 0.1% 44.0%
101 - 200 834 128,045 0.1% 12.2%
201 - 300 424 109,299 0.1% 6.2%
301 - 400 325 120,849 0.1% 4.7%
401 - 500 264 123,588 0.1% 3.9%
501 -1,000 712 543,557 0.5% 10.4%
1,001 - 2,000 498 739,890 0.7% 7.3%
2,001 - 5,000 376 1,276,386 1.3% 5.5%
5,001 - 10,000 173 1,283,595 1.3% 2.5%
10,001 - 20,000 89 1,247,506 1.3% 1.3%
20,001 - 50,000 52 1,775108 1.8% 0.8%
50,001 - 100,000 29 2,074,384 2% 0.4%
100,001 - 500,000 30 7,183,944 7.2% 0.4%
500,001 - 1,000,000 n 7,723,997 7.8% 0.2%
1,000,001 - 7 67,391,364 67.8% 0.2%
Anonymous ownership 7,508,798 7.6%
Total 6,845 99,336,960 100% 100%
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Warrant programmes

Warrant programme 2020/2024

The Annual General Meeting of Sedana Medical AB (publ)
held on 19 May 2020 resolved to implement a new warrant
programme for current and new staff (employees and
consultants) of the Sedana Medical Group. The company
therefore issued 360,000 series 2020/2024 warrants at the
AGM, entitling holders to subscribe to a total of 360,000
shares, all of which were subscribed to by the company’s
subsidiary Sedana Medical Incentive AB for later trans-
fer to employees in the Group. Each warrant entitles the
holder to subscribe to one new share in Sedana Medical
AB (publ) during the period 1 February to 31 May 2024 at a
subscription price of SEK 123.88 per share. Full conditions
apply to the warrants, including customary conversion
terms, which mean that the subscription price, as well

as the number of shares that the warrants qualify for
subscription to, may in some cases be recalculated, for
example in the event that the company makes changes in
the share capital and/or the number of shares through, for
example, issue of shares or other securities, aggregation
or splitting of shares. At the balance sheet date, 148,452
warrants series 2020/2024 were held by staff in the Group.
All tfransfers of warrants to staff in the Group have been
made at market value, calculated according to the Black &
Scholes valuation model by an external valuer. A condi-
tion for acquiring warrants under the 2020/2024 warrant
programme was that employees have undertaken to sell
back acquired warrants to Sedana Medical Incentive AB

if their employment or appointment in the Group ends
before three years have elapsed from the acquisition

date. If all the 2020/2024 series warrants that have been
transferred to staff in the Group at the balance sheet

date are fully exercised, the company’s share capital will
increase by around SEK 14,845 through the issue of 148,452
shares in the company, equivalent to a dilution of approx-
imately 0.15 percent based on the number of shares in the
company at the balance sheet date.
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Warrant programme 2022/2025

The Annual General Meeting of Sedana Medical AB (publ)
held on 11 May 2022 resolved on the implementation of two
new warrant programmes, 2022/2025:1 and 2022/2025:2,
mainly for the CEO and certain selected employees. The
company therefore issued 895,000 warrants at the AGM,
all of which have been subscribed fo by the company’s
subsidiary Sedana Medical Incentive AB. Each warrant
entitles the holder fo subscribe to one share in the period
30 May to 30 September 2025, at a subscription price

of SEK 46.24, equivalent to 140 percent of the volume-
weighted average price paid for Sedana Medical shares
over the period 28 April to 11 May 2022. A total of 824,947
warrants were transferred to staff in May 2022. Transfers
took place against payment of the estimated market value
of the warrants calculated by an external valuer accord-
ing to the Black & Scholes valuation model. The price per
warrant was SEK 5.61, based on assumption of a risk-free
interest rate during the term of the warrants of 0.4 percent,
an estimated volatility for the company’s share during

the term of the warrants of 37 percent and no dividends

or other transfers of value being implemented during

the term of the warrants. Volatility has been estimated
based on the historical volatility in the company’s share.

In connection with payment of the warrants, employees
received premium subsidies in the form of extra salary
amounting fo SEK 2.93 before tax per warrant. If the
employee leaves employment during the three-year
period there is an option to claim repayment of the subsidy
in full orin part. If all the warrants are exercised, 824,947
new shares will be issued, which is equivalent to a dilution
of around 0.8 percent based on the number of shares in
the company at 31 December 2023.



Administration report

The Board of Directors and Chief Executive Officer of Sedana Medical AB (publ), corporate
identity number 556670-2519, hereby submit annual accounts and consolidated financial

statements for the financial year 2023.

The business in brief

Sedana Medical is a Swedish medtech and pharmaceuticals
group. The Group’s operations comprise the development,
manufacture and sales of medical devices and pharma-
ceutical products and the development of devices based

on, or having synergies with, Sedaconda technology. The
technology enables the simple, safe conversion of a liquid

to a gas (evaporation) and the reuse (reflection) of volatile
anaesthetics for use in anaesthesia and intensive care. The
Group’s product portfolio currently includes Sedaconda ACD
with accessories and Sedaconda (isoflurane), the Group’s
pharmaceutical product based on the well-known substance
isoflurane. Volatile anaesthetics have long been used to
anaesthetise patients in connection with surgery. Complex,
capital-intensive anaesthesia machines that require specially
trained personnel are used for this purpose. Traditional
anaesthesia machines lack several vital features which mean
that they cannot be routinely used in an intensive care unit.
Sedana Medical’s device Sedaconda ACD, which in very
simple terms can be regarded as an anaesthesia machine in
miniature, is a solution that makes it practically and financially
possible to use volatile anaesthetics to sedate mechani-

cally ventilated intensive care patients. The market for the
sedation of mechanically ventilated intensive care patients
today consists of established drugs that are administered
intravenously. Sedation through the inhalation of volatile
anaesthetics has shown itself in many ways to be a safer,
more effective solution for sedating intensive care patients
than present-day infravenous sedation. Sedana Medical’s
vision is to develop inhaled sedation, using Sedaconda ACD
and Sedaconda (isoflurane), into the global standard sedation
method for mechanically ventilated patients in intensive
care. To achieve this vision, the Group has been conducting a
clinical phase 1l study in Europe aimed at gaining approval
for the pharmaceutical product Sedaconda (isoflurane) and
inhaled sedation therapy using Sedaconda ACD. Sedana
Medical received European market approval in autumn 2021.
A similar phase Il study has also been in progress in the
United States since 2022. Sedana Medical runs its own sales
operations from a number of countries in Europe through
subsidiaries and branches of the Parent Company Sedana
Medical AB (publ), corporate identity number 556670-2519.
The business in Germany consists of sales, storage and distri-
bution. In Spain, sales operations are run by a branch office
of the Parent Company. Germany is comfortably the Group’s
largest market, with around 70 percent of total sales. As well
as in Germany and Spain, direct selling takes place in France,
Norway, the UK and the Netherlands through wholly owned
subsidiaries. In several other countries around the world,
sales take place through partnerships with distributors. The
company conducts R&D in Ireland through a wholly owned
subsidiary. The manufacturing of Sedaconda ACD devices is
carried out through contract manufacturers, but is controlled
via the Irish subsidiary. The Parent Company’s head office

and domicile are in Danderyd, Sweden. In June 2017, Sedana
Medical was listed on Nasdaq First North Growth Market
Stockholm, and in January 2023 the trading venue for the
company’s shares changed to Nasdaq Stockholm Main
Market (ticker: SEDANA).

Significant events during the year

1st quarter

« InJanuary, the US Food and Drug Administration (FDA)
granted Fast Track Designation (FTD) for the evaluation of
isoflurane delivered via Sedaconda ACD-S for the sedation
of mechanically ventilated patients in infensive care in the
United States.

« Patient recruitment for the company’s paediatric clinical
phase Ill study in Europe (IsoCOMFORT) was completed in
January.

« At the end of January, the Nasdagq Listing Committee
approved Sedana Medical’s application for admission to
trading of the company’s shares on Nasdaqg Stockholm, and
the company’s shares consequently changed trading venue
from First North Growth Market to Nasdaq Stockholm Main
Market. The first day of trading on the Main Market was
25 January.

« In February, market approval for Sedaconda (isoflurane)
was received in ltaly.

2nd quarter

« Topline results from the paediatric phase Ill study IsoCOM-
FORT were presented in mid-May. A post-hoc-analysis of
the Sedaconda study SED0O1 was published in the Journal
of Critical Care at the end of June.

3rd quarter

« InJuly, the US FDA announced that data on long-term
effects needed to be included in the clinical study report
(CSR) for the company’s clinical programme INSPIRE-ICU
before the company submits a new drug application (NDA).

« Atthe end of September, the US Patent and Trademark
Office granted Sedana Medical a patient for the medical
device Sedaconda ACD-S.

4th quarter

« The UK Medicines and Healthcare products Regulatory
Agency (MHRA) granted Sedana Medical market approval
for the company’s pharmaceutical product Sedaconda
(isoflurane).

« The Spanish Ministry of Health in October granted price
and reimbursement approval for the pharmaceutical
product Sedaconda (isoflurane).

« Recruitment of the planned 700 patients in the investigator-
initiated SESAR study was reached in October.
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« In November, the European Medicines Agency’s Paediatric
Committee issued a positive statement on the compliance
of the company’s paediatric investigation plan, which
confirms data exclusivity and market protection for Sedana
Medical’s Sedaconda (isoflurane) until 2031.

« In December, the company submitted a type Il variation
with the aim of including the paediatric population (age
3-17) in the existing Sedaconda indication for inhaled
sedation of mechanically ventilated patients in Europe.

Significant events after the end of
the period

« No significant events after the end of the financial year.

Anticipated future development

In the coming years, the Group will apply its strategy to
accomplish its mission and vision and achieve its established
financial targets.

Purpose
To improve patient life during and beyond sedation.

Vision
To make inhaled sedation a global standard therapy for
patients in intensive care.

Financial targets

Sedana Medical provides short-term financial targets for net
sales and EBITDA and updates the targets in the year-end
report every year, or during the year if necessary.

Our financial targets:

« Growth in netf sales in 2024 between 14 and 18%, compared
with 16% for 2023 (at constant exchange rates)

« Break-even for EBITDA for business outside the United
States in 2024

Strategic priorities
Sedana Medical has three strategic priorities:

1. Achieving lasting and profitable sales growth in Europe
Our market approvals, in 18 European countries fo date,
mean that Sedana Medical is the first company to offer an
approved therapy for inhaled sedation in infensive care. With
a strong focus on commercial execution and a restrained
investment philosophy that prioritises profitable growth, we
aim to make inhaled sedation standard therapy.

2. Maximising the opportunities in the United States

With more than 100,000 intensive care beds and a generally
higher price level for sedation therapies, the United States
represents our largest potential market. After completion of
our clinical phase lll programme, which has been granted
Fast Track Designation by the FDA, provided approval is
obtained, we aim to launch our products through a dedicated
commercial organisation.

3. Building a long-term profitable company

Sedana Medical’s model with high gross margins and a
concentrated customer base (hospitals with intensive care) is
advantageous in achieving attractive profitability when sales
increase. An important priority is to achieve profitability for
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the business outside the United States in 2024, so that the US
launch can be based on a stable financial platform. Our long-
term aim is to reach an EBITDA margin of around 40% when
we have scaled up the business and increased the share of
sales in the United States.

Risks

Sedana Medical’s activities are affected by many factors
that the company is partially able to contfrol in some respects
but not at all in others. These aspects can also be expressed
as various risks. The risks can have a more or less significant
impact on the company’s earnings and financial position
depending on whether and how they arise. Some of the

risk factors considered to be of greatest significance for the
company'’s future development are described below.

Risks related to the industry and the business

Risks related to the regulatory environment for medical
devices and pharmaceutical products

Sedana Medical’s device Sedaconda ACD with accessories
and the pharmaceutical product Sedaconda (isoflurane) are
subject to extensive regulation worldwide and are moni-
tored by various industry-specific supervisory authorities.

In addition to such industry-specific regulation, Sedana
Medical is also subject to a number of other requirements and
restrictions under the provisions of environmental, health and
industrial safety legislation. There may be more such require-
ments in the future. The costs of compliance with applicable
legislation, requirements and guidelines can be high. In addi-
tion the regulatory environment in general has become more
stringent and extensive over time. If these regulations are

not followed, it can lead to sanctions that could significantly
increase Sedana Medical’s costs, lead to delays in develop-
ment and the commercialisation of the company’s candidate
devices, and substantially impair ability to generate planned
revenue and achieve profitability. If these risks become reality,
they could have a significant adverse effect on the company’s
business and financial position.

Risks related to the product classification system or market
access process for medical devices and medicinal products
Before Sedana Medical’s device Sedaconda ACD and
accessories, either in combination with Sedaconda (isoflu-
rane) or not, may be marketed in the area of inhaled sedation
tfreatment in intensive care in any new national or regional
market, the company must obtain market approval or similar
authorisations from the relevant authorities in the countries
where the company intends to market and sell its products.
Changes in the process and requirements for market access
may adversely affect Sedana Medical’s ability to generate
desired revenue. In order for class Il and |ll medical devices
to be marketed in the EU, a ‘notified body’ must first issue a
certificate confirming that specified regulatory requirements
have been met. The company’s present-day certificate
includes both the Medical Devices Directive (MDD) and the
Medical Devices Regulation (MDR) for the medical devices,
and is valid until 26 May 2025 and 25 August 2027 respec-
tively. Because decisions taken by notified bodies are valid
for a limited time, certificates must be renewed. All the risks
described above could have a significant adverse effect on
the company’s operations, financial position and earnings.



Risks related to the implementation

and outcomes of clinical studies

Sedana Medical conducts clinical studies with Sedaconda
(isoflurane) for inhaled sedation in intensive care. Conducting
studies is crucial in order for the company to market its
medical device Sedaconda ACD together with Sedaconda
(isoflurane) as therapy for inhaled sedation in intensive care
in the markets the company infends to focus on. The company
is thus dependent on obtaining positive outcomes in its clinical
studies in order to achieve its long-term business objectives.
The conduct of clinical trials is associated with a number of
risks. Among them there is always a risk of delays and of the
costs of studies being higher than expected.

Delays can occur due fo problems in finding locations for
studies, in gaining the necessary authority approvals for the
performance of studies, in recruiting patients, in concluding
satisfactory agreements for example with contract research
organisations, suppliers, and study sites, etc. Delays can lead
to increased costs, but also to late product launches, which
may result in the company being unable to generate revenue
as planned. Increased costs can also arise due fo costs per
patient being higher than estimated or a lack of quality in
conduct of the study in the hospitals where it is performed,
etc. Clinical trials may present negative or inadequate results
in the area of therapy that Sedana Medical’s devices focus
on. If the desired results are not achieved, it may mean that
the necessary market approvals fail to be issued, which in
turn may jeopardise the company’s ability fo market and sell
its devices and candidate devices. If the above risks become
reality, they can have significant adverse effects on the
company'’s ability to generate revenue and on its business,
financial position and earnings.

Risks related to competition

Sedana Medical’s products for inhaled sedation for intensive
care patients are primarily exposed to competition from phar-
maceuticals for intravenous sedation. Intravenous sedation

is a well-established therapy and the standard therapy for
the sedation of intensive care patients today. Even though
Sedana Medical believes in its the ability of its devices to take
market share from companies that sell medicinal products for
intravenous sedation, there is always a risk that the company
will not achieve the desired market acceptance. And even if
Sedana Medical were fo succeed in taking market share from
conventional methods with sedatives for intfravenous sedation,
there is a risk of exposure to competition in the indication of
inhaled sedation. The risks related to competition could have
a significant adverse effect on the company’s operations,
financial position and earnings.

Risks related to third-party agreements regarding the
performance of clinical studies and manufacturing

Sedana Medical engages external companies such as
contract, research and manufacturing companies to conduct
clinical trials and manufacture its devices. The operations

of such companies are subject to extensive requirements
regarding reporting, safety and the environment. There is

a risk of these companies not complying with applicable
legislation, regulations and the relevant ethical standards
such as good manufacturing practice (GMP) and good clinical
practice (GCP). There is also a risk of deficient or missed
deliveries of products or services from external companies
engaged today and in the future. This may affect the develop-
ment and sales of Sedana Medical’s devices negatively by
causing delays and increasing costs. The company is not
dependent on any individual contract research organisation or
manufacturing company, but changing suppliers can be both
expensive and time-consuming. The occurrence of the risks
described above could have a significantly adverse effect on
Sedana Medical’s operations, financial position and earnings.

Risks related to unsuccessful market acceptance from
healthcare providers, patients and healthcare purchasers
including the possibility of being covered by remuneration
systems

Even if a device meets the requirements for market access,
such as by obtaining marketing authorisation, there is a

risk that the desired level of market acceptance will not be
achieved from physicians, hospitals, patients, healthcare
purchasers and the industry in general, which could prevent
Sedana Medical from generating desired revenue and could
have a significant adverse effect on the company’s opera-
tions, financial position and earnings.

Risks related to macroeconomic factors including

pricing and demand for medical devices

Because Sedana Medical intfends to market and sell its
devices in several parts of the world, the company may be
affected by general demand and the pricing of devices for
sedating intensive care patients in relevant markets. Sedana
Medical cannot predict how financial markets and the
economic and political climate will develop or predict macro-
economic events. An economic downturn or weak economic
development may lead to strains in the market for medical
devices and medicinal products, leading fo increasing pres-
sure on hospitals, authorities and other healthcare purchasers
to cut back on costs, potentially reducing the willingness to
pay for such products in general, including those of Sedana
Medical. If the risks described above become reality, they
could have a significant adverse effect on the company’s
operations, financial position and earnings.

Dependence on sales and the development

of a small number of devices

In the current situation, Sedana Medical is focusing principally
on sales of Sedaconda ACD and the pharmaceutical product
Sedaconda (isoflurane). The company’s growth target is
based entirely on technology and one specific field of therapy,
inhaled sedation in intensive care. Sedana Medical’s opera-
tions, financial position and earnings would suffer significant
adverse effects from any setbacks for example in the clinical
studies.
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Risks related to key individuals and qualified personnel
Sedana Medical is dependent on its employees, in particular
senior executives and other key staff. The company is
dependent on its ability to recruit highly qualified personnel
for the continued development of the business. If Sedana
Medical were to lose any of its key personnel or fail to recruit
qualified personnel, this could have a negative impact on the
company’s operations, financial position and earnings.

Risks related to the company’s protection of its intellectual
property rights

Patents and other intellectual property rights are a key asset
in Sedana Medical’s business, and thus any future successes
are thus largely dependent on the opportunities of the
company to maintain existing intellectual property rights

such as trademarks and patents and to obtain protection for
filed and future patent applications. Some of the company’s
patents for the Sedaconda ACD device with 100 ml dead
space have expired or will expire shortly. Sedana Medical

has submitted a number of patent applications related to the
Sedaconda ACD with halved dead space, which ensures that
a competitor or other company cannot develop Sedaconda
ACD with 100 ml dead space into a version with smaller dead
space. If the company’s patents and other intellectual prop-
erty rights were to be lost, not be approved or be limited, or if
the company otherwise cannot maintain the necessary patent
protfection, this could have a negative effect on the company’s
operations, financial position and earnings.

Risks related to fluctuating foreign-exchange rates

The company reports its financial position and earnings in
Swedish kronor (SEK). On the other hand, a major part of

the company’s operating costs and almost all revenue is in
euros, and in the future the company’s operating revenue and
costs are expected to comprise other currencies, primarily
the dollar. As a result, Sedana Medical is exposed to currency
risks in relation tfo payment flows in and outside Sweden and
the eurozone, such as fluctuations where the exchange rate
changes from the time when an agreement is concluded until
payment takes place under the agreement which can lead

to exchange losses or gains (‘transaction exposure’) that the
company cannot predict. Currency transaction losses could
lead to significant adverse effects on the company’s future
operations, financial position and profits.
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Risks related to current and additional financing

The volume of resources required to implement Sedana
Medical’s business plan including the development and
commercialisation of medical devices and pharmaceu-
tical products depends on a number of factors that are
unknown at present. There is a risk of Sedana Medical not
achieving sufficient revenue in time to be able to finance its
operations and development. If the company cannot obtain
acceptable financing, it may limit the company’s ability to
maintain its position in the market or competitiveness for

its offerings. Sedana Medical may also be forced to seek
additional financing in order to continue with its operations.
Such financing can be sought through external investors or
existing shareholders and take place through public or private
financing initiatives. There is a risk that new capital cannot
be obtained when needed or on acceptable terms or that
the capital obtained is not sufficient to finance operations
according to established business planning and established
objectives. If the risks associated with problems in obtaining
sufficient revenue or sufficient financing to maintain the
company’s operations become reality, it could have a
significant adverse effect on operations, financial position and
earnings.

Risks related to exposure to tax demands and changes in
tax regulations

Sedana Medical’s assessment is that the company complies
with applicable tax legislation. However, from time to time
various legislative options may be proposed that will have a
negative impact on the company’s tax situation. In addition,
tax regulations are complex and subject to different inter-
pretations. There are no guarantees that Sedana Medical’s
tax situation will not be challenged by tax authorities or that
the company will be successful should such an event occur. A
decision by the tax authority could change Sedana Medical’s
previous tax situation, which could have a negative impact on
the company’s operations, financial position and earnings.

Risks related to accumulated tax losses

Because the operation has generated significant deficits,
Sedana Medical has major accumulated tax losses. Changes
in ownership that lead to an individual’s gaining controlling
influence over the company could lead to limitations in the
ability to make use of such losses in the future. The ability

to make use of losses in the future may also be negatively
affected by changes in applicable legislation. Such limita-
tions and changes could have a negative effect on Sedana
Medical’s operations, financial position and earnings.



Financial review of 2023

Alternative performance indicators

Alternative performance indicators relate o financial
indicators used by the senior management and investors
to assess the Group’s results and financial position which
cannot be read or derived directly from the financial state-
ments. These financial indicators are intended to facilitate
analysis of the Group’s development. The alternative
performance indicators should accordingly be regarded
as complementing the financial reporting prepared in
accordance with IFRS. The financial indicators presented
in this report may differ from similar indicators used by
other companies. These performance indicators, which
are not defined according to IFRS, are also presented in
the report as they are considered fo represent comple-
mentary performance indicators for the company’s results.
For information on these performance indicators and how
they have been calculated, please see https://sedana-
medical.com/investors/financial-reports-presentations/

Net sales

Net sales for the year totalled KSEK 153,867 (122,865), equivalent
to an increase of 25 percent. Adjusted for currency effects, 2023
showed an increase of 16 percent. In Germany, sales increased
by 23 percent, principally due to a mix of new and returning

Summary consolidated figures

customers. Our other direct markets in Europe showed growth
of 67 percent, with Spain continuing to be the prime driver.
With regard to distributor markets, sales there declined by 22
percent, principally due fo high inventory levels up to autumn
2023 at both distributors and hospitals.

Cost of goods sold and gross profit
The cost of goods sold totalled KSEK 44,886 (36,791), repre-
senting an increase of 22 percent.

Gross profit was KSEK 108,981 (86,074), representing a
gross margin of 71 (70) percent. The increase is mainly an
effect of higher selling prices compared to the previous year.

Selling expenses

Selling expenses for the full year were KSEK 107,239 (112,469),
representing a decrease of 5 percent. The decrease is princi-
pally a result of efficiency improvements in central functions.

Administrative expenses

Administrative expenses in the Group totalled KSEK 47,504
(57,473), representing a decrease of 17 percent. The decreased
expenses are principally due to costs of a non-recurring
nature in 2022 relating to work on the change of listing from
Nasdaq First North Growth Market to Nasdag Main Market
Stockholm.

KSEK 2023 2022 2021 2020 2019
Net sales 153,867 122,865 159,152 141,770 71,646
Gross profit 108,981 86,074 106,706 88,903 46,767
Gross margin % 71% 70% 67% 63% 65%
Earnings before interest, taxes, depreciation and
amortisation (EBITDA) -42,974 -83,138 -50,093 -14,294 -12,932
EBITDA margin % -28% -68% -31% -10% -18%
Earnings before interest and taxes (EBIT) -65,547 -105,887 -61,493 -21,359 -17,120
Operating margin % -43% -86% -39% -15% -24%
Net income for the year -59,612 -73,507 -57,966 -27139 -16,380
Profit margin % -39% -60% -36% -19% -23%
Balance sheet total 1,014,056 1,081,588 1,167,580 600,097 595,766
Equity ratio % 96% 95% 94% 92% 96%
Quick ratio % 968% 1,299% 1,414% 929% 1,872%
Average number of employees 79 86 73 55 39
Summary Parent Company figures

KSEK 2023 2022 2021 2020 2019
Net sales 153,767 122,726 159,107 121,238 46,213
Gross profit 110,652 88,634 109,445 82,531 15,592
Gross margin % 72% 72% 69% 68% 34%
Earnings before interest, taxes, depreciation and
amortisation (EBITDA) -40,520 -77,459 -50,250 -26,608 -14,773
EBITDA margin % -26% -63% -32% -22% -32%
Earnings before interest and taxes (EBIT) -57,283 -93,632 -55,161 -27,577 -16,051
Operating margin % -37% -76% -35% -23% -36%
Net income for the year -47,754 -59,741 -63,629 -28,767 -14,800
Profit margin % -31% -49% -40% -24% -33%
Balance sheet total 1,053,888 1,105,654 1,164,900 603,470 615,476
Equity ratio % 95% 95% 95% 93% 95%
Quick ratio % 893% 198% 1,479% 941% 1,444%
Average number of employees 46 53 41 25 24
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Research and development expenses

Research and development expenses for the full year 2023
totalled KSEK 20,805 (19,944), equivalent to an increase of
4 percent.

Operating income

Group operating income for the full year was KSEK -65,547
(-105,887). The improvement in earnings is explained by
increased sales at a slightly higher margin and lower
expenses principally in central functions.

Net financial items

Net financial items totalled KSEK 6,528 (32,954), and the
decrease is principally due to larger unrealised exchange
losses compared fo the previous year, mainly relating to cash
and cash equivalents invested in USD.

Tax

The Group reported a tax expense of KSEK -593 in 2023,
compared to KSEK -574 in the previous year. The tax is attrib-
uted principally to Germany.

Net income for the year

The Group reported earnings after tax of KSEK -59,612
(-73,507) for the year. The improvement in earnings is
explained by increased sales at a slightly higher margin and
lower expenses principally in central functions. These effects
have been partly offset by negative, unrealised currency
effects in comparison with the previous year, principally
regarding cash and cash equivalents invested in USD.

Equity and liabilities
Equity at 31 December was KSEK 969,995, compared to
KSEK 1,029,155 at the beginning of the year, equivalent fo SEK
9.76 (10.36) per share. Equity/assets ratio was 96 percent,
compared to 95 percent at the beginning of the year.
Debt/equity ratio at 31 December was 4 percent,
compared to 5 percent at the beginning of the year. The
Group had no long-term loans at 31 December.

Cash and cash equivalents and cash flow

Group cash and cash equivalents for 2023 rose by

KSEK 376,562 at 31 December to KSEK 231,180, compared to
KSEK 607,742 at the beginning of the year. Cash flow from
operating activities before change in working capital for the
year was KSEK -17,132 (-80,108). Cash flow from change in
working capital was KSEK -20,928 (-35,324), mainly impacted
by higher accounts receivable due to the increased sales.
Cash flow from operating activities consequently totalled KSEK
38,061 (-115,433).

Cash flow from investing activities for the quarter totalled
KSEK -321,957 (-137,783). During the first quarter, KSEK 306,156
of the company’s cash and cash equivalents was invested in
the short term in favour of better interest terms. These invest-
ments were repaid at KSEK 312,348 during the third quarter,
of which KSEK 159,261 was reinvested. Other investments for
2023 mostly consist of intangible assets, mainly development
expenses for clinical studies and work on registration of
Sedaconda ACD and Sedaconda (isoflurane) in the United
States, as well as investments related to the company’s
paediatric study IsoCOMFORT (SED002).

Cash flow from financing activities totalled KSEK -4,857
(-1507) and relates to amortisation of lease liabilities. The
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decrease in comparison with the previous year relates to
premium received for issued warrants in the second quarter
of 2022.

The translation difference in cash and cash equivalents
during the year totalled KSEK 11,687 (26,283) and is principally
due to the Group having cash and cash equivalents denomi-
nated in USD. Cash flow per share for the year was SEK -3.67
(-2.56). Adjusted for short-term investments, cash flow per
share was SEK -2.13 (-2.56), representing an improvement of
SEK 0.43 per share.

Investments
Investments during the 2023 financial year totalled KSEK
168,889 (137,783). Investments during 2023 primarily relate to:

« Capitalised expenses for development work, KSEK 167,863
« Internal expenses for the preparation of patents, KSEK 511
« Purchase of plant and machinery, KSEK 353

« Purchase of fixtures, fittings and tools, KSEK 162.

Parent Company

The Parent Company’s net sales for the full year totalled KSEK
153,767 (122,726), of which intra-group sales totalled KSEK 7,301
(6,306).

Operating income for the full year totalled KSEK -57,284
(-93,632). Net financial items were KSEK 9,518 (-33,891) and
relate mainly to unrealised exchanges gains on cash and cash
equivalents denominated in USD and revaluations of internal
loans.

Shareholders’ equity in the Parent Company totalled KSEK
1,002,640 at 31 December 2023, compared to KSEK 1,050,411 at
the beginning of the year. Share capital fotalled KSEK 2,483,
compared to KSEK 2,483 at the beginning of the year.

Cash and cash equivalents totalled KSEK 366,545,
compared to KSEK 587,909 at the beginning of the year.

Organisation and Personnel

In 2023, Sedana Medical had 79 employees. Of these, 41
employees were men and 38 were women. The corre-
sponding figures for 2022 were 86 employees, of whom 43
were men and 43 were women.

Proposed appropriation of earnings

The Board of Directors proposes that no dividend be paid for
the financial year 2023.

The amount available for appropriation at the Annual
General Meeting comprises unrestricted reserves, accumu-
lated loss and net income for the year in the Parent Company:

Retained earnings 542,057,183
Net income for the year -47,754,127
Total non-restricted reserves 494,303,056

The Board of Directors proposes that retained earnings avail-
able to the Annual General Meeting and the share premium
reserve be carried forward. Following appropriation, unre-
stricted equity totals:

Retained earnings 494,303,056
494,303,056

Total non-restricted reserves




Corporate Governance

Legislation and articles of association
Sedana Medical AB (publ) (‘Sedana Medical’ or ‘the Company’)
is a Swedish public company with domicile in Danderyd. The
Company’s shares were listed on Nasdagq First North Growth
Market on 21 June 2017, and changed trading venue to the
Nasdag Stockholm Main Market on 25 January 2023. In connec-
tion with the change of listing, the Company went over from
applying the rules applicable to Nasdaq First North Growth
Market to following the Nasdaq Stockholm Nordic Main Market
Rulebook for Issuers of Shares. The Company has applied the
Swedish Code of Corporate Governance (‘the Code’) since
the day the shares were listed on the Nasdaq Stockholm Main
Market. As well as legislation, the Rulebook for Issuers of Shares
and the Code, corporate governance is primarily based upon
the Company’s articles of association and internal guidelines.
The illustration below shows Sedana Medical’s corporate
governance model and how the various bodies function.

Annual General Meeting
Shareholders

External auditors

Nomination Committee arerra] B, Be

Board of Directors
Claus Bjerre (Chairman), Hilde Furberg, Ola Magnusson,
Christoffer Rosenblad, Eva Walde

CEO and management team
Johannes Doll (CEO), Stefan Krisch, Peter Sackey, Clarisa Mogollén,
Johan Spetz, Karolina Vilval, Jessica Westfal, Uwe Veismann

Internal instructions and policies of significance among
other things to corporate governance

« Articles of association

« Board’s rules of procedure and CEO instructions
« Instructions for the audit committee

» Guidelines for Remuneration of Senior Executives
» Code of Conduct

« Corporate governance policy

« Financial policy

« Financial reporting policy

« Financial manual

« Authorisation instructions

« Information policy

« Insider policy

« IT policy

» Whistleblower policy

« Anticorruption policy

« Guidelines for related party transactions

« Corporate Governance Policy

« Information Security Policy

« Risk Management Policy

External regulatory frameworks affecting the articles
of association

» Swedish Code of Corporate Governance

» Swedish Companies Act

« Accounting regulations

« Rulebook for issuers of shares

Deviations from the Code of Corporate Governance

The Board of Sedana Medical did not hold any meeting during
the year with the company’s auditor without senior manage-
ment participation, which the Code specifies (Rule 7.6). The
Company has not otherwise deviated from the Issuer Rules or
good practice on the stockmarket. The Swedish Code for Corpo-
rate Governance is available on www.bolagsstyrning.se and the
Issuer Rules is available on pd www.nasdagomxnordic.com.

Annual General Meeting

Shareholder influence in the company is exercised at the
Annual General Meeting which, in accordance with the Swed-
ish Companies Act, is the company’s highest decision-making
body. As the Company’s highest decision-making body, the
Annual General Meeting can take decisions about all matters
in the Company that do not constitute another company body’s
exclusive area of competence. The Annual General Meeting
thus plays a superior role in relation to the Company’s Board
of Directors and the Chief Executive Officer. Notices to attend,
minutes and communiqués from shareholders’ meetings will
be kept available on the company’s website. At an Annual
General Meeting, which under the Swedish Companies Act
must be held within six months from the end of each financial
year, resolutions must be made concerning the approval of the
income statement and balance sheet, allocations concerning
the company’s profit or loss, discharging the Board of Directors
and Chief Executive Officer from liability, election of Board
members and auditors, and remuneration of the Board and
auditor. At the general meeting of shareholders, the sharehold-
ers also make decisions on other key issues for the Company,
such as amendment of the Company’s articles of association,
any new issue of shares, etc. If the Board judges there to be
reason to hold an AGM before the next AGM, or if an auditor in
the Company or holder of at least one-tenth of all the shares

in the Company so requests in writing, the Board must call an
extraordinary general meeting. Notice to attend an AGM and
extraordinary general meeting where changes fo the articles
of association will be addressed must be given at the earliest
six weeks and at the latest four weeks before the meeting.
Notice to attend another extraordinary general meeting must
be given af the earliest six weeks and at the latest three weeks
before the meeting. Notice to attend is given through the
Official Swedish Gazette (Post- och Inrikes Tidningar) and the
company’s website. Af the same time, an announcement that
notice has been given must be placed in the Swedish daily
business newspaper Dagens Industri. To be allowed to attend
the Annual General Meeting, a shareholder must notify their
intention to attend the meeting no later than the date stated on
the notice calling the meeting. This day may not be a Satur-
day, Sunday, public holiday, Midsummer’s Eve, Christmas Eve
or New Year’s Eve and may not fall earlier than five working
days before the meeting. Shareholders may attend the annual
general meeting in person or be represented by proxy, and
may also be assisted by not more than two persons. There are
usually opportunities for shareholders fo register their attend-
ance of the Annual General Meeting in a number of ways in
accordance with instructions in the notice to attend. Share-
holders wishing to have a matter addressed at the meeting
must submit a request in writing to the company’s Board. Such
a request must usually reach the Board not later than seven
weeks before the Annual General Meeting. In order fo deter-
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mine who has the right to attend and vote at an Annual General
Meeting, Euroclear Sweden AB, af the Company’s request, must
provide the company with a list of all shareholders as of the
record date in connection with each Annual General Meeting.
Shareholders whose shares are registered in the name of a
nominee or trustee must instruct the nominee to temporarily
register the shares in the shareholder’s own name (voting right
registration) in order to be eligible to participate and vote their
shares at an Annual General Meeting. Such registration must
be completed not later than the applicable record date and
ceases o be valid after the record date. Shareholders whose
shares are directly registered in an account in the Euroclear
system will be included automatically in the list of sharehold-
ers. There are no restrictions regarding how many votes each
shareholder may cast at a general meeting of shareholders.
The 2023 annual general meeting resolved, in accordance with
the Board'’s proposal, to authorise the Board, on one or more
occasions before the next AGM, with or without deviation from
the shareholders’ right of pre-emption, fo decide on a new
share issue. As a result of a new share issue supported by the
authorisation, with deviation from the shareholders’ right of
pre-emption, the company’s share capital may not be increased
by an amount exceeding ten (10) percent of the share capital in
the company at the time when the authorisation is utilised for
the first time.

Annual General Meeting 2024

The AGM 2024 will be held on Wednesday May 22. For right
to participate and more information see page 79 or www.
sedanamedical.com. Notes from the AGM will be published
on www.sedanamedical.com.

Major shareholders

Two shareholders in Sedana Medical have direct or indirect
shareholdings in the company representing at least one tenth of
the number of votes for all shares in the company. Linc AB holds
shares representing 10.2% of the number of votes and Anders
Walldov (Brohuvudet AB) holds shares representing 10.1% of the
number of votes.

Nomination Committee

The AGM of the Company held on 16 May 2023 resolved to
adopt the following principles for appointment and instructions
in respect of nominations prior to future AGMs. The following
principles and instructions apply until any resolution changing
them is adopted by the AGM. The Nomination Committee

must comprise the Chairman of the Board and three members
appointed by the three biggest shareholders in terms of votes
at the end of the third quarter of the year concerned. Every
year, the Chairman of the Board must contact the shareholders
who are eligible to appoint members. If any of the shareholders
chooses to waive their right to appoint a member to the Nomi-
nation Committee, the right is transferred to the next largest
shareholder in terms of votes, and so forth. However, no more
than five additional shareholders need not be contacted, unless
the Chairman of the Board finds there to be special reasons for
this to be done. When shareholders are contacted requesting
them to appoint members to the Nomination Committee, the
Chairman of the Board must establish the necessary rules

such as the last day by which fo respond, etc. The names of

the Nomination Committee members and the names of the
shareholders appointing the members must be published no
later than six months before the AGM. The Nomination Commit-
tee appoints its own chair internally. The Chairman of the Board
may not be the chair of the nomination committee. If a member
leaves the Nomination Committee before its work is completed,
and the committee considers a replacement necessary, the
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replacement must be appointed by the same shareholder who
appointed the retired member or, if the latter shareholder is no
longer among the three largest shareholders in terms of votes,
by the shareholder who belongs to this group. If a shareholder,
having appointed a certain member, has significantly reduced
his holding in the company, and the nomination committee finds
it appropriate in view of the possible need for continuity for
the forthcoming AGM, the member must leave the nomination
committee and the committee must offer the biggest share-
holder who has not appointed a member to the committee the
opportunity to appoint a new member. Nomination committee
members do not receive remuneration from the company. Any
expenses arising in connection with the nomination committee’s
work must be paid by the company on the condition that they
are approved by the Chairman of the Board. The Nomination
Committee ahead of the 2024 AGM was presented on 24 Octo-
ber 2023 and comprises:
« Claus Bjerre, Chairman of the Board
« Karl Tobieson, appointed by Linc AB
« Patrik Walldov, appointed by Anders Walldov

(including direct ownership through Brohuvudet AB)
« Monica Asmyr, appointed by Swedbank Robur Fonder

Board of Directors

Duties of the Board of Directors

After the Annual General Meeting, the Board of Directors is the
company’s highest decision-making body. The Board is also the
company’s highest executive body and representative of the
Company. In addition, under the Swedish Companies Act, the
Board is responsible for the Company’s organisation, the admin-
istration of its affairs, the ongoing assessment of the Company’s
and Group's financial situation, and ensuring that the Company’s
organisation is designed such that the Company’s accounting,
asset management and the financial circumstances in other
respects are satisfactorily controlled. The Chairman of the
Board bears special responsibility for directing the work of the
Board and making sure that the Board fulfils its statutory duties.
The Board’s assignments include setting forth the Company’s
overall goals and strategies, supervising major investments,
ensuring satisfactory control of the Company’s compliance with
legislation and other regulations that apply to the Company’s
operations, and the Company’s compliance with internal policy
documents. The Board’s assignments also include ensuring

that the company’s disclosures to the market and investors are
characterised by openness and that they are accurate, relevant
and reliable, as well as appointing, evaluating and if necessary
dismissing the company’s Chief Executive Officer. In accordance
with the Swedish Companies Act, the Board has adopted written
rules of procedure for its work that are evaluated, updated and
re-adopted annually. The Board meets regularly according to a
schedule set forth in the rules of procedure that includes certain
fixed agenda items and other agenda items as necessary. The
Chief Executive Officer has acted as rapporteur at all Board
meetings, and other senior executives have acted as rapporteur
depending on the issues discussed.

Composition of the Board of Directors

According fo the company’s articles of association, the Board
must comprise at least three (3) and not more than six (6)
members. A member is elected annually by the Annual General
Meeting for the period until the next Annual General Meeting
has been held. There is no limit for how long a member may sit
on the Board. According to the Code, a majority of the Board
members elected by the AGM should be independent in relation
to the Company and Management. All Board members of
Sedana Medical are deemed independent in relation to the
Company and Management. All Board members including



Board attendance and fee

Attendance number

of meetings in

Board fee resolved

Audit committee fee
decided by the 2023

Attendance of audit

Independent in relation to:
committee meetings

Year elected

2023 (11)

Chairman of the Board

Claus Bjerre 2021 10 625
Board member

Hilde Furberg 2022 n 250
Ola Magnusson 2005 n 250
Christoffer Rosenblad 2020 1 250
Eva Walde 2018 10 250
Tomas Eklund* 2014 4

by 2023 AGM (KSEK)

in 2023 (6) AGM (KSEK) Company Shareholders
4 30 Yes Yes
Yes Yes
6 30 Yes Yes
6 75 Yes Yes
Yes Yes
2 Yes Yes

*Resigned as chair in 2023.

the Chairman are also deemed independent in relation to the
Company's largest shareholders.Sedana Medical thereby fulfills
the Code's requirements for independence. As of the closing
date of the financial year, the Company’s Board consists of

five members: Claus Bjerre (Chairman), Ola Magnusson, Ewa
Walde, Christoffer Rosenblad and Hilde Furberg. For informa-
tion concerning each member of the Board, see page 74.

Chairman of the Board

The Chairman of the Board is tfasked with directing the work of
the Board and ensuring that it is carried out effectively and that
the Board fulfils its obligations. Through contacts with the CEQ,
the Chairman must observe the Company’s development and
make sure that the Board members are continuously provided
with the information they need to monitor the Company’s
position, financial planning and development. Furthermore,

the Chairman must consult the CEO on strategic matters and
check that the Board’s decisions are effectively executed. The
Chairman of the Board is responsible for contacts with share-
holders on ownership matters and for conveying the views of
the shareholders to the Board. The Chairman does not take part
in the operational work of the Board, nor is the Chairman part of
company management.

The work of the Board

The Board follows written rules of procedure that must be
reviewed annually and adopted at the Board meeting following
election. Among other things, the rules of procedure govern the
Board’s working methods, assignments, decision-making within
the Company, the Board’s meeting procedures, the Chairman’s
tasks and the allocation of work between the Board and the
CEO. Instructions regarding financial reporting and the CEO
instructions are also set forth in connection with the meeting of
the Board following election. In parallel with Board meetings,
the Chairman of the Board and the CEO maintain a dialog
concerning the administration of the company. The Board meets
according fo an annual timetable, and must hold at least five
scheduled Board meetings between each AGM. The Chairman
of the Board is responsible for evaluating the work of the Board
including the efforts of individual members. This takes place
through an annual, structured evaluation with subsequent
discussions in the Board and Nomination Committee, where the
evalution is used as a tool to develop the work of the Board, and
provide information for the Nomination Committee. The work
of the Board was evaluated during the end of 2023, and the
outcome has been discussed in the Nomination Committee.

Committees

The Board appoints an audit committee at its first meet-
ing following election. The tasks of the Audit Committee are
described in instructions for the Audit Committee. Within the

framework of the Board’s work, the Audit Committee is to monitor
the company’s financial reporting and prepare matters relat-

ing to the company’s financial reporting and auditing under
Chapter 8, Section 49 b of the Swedish Companies Act and to
fulfil the tasks that follow from EU Regulation No 537/2014. The
company’s audit committee at the balance sheet date for the
financial year consists of Christoffer Rosenblad (chair), Claus
Bjerre and Ola Magnusson. In 2023 the Board appointed a
remuneration committee to discuss the tasks which, under the
Code, are incumbent upon the remuneration committee, such as
decisions concerning the remuneration and terms of employment
of the senior management and proposals for guidelines for the
remuneration of the Chief Executive Officer and senior executives,
which the Board submits for resolution by the Annual General
Meeting. The Company’s remuneration committee at the balance
sheet date for the financial year consists of Claus Bjerre (chair),
Christoffer Rosenblad and Hilde Furberg. The remuneration
committee held its first meeting in February 2024.

The CEO and other senior executives

The company’s CEO is subordinate to the Board and, under

the provisions of the Swedish Companies Act, takes care of

day- to-day company administration in compliance with the
Board'’s guidelines and instructions. Measures that, with regard
to the scope and nature of the Company’s operations, are of

an unusual nature or of great significance do not fall within
day-to-day administration and must as a rule be prepared and
presented to the Board for a decision. The company’s CEO must
also take necessary measures to ensure that the company’s
accounting records are completed in compliance with the law
and that administration of funds is performed in a satisfactory
manner. The allocation of work between the Board and the CEO
is described in the Board’s rules of procedure and the written
CEOQ instructions. The Board continually evaluates the Chief
Executive Officer's work and the Chairman also initiated during
the year a structured, annual CEO evaluation. In 2023, Johannes
Doll was the Company’s CEO. Sedana Medical’s senior manage-
ment otherwise consisted of Chief Financial Officer Johan Spetz,
Chief Medical Officer Peter Sackey, Vice President Regulatory
Affairs and QA Jessica Westfal, Supply Chain and Manufacturing
Director Stefan Krisch, General Counsel Karolina Vilval, Chief
Technology Officer Peter Fréberg (resigned from his position on
31 December 2023), Chief Commercial Officer Clarisa Mogollén
and Uwe Veismann, General Manager Germany, Nordics and
Benelux (took up duties on 1July 2023).

Internal control and audit

Under the Swedish Companies Act, the Board is responsible for
the company’s organisation, the administration of its affairs,
ongoing assessment of the company’s and Group’s financial
situation, and ensuring that the company’s organisation is
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designed such that company’s accounting, asset management
and financial circumstances in other respects are satisfacto-
rily controlled. The Board presents here the most important
elements of the Company’s system of internal control and risk
management in connection with financial reporting. Internal
control in Sedana Medical follows the established COSO
framework, which consists of five components: control envi-
ronment, risk assessment, control activities, information and
communication, and follow-up.

Control environment

The control environment represents the basis of the Compa-
ny’s internal control, and contains the culture the Board and
senior management work from, and that they communicate
and convey to the business through internal regulations. Clear
distribution of roles and responsibilities enables effective
management of the risks to the business, among other things
through the Board'’s rules of procedure and through instruc-
tions for the Chief Executive Officer. In operating activities the
Chief Executive Officer is responsible for the system of internal
controls required fo create a control environment for material
risks. The Chief Executive Officer reports regularly to the Board.
Sedana Medical also has guidelines and policies regarding
financial reporting, information management, etc. The Compa-
ny’s Board and management regularly review this system and
update it where necessary.

Risk assessment

Effective risk management supports the business by enabling
profitable business initiatives combined with good control

of risk-taking. Sedana Medical’s risk management process
includes the entire business. Material risks that have been
identified by the Company are described on pages 32-34.
The risk management process contributes structure and a
systematic approach to proactively identify and manage risks
that may have an adverse impact on the ability of the business
to achieve established targets and consequently affect the
Company’s financial position.

Control activities

Control activities are aimed at managing identified risks and
contributing to good internal control and effectiveness. Control
activities relating to financial reporting include approvals

of decisions and transactions, account reconciliations and
follow-up and analysis of outcomes. Control activities may be
built info the Company’s systems such as Netsuite and Aaro, or
be manual.

Information and communication

Sedana Medical has information and communication paths
internally and externally aimed at ensuring effective and
correct provision of information, including regarding the
Company’s financial development. The guidelines for internal
and external communication are described in Sedana Medi-
cal’s information policy. Ultimately this entails making sure
that the statutory and regulatory information duty is fulfilled
and that investors receive correct information on time. The
Board and its audit committee regularly receive financial
reports pertaining to the Group’s position and profit trend. The
procedures for external provision of information are aimed

at supplying the market with relevant, reliable and correct
information about the Company’s development and financial
position. The Company’s guidelines include how such informa-
tion should take place, who is authorised to provide a particular
type of information and when a logbook is to be kept.
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Follow-up

The Board and the audit committee decide on monitoring of
infernal control, and the Company’s CFO is responsible for internal
control being maintained in accordance with what the Board has
decided. The Board contfinuously assesses the information provided
by the senior management, regarding both financial information
and the effectiveness of internal control, including any proposals
for improvement measures from the external auditor linked to the
latter’s examination of internal control. The Company’s external
auditor reports his or her findings and assessment of internal
control to the audit committee.

Auditor

In its capacity as a public company, the Company is required to
have at least one auditor for auditing of the Company’s and consol-
idated annual accounts and accounting records and the adminis-
tration of the Board and the Chief Executive Officer. The audit must
be as detailed and comprehensive as generally accepted auditing
standards require. The company’s auditors are elected by the
Annual General Meeting in compliance with the Swedish Compa-
nies Act. Accordingly, an auditor in a Swedish limited company is
engaged by, and reports to, the Annual General Meeting and may
not be guided in her work by the Board or any other senior execu-
tive. According to the company’s articles of association, the Annual
General Meeting must appoint af least one (1) and not more than
two (2) auditors with not more than two (2) deputy auditors. The
Company'’s current authorised public accountant is Leonard Daun
from Ohrlings PricewaterhouseCoopers AB (PWC).

Internal audit

Sedana Medical to date has not found cause to set up a separate
internal audit function within the financial area, as the company is
relatively small in size and the constantly ongoing work on internal
control has meant that awareness of internal control in the Group is
considered high. The question of a separate internal audit function
will be examined as the Company grows.

Remuneration of Board members,
senior executives and auditor

The Board has appointed a remuneration committee to discuss
the tasks incumbent on the remuneration committee under the
Code. Remuneration for members of the Sedana Medical Board
is resolved by the AGM. The Annual General Meeting held on 16
May 2023 passed a resolution concerning annual Board fees in
the amount of SEK 625,000 to the Chairman, and SEK 250,000

to the other Board members. The Annual General Meeting also
resolved on a fee to the members of the Audit Committee of SEK
75,000 to the Chairman and SEK 30,000 to each of the members.
Remuneration to senior executives who are employees follows the
Company’s Guidelines for Remuneration of Senior Executives and
may consist of basic salary, variable remuneration, pension and
other benefits. In addition to his monthly salary, the CEO Johannes
Doll has the right fo an annual bonus amounting to not more

than 70% of the basic salary. The bonus is linked to the Company’s
sales, its operating income before interest, taxes, depreciation and
amortisation (EBITDA) and performance in relation fo pre-de-
termined targets. In addition to statutory pension, the Company
sets aside an amount equivalent to 22 percent of the CEO’s fixed
monthly salary to an occupational pension scheme determined by
the CEO. The mutual period of notice is 12 months. After the end
of the notice period, severance pay is paid corresponding to 6
monthly salaries. In other respects, the CEO is subject to the usual
terms of employment containing provisions on secrecy, non-
competition and recruitment bans. The total remuneration of the
auditor for the financial year 2023 was KSEK 914. Remuneration

of the Company’s accountant is paid on current account.



Financial information

Consolidated income statement

KSEK Note 2023 2022

Net sales 153,867 122,865
Cost of goods sold -44,886 -36,791
Gross profit 108,981 86,074
Selling expenses -107,239 -112,469
Administrative expenses -47,504 -57,473
Research and development expenses -20,805 -19,944
Other operating income 8 31,473 13,319
Other operating expenses 9 -30,453 -15,394
Operating income 56,7 -65,547 -105,887
Profit/loss from financial items
Financial income 15,873 48,300
Financial expenses -9,345 -15,346
Net financial items 10 6,528 32,954
Profit/loss before tax -59,019 -72,933
Income tax 1 -593 -574
Net income for the year -59,612 -73,507
Earnings per share, calculated on earnings attributable to shareholders in the Parent 12
Company:
Before dilution -0.60 -0.74
After dilution -0.60 -0.74
Operating income -65,547 -105,887
Amortisation of infangible assets -15,452 -15,538
Depreciation of property, plant and equipment -7121 -7,21
EBITDA -42,974 -83,138
Consolidated statement of comprehensive income

KSEK Note 2023 2022
Net income for the year -59,612 -73,507
Other comprehensive income
Items that may be reclassified later to the income statement:

Translation differences from operations abroad 451 -2,834
Other comprehensive income, net after tax 451 -2,834
Total comprehensive income -59,161 -76,341
Total comprehensive income wholly attributable to shareholders in the Parent Company -59,161 -76,341
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Consolidated balance sheet

KSEK Note 31 Dec 2023 31Dec 2022
ASSETS
Intangible assets
Capitalised development expenditure 13 542,705 390,530
Concessions, patents, licences, efc. 14 3,326 2,849
Property, plant and equipment
Plant and machinery 15 864 955
Equipment, tools, fixtures and fittings 16 2,551 4,492
Right-of-use assets 24 4,912 9,271
Financial assets
Deferred tax assets 17 31 29
Other non-current assets 46 46
Total non-current assets 554,435 408,172
Inventories 18 42,975 38,597
Tax receivables 739 514
Accounts receivable 19 24,180 15,849
Prepaid expenses and accrued income 20 4,701 6,017
Other receivables 5,223 4,697
Short-term investments 28 150,624 -
Cash and cash equivalents 21 231,180 607,742
Total current assets 459,622 673,416
TOTAL ASSETS 1,014,057 1,081,588
KSEK Note 31Dec 2023 31Dec 2022
EQUITY AND LIABILITIES
Equity 22,23
Share capital 2,483 2,483
Other contributed capital 1,226,435 1,226,435
Translation reserve -2,199 -2,650
Retained earnings including profit or loss for the year -256,724 -197,113
Equity atftributable to shareholders in the Parent Company 969,995 1,029,155
Provisions
Deferred tax liabilities 17 7
Total provisions 7
Non-current liabilities
Non-current lease liabilities 24, 27,28 1,012 3,576
Total non-current liabilities 1,012 3,576
Current liabilities
Current lease liabilities 24, 27,28 3