Driven by demand,
engineered by science
Annual report 2017

Content
This is Episurf Medical

2

Highlights of 2017

3

Statement from the CEO

4

Statement from the Chairman of the Board

6
7

History
A much-needed method

10

Episurf Medical’s technology

11

Business idea, goals and strategy

13

Business model

15

Our Clinical Advisory Board

17

Market overview

19

Episurf Medical’s product portfolio

23

For the ankle

24

For the knee

25

Clinical evidence

31

Organisation and employees

32

Share capital and ownership structure

33

Administration report

36

Corporate governance report

43

Remuneration to the CEO and management

48

Internal control

49

Board of Directors

50

Executive management

52

Five-year overview – Group

54

Financial statements

56

Accounting policies and notes

65

Statement of assurance

81

Auditor’s report

82

Definitions

85

Glossary

86

Shareholder information

87

“Our strategy is very clear, and
we are executing on our strategy
at full speed.”

Pål Ryfors, CEO
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Read more on page

“The world of Orthopedics, specifically
the implant market, has a history of
continued innovation.”
Dennis D. Stripe, Chairman of the Board

Read more on page
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“I felt extremely confident in that
we had done our homework.”

Nicolas Martinez Carranza, MD, PhD
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“My knee does not limit me anymore,
I can do everything I want to do.”
Göran
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“Episurf Medical was unknown in my
area so we didn’t have the reputation
of an established company.”
Tania Bol, sales manager Benelux
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EPISURF MEDICAL

| ANNUAL REPORT 2017

18

1

» Multicenter study published with
2 years’ follow up of the 10 first patients
» 5 years’ follow-up of the first Episealer® patient
»E
 pisurf Medical reached milestone of
300 implants sold
EPISURF MEDICAL
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Episurf Medical

» T he first Episealer® surgery in a human was performed in
December 2012. At the end of 2017, a total of 262 surgeries had
been performed throughout Europe

– a unique solution for every patient
EPISURF WAS FOUNDED IN 2009 on a commitment to offering people with painful joint injuries a more active and healthy
life through customised treatment alternatives. We put the patient in the centre of the design of implants and surgical instruments. By combining advanced 3D imaging technology with the latest manufacturing technologies, we are able to adapt not
only each implant to the patient’s injury and anatomy, but also the surgical instruments used. In this way, we can ensure that
each patient receives treatment that is perfectly suited to his or her anatomy and, thus, ensure a faster, more secure, and
better patient-specific treatment for a more active and healthy life.

2

A proprietary web-based IT platform for patientspecific design and surgical pre-planning
Episurf Medical’s scalable μiFidelity ® system has been
developed for damage assessment, surgical pre-planning
and cost-effective patient customisation of implants and associated surgical instruments. In a first step, the company’s
main focus has been on early stage arthritic changes in the
knee joint.

» Episurf Medical’s head office is located in Stockholm and
the company has an in-house sales organisation in Europe
» The share (EPIS B) has been listed on Nasdaq Stockholm since
June 2014

Three different knee implants
with a focus on early stages of arthritis
Episurf Medical currently has three types of
patient-specific implants on the market.

 pisealer ® Condyle Solo for the treatment of localised
»E
cartilage and underlying bone defects on the femoral
condyles of the knee joint.
 pisealer ® Trochlea Solo for the treatment of localised
»E
cartilage and underlying bone defects in the area behind
the patella (the trochlea area).
 pisealer ® Femoral Twin for the treatment of elongated
»E
localised cartilage and underlying bone defects both on
the femoral condyles and in the trochlea area of the knee
joint.

Episealer ®
Condyle Solo
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Episealer ®
Trochlea Solo

Episealer ®
Femoral Twin

Patient-specific surgical instruments
Every product is delivered with our surgical drill guide
Epiguide®. We also offer a surgical drill guide, Epiguide®
MOS, that is designed for use in mosaicplasty surgery for
treatment of cartilage and deep underlying bone defects
in the knee joint.
Patents and patent applications
The generation of new intellectual property and the ongoing
maintenance of current IP is of paramount importance for
Episurf Medical to ensure that Episurf Medical’s proprietary, existing technologies and future innovations are well
protected. In total Episurf Medical has approximately 120
patents and patent applications worldwide, distributed over
22 patent families.

Highlights of 2017
» Episurf Medical announced and conducted a rights issue and raised
approximately SEK 109.5M prior to transaction costs

» Episurf Medical announced that the 50th implantation in Germany of
the Episealer ® knee implant was performed

» Dr. Adam Mitchell joined Episurf Medical’s Clinical Advisory Board

» Episurf Medical obtained further granted patents in Australia, US and
Europe

» Dennis D. Stripe to act as executive chairman

» Episurf Medical strengthened the company’s management group

» Episurf Medical obtained its first granted patents in China

» Episurf Medical reached milestone of 200 implants sold

»E
 pisurf Medical obtained its first granted patent in the US for its 3D-based damage
assessment tool

» Episurf Medical continued Its communication with the US Food and Drug Administration (FDA)
» Episurf Medical’s Board named Pål Ryfors new CEO and appointed Veronica Wallin
as new CFO

»E
 pisurf Medicals CEO Rosemary Cunningham Thomas stepped down – search for new
CEO initiated

» Episurf Medical appointed Dr Michael Manley Special Advisor for the US strategy

» 100 patient multi-center study of the Episealer ® knee implant fully
recruited

» Episurf Medical obtained new patents in China and Australia

»E
 pisurf Medical’s 100th Episealer ® Femoral Twin implant demonstrates
rapid clinical adoption

» Multicenter study published with 2 years’ follow up of the 10 first
patients

» Episurf Medical’s 50th Episealer ® implant in Belgium

» 5 years’ follow-up of the first Episealer ® patient

» Fredrik Zetterberg appointed Head of Marketing for Episurf Medical

»E
 pisurf Medical reached milestone of 250 implants sold

» Episurf Medical’s CEO Pål Ryfors acquired shares corresponding to 3.2% of capital and
6.8% of votes from main shareholder Serendipity Ixora

»E
 pisurf Medical reported a brief clinical update
»M
 anagement group changes in Episurf Medical were announced
»E
 pisurf Medical became an approved supplier to Spire Healthcare, one of the UK’s largest
independent hospital providers

» Episealer ® 24 months’ clinical study results accepted for publication in peer-reviewed
scientific journal
» Episurf Medical’s 100th Episealer ® implant in Germany

»C
 ase-report with clinical data of Episealer patient was published

» Episurf Medical reached milestone of 300 implants sold

»A
 nother preclinical paper on the Episealer ® implant published

Significant events after the end
of the financial year

®

» Dennis D. Stripe re-assumed the position as non-executive chairman of the board

Key rations
Number of surgeries performed

2017

2106

2015

2014

103

86

51

13

Number of new CE-marked products

–

1

2

1

Number of new patents

6

11

11

3

» Episurf Medical received market approval in Israel and signed distribution agreement for
the Israeli market
» Episurf Medical announced that the company is in the final stages of the development of
an ankle implant
» Episurf Medical signed financing agreement of up to SEK 70m subject to approval at the
general meeting
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| ANNUAL REPORT 2017

3

Statement from the CEO

4

Dear Shareholder,
When reviewing 2017 for Episurf Medical, we can conclude
that several important milestones were achieved. We also
reviewed our strategy and we laid the groundwork for the
focus of the coming years. We are continuing to target an
unmet need of significant size in the orthopaedic market,
and we are continuing to demonstrate strong results and
patient improvements. In doing this, we are coming closer
to our goal of establishing the Episealer ® technology as a
standardized component in the treatment algorithm.
Pål Ryfors, CEO

EPISURF MEDICAL
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We just presented a strategic update to the market.
This was done in conjunction to our Q4 report on February 23. I encourage all shareholders to have a look at our
newly refined strategy, you can read more about it on page
13 in this annual report. For a small company, in a highly
regulated and evidence based industry, strategic focus and
discipline will be key success factors going forward. Our
strategy is very clear, and we are executing on our strategy
at full speed.

”For a small company, in a highly regulated and evidence based industry,
strategic focus and discipline will be key success factors going forward.”

5

Looking back at 2017, an important event for us was the visit
to the AAOS (American Academy of Orthopaedic Surgeons)
annual meeting in San Diego in March 2017. This is the
largest annual orthopaedic convention in the world, and the
medical profession and the industry gather to review and
discuss innovations and developments in the global orthopaedic markets. We left AAOS with a strong feeling of having
our theories confirmed. The demand for patient-specific
solutions, superior pre-surgical capabilities, less invasive
and shorter procedures, and a desire and willingness to
treat the “gap patients”. All of this was confirmed in our discussions and we felt that we are very well positioned for the
future developments in the orthopaedic industry.
A highlight during the year, and probably the single
most important one, was that the clinical results from a 24
months’ Episealer ® study were published in a peer-reviewed

scientific journal, KSSTA (Knee Surgery, Sports Traumatology, Arthroscopy). In addition to a peer-reviewed case study
article published in June 2017, these were the first published
results of the Episealer ® technology. The results from the
study were very good and this is a great outcome for Episurf
Medical. When you think about it – achieving everything that
the company has achieved without such results available,
is quite amazing. A key cornerstone of our strategy is to ensure the continued production of clinical evidence, and with
that said, this remains a top priority for us and shareholders
should expect development.
I think that 2017 in many ways demonstrated our
strengths as a company, and the year gave us a lot of confidence for the years ahead. We recently announced our plans
to initiate an important clinical trial in the US and in Europe,
we see increased clinical acceptance in our European home

markets, we are about to expand our product portfolio
with an ankle implant and we continue to see strong clinical
results. 2017 was an important year, and we will become an
even stronger company during 2018.

Stockholm, March 2018

Pål Ryfors,
CEO
Note! Make sure you read the interview we did with Episurf
Medical’s first patient, you’ll find it on page 16 of this report.
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Statement from the Chairman of the Board
Dear Shareholders,
First and foremost, thank you for being an Episurf Medical partner, and providing the support
we need to build a strong and thriving company. During 2017, our organization completed
management changes and began executing a strategic plan focused on building shareholder
value. The board of Episurf Medical is very proud of the work that has been done by the team,
led by Pål. They are focused and cohesive.
The world of Orthopedics, specifically the implant market, has a history of continued innovation.
We have talked about this before, but in 2017 the worldwide market saw continued innovation
and improved patient care. Our goal of being a global company is focused on markets we can
successfully enter, and the management team is executing a direct and well thought out plan.
We realize that every decision we make can affect shareholder value, and we minimize our risks
through a well-developed tactical plan.
While the overall global market has settled down after consolidations of the past few years,
we see acceptance of new technologies. We see thee acceptance of robotic surgery, increasing
material research and of course patient specific diagnosis and resolutions for orthopedic problems (this is Episurf Medical).

6

Dennis D. Stripe, Chairman of the Board, together
with Board member Leif Ryd

A key goal of the board is to support the management team’s plan for providing published
clinical results and surgeon educational programs. Our opinion is that clinical proof will help
drive acceptance. At the end of the day, this proof will show that Episurf Medical improves the
daily lives of younger patients. Much progress in this area was accomplished in 2017, and will lay
the groundwork for long term published results. The growth in the number of surgeons using
Episealer® and their feedback indicates that we have successfully found a “gap”, an “unmet need”
in the market. There have been several attempts by industry to answer this gap, however we
cannot see any better alternative than Episurf Medical.
We look forward to 2018 with great optimism.

Mr. Dennis D. Stripe has been within the healthcare industry
for the last 33 years, predominately in leading
marketing roles on a global basis in Smith & Nephew and
Stryker Corporation. Mr. Stripe was elected Chairman
of the board of Episurf Medical in August 2016.

EPISURF MEDICAL
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Respectfully,
Dennis Stripe, Chairman of the Board

» C E mark approval was obtained for

History

» D iamorph Medtech AB changed name

to Episurf Medical AB, which was then
spun off from Diamorph AB and listed on
Aktietorget.

» E pisurf Medical’s business started as an

internal project at Diamorph AB with the
aim of developing implants and related
surgical instruments to enable the repair
of cartilage damage in human knee joints.

» T he first patent application was filed.

2008

2009

» Pre-clinical pilot studies were carried out
on sheep with the aim of evaluating the
functionality and stability of the implant.

»D
 iamorph Medtech AB was formed as a
subsidiary of Diamorph AB.

» A new share issue provided the company
with proceeds of SEK 9 million.

» S uppliers and development partners were
identified and contracted.

» A n initial pre-clinical validation study

(1-year study) on sheep was undertaken.

2010

2011

» P ositive results that strengthened and

confirmed earlier indications were presented from the completed pre-clinical 1-year
study.

» T he development of μiFidelity ® began.

μiFidelity ® enables order management,
design and manufacture of personalised
implants and surgical tools.

» A new share issue provided the company
with proceeds of around SEK 49 million.

» E pisurf Medical AB was listed on Nasdaq
OMX First North.

» T he company’s first clinical trial was

initiated with the aim of evaluating
safety and performance of the personalised implant Episealer ® Condyle Solo
for treatment of cartilage lesions in the
knee joint.

» T he first patent was obtained.
» T he first surgery in a human was conducted within the scope of the clinical
trial, read about Göran on page 16.

2012

2013

» S everal surgeries were performed with
the desired results regarding surgical
procedure in Episurf Medical’s ongoing
clinical trial and follow-up checkups of
two patients showed that the patients
experienced pain relief in line with
expectations.

» T wo preferential rights issues and a

new share issue with pre-emptive rights
for existing shareholders were carried
out and provided the company with
total proceeds of around SEK 75 million
before issue expenses.

» E pisurf Medical’s first commercial

product, Episealer ® Condyle Solo, was
approved for CE marking and the company’s first controlled product launch (CPL)
could be started together with selected
surgeons from clinics in Northern
Europe.

» T he company was granted Vinnova
financing of SEK 4.2 million.

the company’s second commercial
product, Episealer ® Trochlea Solo,
and the company’s second CPL could
begin.

pany with proceeds of SEK 109,5 million
before issue expense.

» 1 00 patient multi-center study of the

Episealer ® knee implant fully recruited.

» B uilding of an in-house European

marketing and sales organisation began and a direct marketing
initiative was started in the Benelux
countries.

»M
 ulticenter study published with 2

years’ follow up of the 10 first patients

» 5 years’ follow-up of the first Episealer ®
patient.

» E pisurf Medical reached milestone of

» E pisurf Medical was listed on the

300 implants sold.

Nasdaq Stockholm’s main market.

2014

» A new share issue provided the com-

2015 2016

» S everal surgeries were performed with
the desired results.

» P atents were obtained in the US for

the company’s surgical kit, i.e. the
patient-specific drill guide, Epiguide ®,
and the related surgical toolkit, Epikit.

»D
 irect sales in Germany and the UK
was started.

» C E mark was obtained for the company’s third implant Episealer ® Femoral
Twin and for Epiguide ® MOS.

» A new share issue provided the com-

pany with proceeds of SEK 120 million
before issue expenses.

2017

» C E mark approval was obtained for

the company’s fifth product,
Epioscopy ® Damage Assessment Tool.

» C linical results based on 1 and 2

years’ follow up data were presented
for the first time with excellent results
where the patients show significant
improvements regarding pain and
mobility.

» A “pre-submission dossier” was sub-

mitted to the FDA and Episurf Medical
had a pre-submission meeting held in
Washington with the FDA in July.

»M
 ilestone of 150th knee implant.

» A clinical Advisory Board consisting

of European Key Opinion Leaders was
appointed.

» T he two first surgeries with Episealer ®
Femoral Twin were performed in
Germany with the desired results.

» ISO13485:2012 Annex II certification

was obtained, which permits CE-marking
of own products.

Episurf Medical has performed surgeries in 12 countries
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In my clinical practice,
I met many patients with early
stage of arthrosis or focal
cartilage lesions which we could
not treat due to lack of adequate
treatment alternatives.
8
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INTERVIEW WITH NICOLAS MARTINEZ CARR ANZA, MD, PHD.

A group of patients where we have limited
alternative treatment options
Nicolas Martinez Carranza, MD, PhD, performed in December 2012 the first surgery with
an Episealer® implant. That was after 5 years of pre-clinical studies which eventuated in four
scientific publications. He was also co-author in the study published in November 2017
with 24 months’ follow-up of the first patients treated with an Episealer®.
Dr. Martinez Carranza, you performed the
pre-clinical studies before Episealer® was
introduced for clinical use on humans.
What made you focus your research on the
Episealer®?
Early in my carrier, I decided to focus on orthopaedics.
Treatment of arthrosis became my specialisation and I did a
clinical fellowship within arthroplasty in Toronto.
Many patients all over the world suffer from arthrosis
which is a long process of incurable character and still in the
21st century there is no explicit knowledge about its etiopathology (origin). It’s claimed that it’s multifactorial.
In my clinical practice, I met many patients with early
stage of arthrosis or focal cartilage lesions which we could
not treat due to lack of adequate treatment alternatives.
It was exciting and to me obvious to do pre-clinical research on the new concept which was earlier not explored,
to replace a cartilage defect with a patient-specific metal
implant. It was especially exciting to be involved from the
start and perform pre-clinical research since many implants
introduced within orthopaedics lack that.

What did you study in your research?
I looked at pre-clinical data, i.e. biological safety of the
implant, more specifically if the implant was fixated to the
bone and cartilage and if the implant caused any harm to
surrounding cartilage in the knee.

You performed the first Episealer® surgeries,
what made you consider an Episealer® for
those patients?

How do you foresee the future for the
Episealer® ’s position within treatment of
cartilage defects in knees?

I felt extremely confident in that we had done our homework, that for these specific patients there were no adequate conservative or surgical alternatives.
I was comfortable with the technology as the pre-clinical
results showed that the implant got attached to cartilage
as well as to bone and that no cartilage defects caused by
the implants were identified on the animals when comparing the cartilage on the treated side of the knee versus the
non-treated side.
The surgeries were performed within a study and the
patients received accurate information.

I believe that the Episealer ® has a given future for treatment
for this niche group of patients where we today have limited
alternative treatment options. Studies show that these patients are suffering from as much pain as patients receiving
total knee prostheses.
The procedure is simple and reproducible. The first clinical study, published in November last year, shows promising
results.

The first patient to receive an Episealer® has
now had the implant for five years and I know
that you met the patient recently. How would
you now, with hindsight, describe the result of
the surgery?
I’ve met this specific patient and he told me how well he
is doing now and that he is training for the Swedish 90 km
cross country skiing competition Vasaloppet. He did also
perform function tests and strength tests. The tests show
that both legs have more or less the same strength (treated
leg compared with healthy leg), and additionally his test results are well above the average for his age. This is of course
satisfying for the patient as well as for me.

Nicolas Martinez Carranza, MD, PhD

EPISURF MEDICAL
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A much-needed method

Episurf Medical was founded on a commitment to answering the question:
is it possible to develop a new solution for treating pre-arthritic cartilage damage in a way that relieves
pain and restores function?

10

THE GOAL WAS TO FIND A SOLUTION that was suitable
for the younger, more active generation and would not limit
the options for further treatments later in life. Against this
background, Episurf Medical began its journey in 2008 as an
internal project within Diamorph AB. The so-called “implant
project” started with a focus on developing a solution to
treat painful cartilage damage in human joints at an early
stage, with the shortest possible rehab time. A number of
patient-critical requirements were identified during the
first pre-clinical trials that were carried out together with
researchers at Karolinska University Hospital, the Royal
Institute of Technology (KTH) and the Swedish University of
Agricultural Sciences (SLU). Here, different implant designs,
implant materials and surgical techniques were tested.
It soon became clear that to succeed in using implants
with the aim of recreating a perfect, weight-bearing joint sur-

EPISURF MEDICAL
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face that is restored to its original function, a patient-specific
design and rigorous surgical precision were required. New
design criteria were formulated in which the focus was
shifted from developing new implant materials to cost-effectively designing and manufacturing customised implants
and precision surgical instruments to achieve long implant
longevity, ensure replacement of only the damaged cartilage
surface and preserve the healthy joint tissue.
Since 2010 Episurf Medical has worked with development
of an IT platform called μiFidelity ®. The platform supports
the design and manufacture of implants that are uniquely
tailored to each individual patient, which represents a new
era in the field of orthopaedics where “one size fits all”
implants is the general rule today. Concepts and knowledge
have been gathered among other things from the dental
industry, where customised dental crowns are now the

industry standard. Episurf Medical aims to revolutionise orthopaedics by offering patient-specific implants and surgical
tools for treatment of painful joint damage.
Episurf Medical’s first implant products, Episealer ®
Condyle Solo, Episealer ® Trochlea Solo and Episealer ®
Femoral Twin received CE mark approval in 2013, 2014
and 2015, respectively. During 2015 CE mark was further
received for the surgical guides Epiguide® MOS and during
2016 the company’s fifth product, Epioscopy ® Damage Assessment Tool received its CE mark approval. The Episealer ®
implants are the world’s first patient-specific resurfacing
implants for treatment of cartilage damage in the knee joint.
This is just the beginning of what Episurf Medical can do with
its technology.

Episurf Medical’s technology
From MRI to customised implant and surgical tools

The μiFidelity® system
Episurf Medical’s μiFidelity ® system is a proprietary web
platform for order management, communication, patientspecific design and surgical pre-planning. μiFidelity ® is, as

far as the company is aware, first in the world to deliver 3D
visualisation support for patient-specific assessment of cartilage damage in joints and precision engineered production
of patient-specific resurfacing implants and surgical tools.

11

u T he treating physician uploads MRI data
to the μiFidelity ® system.
v T he joint damage is localised and visualised with the help of the software.
w Episurf Medical’s medical experts assess
the treatment alternatives for the patient.
x T he treating physician decides on the
best treatment method.

y A plan for optimal positioning of the implant is created in 2D and 3D at the same
time that clinical considerations are taken
into account.
zA
 n implant is designed to specifically
match the position of the damage and the
patient’s unique anatomy.

{ Patient-specific surgical instruments are
designed.
| T he patient-specific drawings of the
implant and surgical instruments are
transferred digitally to Episurf Medical’s
suppliers for immediate manufacture.
Since all manufacturing is done on demand, it is possible to eliminate the need
for inventory.

} During the surgery, the guide instruments
help the surgeon to find the correct
orientation and placement of the implant.
They provide support for simple and
precise insertion of the implant at the
correct angle and depth.

EPISURF MEDICAL
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Episealer represents a unique
treatment method for
an orthopaedic treatment gap
of significant size globally
®
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Business idea, goals and strategy
Episurf Medical addresses significant medical needs not currently met by the orthopaedic industry, and the company’s vision is to bring more
people back to fully living life. The business implementation of this vision is to provide orthopaedic surgeons with clinically superior patient-specific treatments using Episurf Medical’s proprietary image analysis, implant design and manufacture technologies. The Episealer® technology,
now rapidly gaining traction in Europe on the strength of very promising study results, represents a unique treatment method for an orthopaedic
treatment gap of significant size globally.

VISION
Bring people back to living life

BUSINESS IDEA
Provide orthopaedic surgeons with qualitative and clinically
superior patient specific treatment alternatives

GOAL
Establish our patient specific technology in the treatment algorithm for focal cartilage and
bone lesions and become a highly profitable and innovative company in the orthopaedic
industry
Long-term market share goal: Episurf Medical estimates that its addressable market for
Episealer ® knee implants in Europe, Asia and the US amounts to 150,000 patients annually, and its goal is to achieve a 10% penetration of this market, for annual sales of 15,000
units.
Long-term profitability goal: Episurf Medical targets a long-term operating margin of 40%
driven by improvements in gross margins by significant increases in the automation of the
company’s process for damage assessment and by large scale economies expected as
manufacturing steps are brought in-house and the supply chain is optimised.

For the purpose of achieving its goal and take steps towards fulfilling its vision,
Episurf Medical has designed its strategy. The strategy rests on four key pillars:

Clinical and health economical data supporting the
Episealer ® technology

Large user base of orthopaedic
surgeons and KOL’s

Secure reimbursement and
production enabling high
margins

Technological and clinical
relevance through a high
degree of innovation

EPISURF MEDICAL
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Strategy

14

Produce clinical and health economic data supporting
the Episealer ® technology
Late 2017, the first peer-reviewed results from a multicenter
study were published showing good-to-excellent results.
Additional case reports and patient follow-ups from patients
who have exceeded 3 – 5 years since surgery strengthen
our view that the Episealer® technology will deliver excellent
long-term results. The Episealer® is evaluated in a number of
clinical studies and the company is about to launch a large
multicenter study in the US and in Europe. Episurf Medical
is currently planning to set up an IDE (Investigational Device
Exemption) clinical trial in US and European centers for the
Episealer® knee implants. The study to be conducted under
the IDE will form an important part of Episurf Medical’s PMA
(premarket approval) application to the FDA for US market
approval.

EPISURF MEDICAL
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Establish the Episealer ® technology with a large
user base of orthopaedic surgeons and Key Opinion
Leaders globally
The company is already present in selected European
markets, and it has its plans for bringing the Episealer ®
technology to additional international markets, representing
a mix of direct markets and distribution markets.
» Episurf is considering additional European markets.
» T he company has engaged in distributor discussions in a
number of Middle Eastern markets.
» T he company is in early distributor discussions for a number of Asian markets, following a regulatory review.
» In the US market, the company aims at starting a clinical
study for the purpose of receiving FDA approval for marketing of the Episealer ® technology. The study will run as a
combined US and European multicenter study.
» A s previously communicated, execution of our US strategy
might best be pursued together with a partner. Episurf
Medical has engaged in early collaborative discussions.

Secure production and reimbursement enabling high
margins
Securing reimbursement in relevant markets is a key success
factor for the company and Episurf Medical will continue its
work in selected markets. The company will also continue
its work towards improving gross margin. In the near term,
investments are primarily directed towards software development and development of the company’s IT platform. The
company will invest in production capabilities when demand
drives higher volumes.

Ensure technological relevance and a high degree of
innovation
»E
 pisurf Medical has decided to introduce a new joint
implant to the market, and the company has developed a
personalised implant for the ankle. Episurf Medical is targeting a significant treatment gap for osteochondral ankle
defects and the implant is based on the same technology
platform as the company’s knee implants.
»T
 he company continues to develop its imaging technology
and following the launch of the ankle implant, this product
has the highest priority in the company’s product development pipeline.

Business model
Inflow

Outflow
Patients
» S afe procedure and short
recovery time
» Clinically superior pain and
function improvement

Unique technology

Competence
and experience

Trust

Financial capital

» Predictable results and increased durability of treatment

Episurf Medical
is analysing cartilage and
bone lesions and manufactures
patient-specific surgical tools
and implants

Physicians

» Superior technology for

pre-surgical decision-making

» Minimal procedure length and
fewer re-ops and revisions

» Simplified administration

Payers (public healthcare system, or an insurance company)

» S afe procedure
» Fewer re-ops and revisions
» Short rehabilitation time &
expense

»M
 otivated employees in an
attractive workplace

» L ong-term shareholder value

EPISURF MEDICAL
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INTERVIEW WITH GÖR AN, PATIENT #1

My knee does not limit me anymore,
I can do everything I want to do
In December 2012, Göran become the first patient who received an Episealer® implant.
Göran who turns 62 this year works as a sports teacher. We meet him a winter day in
Stockholm to hear his own words about his experiences as a patient.

When and how did your knee problems occur?

16

It all started already in the seventies and I underwent an
arthroscopy where they shaved the meniscus. Later, when I
was in my thirties and played bandy, I fell and another player
landed on my leg which was bent backwards. It was probably
after that the problems increased.

What interventions did you undergo before
you got the Episealer®?
After the surgery performed in the seventies, a couple of
additional arthroscopies were done in the nineties, where
loose cartilage was removed and a microfracturing was
done. Later, in the 21th century, an additional microfracturing was done, so in total there were four surgeries.

Were any other treatment options discussed
as alternatives to the Episealer®?
No, additional arthroscopic interventions were considered
unable to help and my knee pain was not severe enough to
motivate a knee prosthesis, even though I found my problems plaguing.
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You were the first patient who received an
Episealer®, what made you take the decision
to accept that alternative?
My doctor Nicolas Martinez-Carranza suggested the new
Episealer ® technology. I consulted a friend who at the time
worked as a physiotherapist at one of the major sports medicine clinics in Sweden. We discussed the offer and my friend
thought it sounded like an interesting alternative. I thought
that there was nothing to lose as my knee problems stopped
me from living the life I wanted to live.

How would you describe your life before you
received the Episealer® implant?
I’ve always been exercising and running, but almost fifteen
years ago my knee problems became so severe that I
couldn’t run anymore and I had severe pain also from other
kinds of exercising.
A memory I have is when I was in the mountains during
the winter of 2012, half a year before the Episealer ® surgery.
I had to start taking painkillers in order to be able to ski, and
I felt that this is not acceptable, I cannot continue like this.
Not being able to exercise and live a physically active life is
not a life for me. I want to be able to exercise, work with the
house and have a physically active everyday life.

How would you describe the rehabilitation
and recovery after the surgery?
The physiotherapy started already a few weeks after the
surgery, initially it was mainly aqua aerobics. After about half
a year, I was able to bicycle and play golf. A year after the
surgery, me and my wife went on vacation to Niseko, Japan.
For the first time in many years I was finally able to go skiing
as I wanted, off-piste and everything.

How would you describe your life today?
My knee does not limit me anymore, I can do everything
I want to do. Our family often go skiing together, downhill
as well as cross country, and I can so far keep up with my
children who are in their thirties. I don’t have to be ashamed
of slowing them down.
Summertime, it’s a lot of golf for me, some days up to 36
holes and I’m no longer restricted by my knee.
Right now, I’m looking forward to participating in the
Vasaloppet ski race, a Swedish 90 km cross country skiing
competition, which takes place in two weeks’ time. It will be
the first time since the surgery. Today I feel good and I live
the life I want to live!

Our Clinical Advisory Board
Episurf Medical has appointed and works closely with an international Clinical Advisory Board
as an important core group for the company´s continuous efforts to pioneer the field of patient
specific treatments. The advisory board consists of six key opinion leaders in the fields of cartilage repair and medical radiology.

Ass. Prof.
Tim Spalding
United Kingdom

Specialist Knee Surgeon, University
Hospitals Coventry and Warwickshire NHS Trust and Honorary Associate Professor, Warwick Medical
School, University of Warwick.

Professor Leif Ryd
Sweden

Orthopaedic surgeon with a long
career in clinical research on
osteoarthritis. Former Professor at
Karolinska Institutet.

Dr. Johannes Holz
Germany

Dr. Adam Mitchell
United Kingdom

Professor Mats Brittberg
Sweden

Ass. Prof.
Karl Eriksson
Sweden

Specialist in orthopaedics and
trauma surgery, Ortho Centrum
Hamburg, Parkklinic Manhagen.

Professor, Cartilage Research Unit,
Gothenburg University, senior
consultant orthopaedic surgeon,
Department of orthopaedics,
Kungsbacka Hospital, Kungsbacka.

Episurf Medical’s goals in working closely
with the advisors are fourfold:

» to gain a better understanding of the
trends, drivers and priorities shaping
clinical practice and the management of
cartilage damage;
» t o validate Episurf Medical’s value
proposition and strategic direction
thereby ensuring that the company’s
business is in sync with customer needs
and expectations;
» t o review, assess and brainstorm product
direction, improvement and development;
and lastly,
» t o build robust and clinically evidenced
patient outcome data.

Radiologist at forties Clinic, London
who specialises in musculoskeletal
imaging, with particular expertise in
sports injuries.

Senior consultant orthopaedic
surgeon, Stockholm South Hospital,
Associate Professor, Karolinska
Institutet, Stockholm, orthopaedic
surgeon, Stockholm Knee Academy,
Sophiahemmet Hospital, Stockholm.
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INTERVIEW WITH TANIA BOL, SALES MANAGER BENELUX

Our new ankle implant, will truly be
a ground-breaking solution
Tania Bol has been Episurf Medical’s sales manager for the Benelux region for almost four years
and she was one of the first sales managers employed by the company.

Tania Bol, sales manager for the Benelux countries

18

Tania, you are now at your fourth year with
Episurf Medical and you were one of the first
sales representatives to join the company.
What did you find attractive with Episurf Medical when you joined the company?
Episurf Medical came to my intention after it was advised to
me by a friend who is an orthopaedic surgeon. He considered the Episealer ® and the accompanying technology
very promising. The fact that Episurf Medical was a start-up
company also interested me a lot. It meant that I could get
a chance to establish a new very interesting technology and
business in my region from the very beginning, which has
made the job versatile and challenging.

How were you received when you introduced
Episealer® in your region for the first time?
Episurf Medical was unknown in my area so we didn’t have
the reputation of an established company, and we didn’t
have any published data about the clinical performance of
the product. I reached out to my network of respected knee
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surgeons known for cartilage repair, and although they were
very biologically minded, the Episealer ® interested them
because they didn’t have any treatment solution for patients
who were still in pain after biological treatment.

How would you describe how you are received
today when you present Episealer® to new
potential customers?
We now have clinical data available, that helps a lot to
convince surgeons about the benefits our technology
can offer their patients. The early creation of a solid and
well-respected customer base also helps convincing other
surgeons to start.

Which advantages with the Episealer® technology would you say are most appreciated
by your customers?
There is no fuss with multiple instrument trays or compromises about which implant to choose during the surgery
depending of which would best suit the lesion.

Only one small box arrives at the hospital containing
one perfectly matched implant and a handful of single-use
instruments. The 3D-printed drill guide makes the technique
very straightforward and the upfront planning according to
the Damage Marking Report minimises the risk of surprises
during the surgery. All these things make the surgeon’s work
less complicated and very predictable.

What you think the use of Episealer® will look
like five years ahead of now?
Currently, about 80% of our patients had at least one
previous surgery so Episealer ® is used as a second line
treatment. The more the surgeons get convinced about the
results, the more they will start considering the treatment as
a first option for their patients. That will of course create a
lot more implantations.
I also very much look forward to the launch of our new
ankle implant, that will truly be a ground-breaking solution
as there is no other option on the market.

Market overview
Episurf Medical’s first patient-specific product portfolio, the knee portfolio, consists of the existing products Episealer® Condyle Solo and Episealer® Trochlea Solo, Episealer® Femoral Twin,
Epiguide® MOS and Epioscopy® Damage Assessment Tool. The first product portfolio is focused
on treatment of cartilage damage in knee joints, and addresses a potential market worth many
billions of US dollars.

About osteoarthritis
Osteoarthritis (OA) is the most common joint-related
disorder and is characterised by the breakdown of cartilage
in the joints. It is becoming increasingly widespread at the
global level in pace with an aging population and a rising
average body weight. Episurf Medical’s existing products
are primarily intended for patients in the age range of 35–65
years suffering from cartilage and underlying bone lesions
in the knee joint (chondral and osteochondral lesions), who
need to quickly return to an active life. There is a significant
patient group with focal cartilage lesions of traumatic or
degenerative origin (pre-OA) that today lacks adequate
treatment alternatives and is in urgent need of effective
new treatment methods. Left untreated, these lesions often
develop into severe OA.
An estimated 3.6 million Americans (20 % of patients with
symptomatic OA) are found in a large so-called “treatment
gap”.1 These are patients at an active age with early-stage
unilateral osteoarthritis.2 They are too young and active
for knee replacement surgery, but are too old and have too
extensive damage for successful treatment with traditional
biologic methods for cartilage defects. Studies in the US
show that the average age of those suffering from osteoarthritis fell from 72 to 56 years between 1990 and 2010, a full
16 years over the course of two decades.3

Global market for knee osteoarthritis
The global market for joint reconstruction, which includes
revenue from several different joints such as the hips, knees,
shoulders, elbows and ankles, amounted to around USD
17.5 billion in 2016. As a segment of this wider market, the
market for knee products is the single largest and is worth
approximately USD 8.5 billion. Within this market, knee
implants (prostheses) is the largest product category in
absolute terms. Episurf Medical has established itself in this
market with a primary focus on treatment of cartilage and
joint damage of traumatic or degenerative origin from early
cartilage lesions to initial OA, which in untreated condition
often leads to full-scale OA. At present, the largest market for
treatment of joint problems is that for late-stage OA. This is
because the condition at that stage is so serious it must be
treated, while the available treatment methods are relatively
extensive and therefore costly. With modern MRI technologies diagnosis, and thus also treatment, can be made at an
earlier stage.
Ten percent of the US population over the age of 25 has
signs of OA in their joints, and half of that group is estimated
to have knee OA.4 According to studies reported, 5 percent
of the US population over the age of 50 is living with a prosthetic knee joint.5

There is an increasing trend of knee replacements on a
global basis, with 2.6 million knee replacements performed
in 2016, compared to 1.4 million in 2006. Over the past
decade, the number of knee replacement procedures on patients under the age of 65 years has increased dramatically.6
The ten largest markets for knee replacement surgery are
the US, France, Germany, Italy, Spain, the UK, Japan, Brazil,
China and India. Some 1.5 million surgeries are performed
every year in these markets.7 In 2017 some 900,000 knee replacement surgeries were carried out in the US alone, which
is more than a doubling in only 10 years.8

Global market for joint reconstruction
Total USD 17.5 bn
Other joints
USD 2.0 bn
Knee joints
USD 8.5 bn

Hip joints
USD 7.0 bn

Source: The orthopaedic industry annual report 2016
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Global market for joint implants
Total 5.2 million procedures
Other smaller
joint implants, 2%

Shoulder
implants, 5%

Market shares, global cartilage
knee repair market

Global market for knee arthroscopies
Asia, 10%

Europe, 18%

Other, 17%

Zimmer Biomet, 32%

Rest of world, 5%
Latin America, 7%

Knee implants, 50%

Hip implants, 43%

Smith & Nephew plc, 11%
North America, 60%
Stryker, 22%
DePuy Synthes, 18%

Source: Global Data 2016, Orthopaedic market by country
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The prostheses used in knee replacement surgery today
have an expected longevity of 15–20 years and in light of
this, most orthopaedic surgeons recommend that patients
wait until they have reached the age of 65 before undergoing this surgery. Furthermore, at present a small share
is treated with partial knee replacement, in which half of
the knee is replaced with a prosthetic joint. Partial knee
replacement is not recommended for active patients at the
ages of 40–60 years, since it wears out quickly. The number
of partial knee replacements carried out per year in the US
is around 115,000, which is around 10 percent of all knee
replacements, and the number in Europe is around 80,000
per year.8
Episurf Medical’s primary market potential
– cartilage damage in the knee joint
Knee arthroscopy implies that an instrument is introduced
through a small cut to investigate the inside of the joint
and possibly correct any problems. Every year, around 6.5
million knee arthroscopies are performed worldwide and
this number is expected to grow by an average of 7 percent
annually over the next five years.9 In the US alone, some
3.7 million knee arthroscopies are performed every year.9
The corresponding figure for Europe is 1.1 million per year.9
Research shows that of these knee arthroscopies, between
7–13 percent show traumatic or degenerative cartilage
defects of ICRS grade III and IV, implying that the cartilage
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Source: Transparency market research 2016

defect extends down to >50 percent of the cartilage depth.
Today it is assessed that around two-thirds of these are
treatable with Episurf Medical’s CE-approved knee implants
Episealer ® Condyle Solo, Episealer ® Trochlea Solo and
Episealer ® Femoral Twin, depending on the location of the
injury in the knee joint and the extent of the injury. Based on
this, the company estimates the market potential for Episurf
Medical’s existing product portfolio to amount to approximately USD 3.5 billion over the coming years.
Episurf Medical’s products are often used for treatment
of patients in which arthroscopic treatment such as micro
fracturing or debridement has failed. This means, according
to the company, further important market potential, based
on the company’s estimate that about 30 percent of the
surgeries are regarded as failures within two years after
surgery.
Episurf Medical’s implants are designed to treat the patient’s entire injury, both the cartilage and underlying bone
defects, making it possible to address the underlying cause
of the patient’s pain more effectively than is currently possible using most of the alternative methods. It is the company’s opinion that this indicates an increased probability that
the company’s implants will be increasingly accepted as the
first line method for treatment of cartilage defects of ICRS
grade III–IV, which in turn means that the market potential
for Episurf Medical’s products is growing.

Source: The orthopaedic industry annual report 2016

Existing treatment gap
The treatment of focal (isolated) chondral (cartilage) and osteochondral (comprising both cartilage and the underlying
bone) defects of the knee joint can be challenging, especially
in the middle-aged patient. There is a range of different
treatments methods available, where factors such as the nature of the damage, severity of the symptoms, previous knee
treatment history and patient age influence the decision of
what is the proper treatment for the specific patient.
Biological treatments (such as microfracturing or autologous chondrocyte implantation, ACI) for chondral and
osteochondral lesions of the articulating surfaces of the
femoral knee joint typically give good results in younger
patients but tend to perform less consistently and be less
effective for osteochondral lesions and patients over 30–35
years of age. The most invasive procedure, used when no
other treatment has succeeded, is partial or total knee joint
replacement (unicompartmental knee arthroplasty, UKA/
total knee arthroplasty, TKA).
Due to the high number of uncertain outcomes and
high failure rates for knee cartilage pathologies for patients
over 30-35 years of age, a treatment gap arises for a large
group of patients; those who do not respond to biological
interventions but who are still too young for partial or total
knee arthroplasty (UKA/TKA). Episurf Medical addresses this
treatment gap with its unique damage marking report and
patient-specific Episealer ® product range.

Age

Bi ol o gi ca l
me th od s

T rea tme n t ga p

Kn ee
pro sth e ses
U KA/T KA

Existing treatment gap
Market drivers
The market for treatment of cartilage and bone damages
in joints is driven primarily by an aging population, a rising
average body weight, technological advances in the design
and manufacture of implant components that offer wider
treatment options as well as technological advances in medical imaging leading to facilitated diagnosis. Since 1990 the
human life expectancy on a global basis has risen by 6 years,
from 62 to 68. Studies also show that the risk of developing
osteoarthritis is doubled already at an excess weight of 7
kilos.10 The World Health Organization (WHO) estimates
that 1.5 billion people over the age of 20 were overweight in
2008, of which more than 200 million men and 300 million
women were obese.11 The corresponding figure for 2015
is estimated at 2.3 billion overweight and more than 700
million obese.11
Customisation is a clear trend in the industry that is
gaining an increasingly strong foothold in orthopaedics, just
as in pharmaceuticals and healthcare. There are several
explanations for this. New technology is opening whole
new opportunities to combine industrial production with
customised orthopaedic surgery. Many factors, such as
patient demand, are driving changes among orthopaedic
surgeons, in the healthcare sector as a whole and not least
among insurance companies. The need for customisation
is found throughout the chain from diagnostics to choice
of treatment and design of implants. Improved preliminary
diagnostics are needed to select the right type of treatment

and more effective treatment solutions that are adapted
to the patient. This offers potentially large savings for the
healthcare sector and insurers.
Reimbursement
Reimbursement is a word that is used generally in the
healthcare industry to describe the payment systems that
apply to healthcare costs in various countries. Most often,
there are four parties involved; the patient, the responsible
doctor, the hospital and the payer. The patient can also be
the payer, although, it is quite rare for the patient to pay for
the procedure out of pocket. Instead, there is normally a
third party that reimburses the hospital and the doctor on
behalf of the patient. This could be the government in the
public healthcare system, or an insurance company if the
patient has private health insurance.
The patient is not responsible for the clinical decision
about which treatment or product to use. This decision is
made by the doctor within the existing regulatory framework.
Theses regulatory frameworks vary between markets but
usually include a mix of both clinical and economic factors.
Which reimbursement categorisation and code that
apply to a new product is normally determined by the
responsible national authority, which is advised by clinical
and economic advisory groups. The decision is based on
the product description and the product’s clinical evidence
that are presented by the company. The process of bringing
a new medical device through the various steps up to final

approval of reimbursement in a specific country generally
takes several years. During this period, temporary codes can
be used with varying reimbursement levels.
Reimbursement matters are prioritised by Episurf
Medical and the company is continuously working with these
matters in key markets. Episurf Medical’s Episealer ® implant
is currently undergoing reimbursement processes in the
company’s current main markets, apart from in Belgium
where it is already approved with a determined reimbursement level.
1 L
 i, C., et al., Orthopedic surgeons feel that there is a treatment gap in
management of early OA: international survey. Knee Surgery, Sports
Traumatology, Arthroscopy, 2014. 22(2): p. 363-378
2 L
 ondon, N.J., L.E. Miller, and J.E. Block, Clinical and economic consequences of the treatment gap in knee osteoarthritis management.
Medical Hypotheses, 2011. 76: p. 887-892
3 h
 ttp://archive.is/20150113170450/healthintelligence.drupalgardens.
com/content/geographic-distribution-life-expectancy-1990-2013
4 L
 awrence, R.C., et al., Estimates of the Prevalence of Arthritis and Other
Rheumatic Conditions in the United States, Part II. Arthritis and Rheumatism, 2008. 58(1): p. 26-35
5 h
 tt p://www.newswise.com/articles/knee-osteoarthritis-to-increase-inyoungerage-groups-in-next-ten-years.
6 h
 ttp://www.newswise.com/articles/knee-osteoarthritis-to-increase-inyoungerage-groups-in-next-ten-years.
7 h
 ttp://newsroom.aaos.org/media-resources/Press-releases/knee-replacements-linked-to-obesity.htm.
8 Global Data, Orthopedics Devices Market, Global.
9 T
 ransparency Market Research 2016, Arthroscopy Procedures and
Products Market – Global Industry Analysis, Size, Share, Growth, Trends
and Forecast, 2015-2023.
10 http://www.vetenskaphalsa.se/okad-risk-for-artros-aven-vid-latt-overvikt/.
11 http://www.who.int/gho/publications/world_health_statistics/2013/en/.
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Our vision is to bring more
people back to fully living life
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Episurf Medical’s product portfolio

As a pioneer in patient-specific technology for the treatment of painful joint injuries, Episurf
Medical does something that no other resurfacing implant manufacturer has done. We put
the patient in the centre of the design of implants and surgical instruments.

23

Episurf Medical’s implant system
Episurf Medical’s implant portfolio includes products that
can be used to treat patients in the age group 35–65 years
with knee joint cartilage injuries of most types and sizes,
from initial cartilage damage to early OA.
By combining advanced 3D imaging technology with the
latest manufacturing technologies, not only each implant is
adapted to the patient’s unique injury and anatomy, but also
the surgical instruments used. In this way, it can be ensured
that every patient receives treatment that is perfectly suited
to his or her anatomy and thus ensuring a faster, more secure and better patient-specific treatment for a more active
and healthy life.

The Episealer ® implant system consists of
the following:
1) Episealer ® implants
2) Episealer ® toolkits
3) Damage marking report (Epioscopy ®)
Possible future areas of use
Episurf Medical is working actively to develop and widen the
product portfolio into new application areas where there
may be opportunities to apply the company’s technology
and expertise within individualised treatment. The company’s technology can be applied to joints other than the
knees and ankles such as shoulders, toes and even hips,
and can thus give rise to additional product portfolios for
specific areas of use.
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PRODUCT FOR THE ANKLE

Our latest implant – Episealer® Talus
Driven by demand, engineered by science

Based on the technical, pre-clinical and clinical experiences from the Episealer ® knee implants, Episurf Medical has
evolved the technology further and will launch a solution for
treatment of bone and cartilage defects in the talus bone of
the ankle joint.

24

The ankle joint
The ankle joint is the place where three bones meet; tibia
(shin bone), fibula (calf bone) and talus (ankle bone). Like
in the knee, the cartilage in the ankle joint is susceptible
to wear and tear. Bone and cartilage defects on talus have
been a challenge to orthopaedic surgeons due to lack of reliable treatment alternatives. Total joint replacement with an
ankle prothesis does not provide the same range of motion
as the original joint and this is followed by an increased risk
of arthrosis in the forefoot. And as for the knee, the ankle
joint prostheses have a limited lifetime. Ankle arthrodesis
(ankle fusion) is an alternative treatment, but implies risks
of adverse effects such as non-union and arthrosis in other
joints. These factors indicate that it is highly motivated to
restore the original joint.
Episurf Medical’s solution
Episurf Medical’s engineers have, together with some of
the most experienced foot and ankle specialists in Europe,
developed an Episealer ® system for the ankle joint. The
Epsiealer ® implant is the same as for the knee joint, only
adapted for the curvature of the talar dome.
One of the challenges with talar lesions has previously
been to get access to the difficult-to-reach medial side of
talus due to its position under the shin bone. Thanks to a
novel patient-specific osteotomy guide (saw guide), developed by Episurf Medical and designed and manufactured
with the same MRI and 3D technology as the Episealer ® drill
guide, Epiguide®, it is now easy for the surgeon to tempo-
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rarily remove the medial malleolus (a part of tibia) and get
access to talus. The design of the unique osteotomy guide
further prepares for easy re-fixation of the malleolus after
performed Episealer ® implantation.
As with the Episealer ® knee family, Episurf Medical’s
proprietary set of surgical instruments is provided together
with the implant to give the surgeon support with the critical
moments, to ensure a desired implant placement and restoration of the anatomy.
Statement by Professor Leif Ryd

“I very much look forward to the launch of
Episealer® Talus, especially as we have received many requests from surgeons asking
if we could develop an implant system for
this application. The total market for a talus
implant might be smaller than the market
for knee implants but as we understand it
from all surgeons who have contacted us, we
really meet a demand from the market as the
alternative treatments are very limited. Also,
the Episealer® Talus project confirms that the
Episealer® technology is applicable outside
the knee joint.“

PRODUCTS FOR THE KNEE

Episealer® individualised implants

Episealer ®
Trochlea Solo

Episealer ®
Femoral Twin

25
Episealer ®
Condyle Solo

Episealer ® knee implants
Episurf Medical’s Episealer ® implants make it possible to
repair focal cartilage and bone defects to reduce pain and
increase mobility in the patient’s knee joint. Episealer ®
implants can be easily inserted, cause minimal trauma to the
surrounding tissue and require less complicated rehabilitation than the other treatment alternatives. Furthermore,
since healthy cartilage and bone are preserved and the
implant has a neat design, the patient’s options for future in-

terventions, such as for example knee replacement surgery,
are not limited.
Episurf Medical’s technique tailors the implant to each
individual patient instead of forcing the patient to fit the
implant, as is traditionally done in joint resurfacing surgery.
The implant is built on the idea that all patients have unique
anatomies. Small variations in the size and placement of an
implant can have a significant impact on the short- and longterm outcomes of a procedure.

The Episealer ® knee implants constitute a family of
individually customised, patient-specific, metallic resurfacing
implants including the following:
» Episealer ® Condyle Solo (CE-marked, Class IIb, year 2013)
» Episealer ® Trochlea Solo (CE-marked, Class IIb, year 2014)
» Episealer ® Femoral Twin (CE-marked, Class IIb, year 2015)
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Made of a cobalt-chrome alloy
Outer coating of hydroxyapatite and inner coating of titanium
Press fit design for initial fixation

26

Episealer ® implants are adapted to each individual’s unique
anatomy and injury. They are made of a cobalt-chrome
alloy with a central peg for initial fixation. Cobalt-chrome is
a material that has been used in knee prostheses for more
than two decades and has been proven to provide a safe,
effective and weight-bearing joint surface. The design of the
Episealer ® implants has been selected for a firm short-term
and long-term fixation, to minimise the risks of revision due
to implant loosening. The Episealer ® implants are inserted
press-fit for immediate fixation and the implants achieve
early post-operative fixation thanks to the hydroxyapatite
(HA) layer, and additionally further long-term fixation due to
the titanium (Ti) layer beneath.
The use of HA coatings has advantages compared to the
use of acrylic bone cement, such as a simpler surgical procedure, avoidance related to risks of mechanical degradation
of the acrylic cement and adverse tissue response initiated
by thermochemical side effects of the acrylic cement. The
Episealer ® implants with the double coating (Ti + HA) have
been evaluated in sheep studies.1 In one of these publications adherence between cartilage and the HA-coated

was reported, and a concept of sealing of the interface
between cartilage-bone and implant is discussed. This effect
can prevent joint fluid from penetrating the metal-bone
interface and thus minimise risks of osteolysis and cyst
formation. The sealing effect with bonding between the
HA-coated implant edge and cartilage has been confirmed in
a subsequent sheep study.
As far as the company is aware, the competitive resurfacing devices primarily address cartilage lesions, whereas
Episealer ® addresses both the cartilage lesion and the
underlying bone defect. Since cartilage does not have any
nerve fibres, pain signals do not originate from the cartilage
but in most cases from a lesion in the bone underneath. If
one fails to treat the underlying bone defect adequately,
the pain may persist. Conversely, treating patients without
a bone lesion may not result in relief of pain, which, in those
cases, originates somewhere else in the knee.
One of the most important risk mitigations for Episealer ®

Market launch

Product line

compared to all other resurfacing implants, is that the clinical situation in the knee is reviewed in advance by an Episurf
Medical radiologist and compiled into a damage marking
report, which is communicated directly with the surgeon.
The probability for inappropriate cases (i.e., usage outside
the intended use), is thus improbable.
Using a patient-specific damage marking report and
CAD-CAM technology, the Episealer ® is designed based on
the patient’s specific anatomy and lesion, ensuring a perfect
fit to avoid damaging of the opposing cartilage. Competitive,
off-the-shelf products might not, according to the company,
fit precisely as the surgeon selects the shape/size that fits
best based on intra-operative measurements of the lesion
size and knee anatomy. This will not ensure a perfect fit
which may compromise the clinical outcome of the surgery.
Further, more lesions/implant positions in the knee can be
addressed with the truly patient-specific Episealer ®, providing unlimited choices of implant surface curvature.

Age range
20–40

1 Martinez-Carranza N, Berg HE, Lagerstedt AS, Nurmi-Sandh H, Schupbach P, Ryd L. Fixation of a double-coated titanium-hydroxyapatite focal
knee resurfacing implant: A 12-month study in sheep. Osteoarthritis and
Cartilage. 2014;22(6):836-44 och Schell H, Jung TM, Ryd L, Duda G. On
the attachment of cartilage to HA: signs of ”chondrointegration” studies
on a novel mini-prosthesis in the sheep knee. Knee Surg Sports Traumatol Arthrosc. 2016;24(Suppl 1):S387-S8.
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Indications

35–65

CE mark approval

Episealer ® Condyle Solo

l

Chondral and osteochondral defects
of ICRS grade III-IV

CE mark approval

Episealer ® Trochlea Solo

l

Chondral and osteochondral defects
of ICRS grade III-IV

CE mark approval

Episealer ® Femoral Twin

l

Chondral and osteochondral defects
of ICRS grade III-IV

Condyle Solo

Trochlea Solo

Femoral Twin

Episealer® Condyle Solo
Episealer® Trochlea Solo
®

Episealer® Femoral Twin
®
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Damage marking report
Customisation of the Episealer ® with respect to implant
size (diameter and thickness) and articular surface curvature is supported by the creation of an Epioscopy ® damage
marking report. This report is generated through the use
of magnetic resonance imaging and creation of a virtual 3D
model which is a replica planning and individual customisation of implant and surgical tools. The report allows for a
distinct establishment of indications and contraindications,
to ensure that only patients suited for the procedure are
operated.
To make this possible, an MRI scan of the patient’s knee
is performed, anonymized and sent digitally to Episurf Medical through the order management system µiFidelity ®. The
quality of the MR images is checked. Based on the MRI data,

the geometry of the knee as well as the extent of the cartilage and bone damage are assessed and visualised together
with an Episurf Medical radiologist
A virtual 3D model of the affected knee joint, including
possible lesions, is created. The report is subsequently
compiled and delivered to the treating surgeon through
µiFidelity ®. The report is used by the treating surgeon as an
assessment support tool and for planning of the appropriate surgery.
Upon confirmation from the treating surgeon and
approval of the case, the patient-specific implant and corresponding tools are designed and manufactured. In case the
report concludes that the patient is regarded not suitable to
receive an Episealer ®, the surgeon will be notified and given
an explanation.
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Episealer® Toolkit
Customised surgical tools for high precision

Patient-specific surface

Drill precision of 200 micrometers

28

Surface from patient’s own anatomy
Patient-specific surface

CORRECT POSITIONING OF THE IMPLANT is obtained by means
of a corresponding, patient-specific toolkit, to assist the
surgeon during surgery. The proprietary Episealer ® toolkit
is an inherent part of the Episealer ® procedure. The toolkit
supports the precise implantation of the Episealer ®, and
each Episealer ® implant has a toolkit CE-marked along with
the Episealer ® implant.
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To ensure simple and fast surgery and optimal positioning of the implant, Episurf Medical delivers a customised
drill guide for each procedure, the Epiguide®. It is designed
according to patient-specific data in the same way as the Episealer ® and delivered to the clinic together with the implant.
The guides are designed to deliver a custom fit and can thus
be easily placed in the joint over the damaged area. They

are essentially a mirror image of the patient’s joint surface
around the damaged site. The guide is designed so that the
drilling angle and depth are predetermined, these are thus
not a matter of judgement for the surgeon. Epiguide® guides
the surgeon through the entire procedure, simplifies execution and increases precision.

1

2

3

4

5

6
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7

The single use toolkits for the implants consist of
the following parts:
1) D
 rilling socket – insert to be used with the Epiguide® to guide
the Epidrill for initial drill depth
2) Adjustment socket – insert to be used with the Epiguide® to guide
the Epidrill for exact depth adjustment
3) Epimandrel – tool to assist insertion of the implant
4) Epidrill – drill
5) Epidummy – replica of the Episealer ® for depth control
6) Episealer ®
7) Epiguide® – drill guide, aids the surgeon to obtain the exact drilling
access and depth, to ensure the correct placement of the implant.
For Episealer ® Femoral Twin there is one additional part included,
the Epiguide® insert.
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During 2017,
®
three scientific Episealer
articles have been published in
respected medical journals
EPISURF MEDICAL
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Clinical evidence

Years

Years since surgery by reporting date

> 5.0 yrs

2

> 4.5 yrs

4

> 4.0 yrs

10

> 3.5 yrs

15

> 3.0 yrs

24

> 2.5 yrs

48

> 2.0 yrs

77

> 1.5 yrs

31

108

> 1.0 yrs

173

> 0.5 yrs

212

Performed
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AS OF 23 FEBRUARY 2018, 291 Episealer ® knee implants had
been implanted into patients. Two patients had at that stage
had the implant more than five years and ten for more than
four years.
During the year, three scientific articles have been published in respected medical journals.
In June 2017, a case report with one Danish patient
who has had an Episealer ® for 36 months was published in
“Journal of Exercise, Sports and Orthopedics”. The report
documents how a patient sustained a sports injury that
severely damaged a zone of knee cartilage and ultimately led
to several failed surgeries and two years of unemployment.
At the age of 31, the patient underwent Episealer ® surgery,

200

250

300
Number

recovered quickly from the procedure and returned to work
as a carpenter within three months. After more than three
years since the Episealer ® surgery, the patient continues to
demonstrate significant pain and outcome score improvements that have also enabled a return to sporting activities.
In July 2017, a preclinical study titled “Cartilage Health in
Knees Treated with Metal Resurfacing Implants or Untreated
Focal Cartilage Lesions: A Preclinical Study in Sheep” was
published in the medical journal “Cartilage”. The paper looks
at the positive impact of the Episealer ® knee implant, it also
indicates that the biological coatings applied to the implant
maintain the health of the surrounding cartilage, offering an
excellent “chondrointegration” of cartilage to the Episealer ®.

In November 2017, a publication titled “No implant
migration and good subjective outcome of a novel customised temoral resurfacing metal implant for focal chondral
lesions” by Stålman et al. was published in the prestigious
international medical journal “KSSTA, Knee Surgery, Sports
Traumatology, Arthroscopy”. The publication is a result of a
multicentre 24 months’ follow-up of ten patients who have
an Episealer ® Condyle Solo implant. The study was conducted in collaboration with three orthopaedic clinics in Sweden.
The main study parameters were pain and function and
the conclusion was that the short-term implant safety and
patient related outcome showed good to excellent result.
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Organisation and employees
The Group consists of Episurf Medical AB (publ), which is the parent company of the Group,
and the wholly owned subsidiaries Episurf IP-Management AB, Episurf Operations AB,
Episurf Europe AB, Episurf DE GmbH and Episurf UK Ltd.
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THE AVERAGE NUMBER OF EMPLOYEES in the Group
during 2017 was 27, of whom 11 women and 16 men. The
number of employees in the Group at the end of 2017 was
26, which is a decrease of 1 employee compared to year end
2016.

Despite its limited size in terms of the number of employees,
Episurf Medical’s organisation possesses considerable expertise in most areas of relevance to the company. Long experience is found in areas like clinical research, international
sales of orthopaedic implants and design and development

Organisation
Board

CEO

Finance& HR

EPISURF MEDICAL

Regulatory and
quality

| ANNUAL REPORT 2017

Marketing

Senior
medical
advisor

Production and
RnD

Advisory
board

Sales

of customised implants. As a means for gaining access to
additional expert know-how and to minimise costs and
maintain the desired flexibility, Episurf Medical uses external
consultants to a certain extent. Furthermore, the company
collaborates with a number of experts in different fields.
This structure enables the company to allocate resources
according to need and to bring in the right expertise at the
right time. As more products enter the launch phase, the
company adds more functions to the in-house organisation.
In pace with Episurf Medical’s development, the organisation is being adapted and during the year changes
were made in the company’s management team. In January
2017, Pål Ryfors, CFO, was appointed acting CEO Pål Ryfors
replaced Rosemary Cunningham Thomas. In conjunction to
the change of CEO, the board of directors of Episurf Medical
initiated a search process for a permanent CEO and decided
in June 2017 to appoint Pål Ryfors, acting CEO and CFO to
CEO and Veronica Wallin, the company’s Head of Finance
was appointed CFO.
In April 2017 Episurf Medical strengthened the management team and the company’s executive management team
now consists of six individuals, CEO Pål Ryfors, CFO Veronica
Wallin, Head of Quality and Regulatory Affairs Ladan Amiri,
Marketing Director Fredrik Zetterberg, Sales Director Göran
Martinsson and COO Jeanette Spångberg, see page 53–54.

Share capital and ownership structure
Episurf Medical’s share is traded on Nasdaq Stockholm, Small Cap, since 2014.

Share price performance during 2017
SEK
15
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No. of shares traded, thousands per week
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General information
The company’s shares are issued in two classes. As of the date of this
annual report, the company’s registered share capital amounts to SEK
9,172,606 distributed among 6,363,577 A shares (ISIN: SE0003523869)
and 24,185,918 B shares (ISIN: SE0003491562), corresponding to a total
of 30,549,495 shares. The quota value of each share is SEK 0.3. According
to Episurf Medical’s current articles of association 31 December 2017, the
share capital may not be less than SEK 4,500,000 and not more than SEK
18,000,000 represented by no less than 15,000,000 and no more than
60,000,000 shares.
The company’s B share is traded on Nasdaq Stockholm since 11 June 2014
under the ticker symbol “EPIS B”.
The shares in the company have been issued according to Swedish law
and are denominated in SEK. The company’s shares are registered in a CSD
register in accordance with the Swedish Act on Central Securities Depositories
and the Accounting of Financial Instruments (Sw. lagen (1998:1479) om värdepapperscentraler och kontoföring av finansiella instrument). This register is
managed by Euroclear Sweden AB. No share certificates have been issued for
the company’s shares.

Source: SIX
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The ten largest shareholders in Episurf Medical AB at 31 December 2017
No. Of A-shares

Name

Serendipity Ixora AB

Share capital
in %

Voting rights, %
32.3

4,661,519

–

15.3

Pål Ryfors

983,607

32,786

3.3

6.9

JP Morgan Bank, Luxemburg

112,066

2,162,916

7.5

5.8

Försäkringsaktiebolaget, Avanza Pension

–

1,491,362

4.9

3.5

SEB London- Luxemburg, (SICAV Fond)

–

1,228,963

4.0

2.8

Ticker symbol:

EPIS B

AMF Aktiefond småbolag

–

1,164,448

3.8

2.7

ISIN code AK A:

SE0003523869

279,945

142,954

1.4

2.3

ISIN code AK B:

SE0003491562

LMK Forward AB

–

938,000

3.1

2.2

Order book ID:

78,419

Swedbank Försäkring

–

811,090

2.7

1.9

No. Of shares outstanding:

30,549,495

Nordnet Pensionsförsäkring AB

–

603,962

2.0

1.4

Quota value:

0.3

Total, 10 largest shareholders

6,037,137

8,576,481

48

61.7

Round lot:

1 share

326,440

15,609,437

52

38.3

Share capital:

9,172,606

6,363,577

24,185,918

100.0

100.0

Gile Medicinkonsult AB

Summary, other
Total
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No. Of B-shares

The extra general meeting 20 February 2017, approved
to increase the share capital through a rights issue in accordance with the proposal from the board. The rights issue
was subscribed to 91.54 percent, which resulted that Episurf
Medicals share capital increased from SEK 4,788,991.50 to
SEK 9,172,606.25 and the number of A shares increased
from 3,400,871 A-shares to the total 6,386,468 A-shares and
from 12,548,933 B-shares to the total 24,163,027 B-shares.
The total number of shares increased to 30,549,495 and the
total votes to 43,322,431 after the right issue.
Share issues and share conversions
At the request of shareholders in Episurf Medical, class A
shares have been converted to class B shares on several
occasions during the year in accordance with the Articles of
Association.
Episurf Medical has during the year completed a new
share issue with preferential rights for the company’s
shareholders. The subscription price for the new shares of
series A and B was SEK 7.50 per share and the subscription
period took place from and including 27 February 2017 until
and including 13 March 2017. The final outcome showed
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that 91.54 per cent of the new shares were subscribed by
shareholders through primary and subsidiary pre-emptive
rights. The total count shows that 13,477,883 shares (of
which 2,983,597 were class A and 10,494,286 were class B
shares), equal to 84.5 per cent of the offered shares, were
subscribed through the exercise of subscription rights, while
1,121,808 shares, equal to 7.0 per cent of the offered shares,
were subscribed without the support of subscription rights.
The rights issue was subscribed to 91.5 per cent and the
company raised approximately MSEK 109.5 before issue
expenses. Through the new share issue, Episurf Medical’s
share capital increased by SEK 4,383,614.75. The number
of class A shares increased by 2,985,597 and the number of
class B shares increased by 11,614,094. The total number of
shares thus increased by 14,599,691 and the total number
of votes by 20,570,885.
Share price performance and trading
Episurf Medical’s share price at year-end was SEK 5.4 (15.0),
which is equal to a market capitalisation, calculated on the
total number of class A and B shares, of SEK 165.0 million
(239.2). During the financial year, the share price changed

by –64.0 per cent (–14.4). The highest price paid during the
year was SEK 18.3 (20.5) and the lowest was SEK 5.25 (10.5).
During the year, 14,011,044 class B shares were traded on
Nasdaq Stockholm (5,578,005) for a total value of SEK 108.0
million (83.6).
Ownership structure
The number of shareholders at year-end was 3,070 (2,210).
The ten largest shareholders in Episurf Medical in terms of
voting power held shares corresponding to 48.0 per cent
(48.4) of the share capital and 61.7 per cent (64.7) of the
votes. The largest shareholder, Serendipity Ixora AB, held
shares corresponding to 15.3 per cent (17.7) of the share
capital and 32.3 per cent (37.2) of the votes. As of December
31, 2017 there was a difference in the number of A and B
shares registered at with the Swedish Companies Register
(Bolagsverket) and those noted by Euroclear due to ongoing
conversion of A-shares being converted to B-shares. The
shares presented in the following table are those which are
registered with Euroclear as of December 31, 2017.

Ownership structure by size of holding at 31 December 2017
Holding

No. of
shareholders

1–500

Class,
A shares

Class
B shares

% of capital

% of,votes

Market value,
(SEK 000s)

1,214

3,001

212,000

0.70

0.51

1,145

501–1,000

479

4,062

395,292

1.31

0.94

2,135

1,001–5,000

884

15,623

2,223,874

7.33

5.25

12,009

5,001–10,000

248

32,027

1,847,484

6.15

4.49

9,976

10,001–15,000

64

–

802,626

2.63

1.85

4,334

15,001–20,000
20,001–
Total

50

15,200

886,494

2.95

2.15

4,787

131

6,293,664

17,818,148

78.94

84.81

96,238

3,070

6,363,577

24,185,918

100.00

100.00

130,604

Total no.
of shares

Total share
capital
100,000

Development of the share
Quota
value

Increase in the
no. of shares

Increase in the
share capital

Company formed

0.01

10,000,000

100,000

10,000,000

New share issue

0.01

800,000

8,000

10,800,000

108,000

2010

Bonus issue

0.05

–

432,000

10,800,000

540,000

2010

New share issue

0.05

2,000,000

100,000

12,800,000

640,000

2011

New share issue

0.05

25,600,000

1,280,000

38,400,000

1,920,000
1,920,000

Year

Event

2008
2010

2011

Merge

0.30

1:6

–

6,400,000

2013

New share issue

0.30

1,553,986

446,196

7,953,986

2,386,196

2014

New share issue

0.30

2,593

778

7,956,579

2,386,974

2015

New share issue

0.30

8,006,726

2,402,017

15,963,305

4,788,991

2016

Reduction by cancellation
of shares

0.30

13,501

–

15,949,804

4,784,941

2016

Bonus issue

0.30

–

4,050

15,949,804

4,788,992

2017

New share issue

0.30

14,599,691

4,383,614

30,549,495

9,172,606
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Administration report
The Board of Directors and the CEO of Episurf Medical AB (publ), corporate identification
number 556767-0541, hereby present the annual report for the financial year from 1 January 2017
to 31 December 2017.
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Group structure
Episurf Medical AB (publ)
Stockholm, Sweden
(556767-0541)

100%
Episurf IP-Management AB
Stockholm, Sweden
(556921-7747)

100%
Episurf Operations AB
Stockholm Sverige
(556921-7739)

Group structure
The structure of the Group is described in the figure, setting
forth the ownership of the subsidiaries, including information on the Group Companies’ name, corporate identification number and registered office.
100%

Episurf Europe AB
Stockholm, Sweden
(556921-7721)
100 %
Episurf UK Ltd.
Lincoln, UK
(09548146)
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100%
Episurf DE GmbH
München, Germany
(HRB 218113)

General information about operations
Episurf Medical, founded in 2009 (company formation in
2008), is a medical technology company that develops and
commercialises patient-specific products for the treatment
of painful joint injuries. By combining expertise in implant
development with patented technology for customised
design and production, Episurf Medical can manufacture
perfectly adapted implants based on each individual patient’s unique anatomy and injury and thereby give people
with painful joint injuries a more active and healthy life.
Episurf Medical is headquartered in Stockholm and has
an in-house sales organisation in Europe.

Product portfolio
Episurf Medical has developed a platform for the design
and manufacture of patient-specific implants (Episealer ®)
and surgical tools (including the patient-specific drill guide
(Epiguide®) for the treatment of painful joints. The Episealer ®
implants are primarily intended for patients in the age category of 35–65 years with focal cartilage and bone defects
of the knee joint of traumatic of degenerative origin, and are
aimed at bridging the gap between conservative treatment
methods, early stage biological surgical procedures and
knee replacement surgery. The scalable μiFidelity ® system
is a proprietary web-based ordering system developed for
surgical pre-planning and cost-effective patient customisation. The system is the first in the world to enable large-scale
precision-engineered production of patient-specific resurfacing implants and surgical tools.
Episurf Medical’s first patient-specific product portfolio,
focused on treatment of cartilage damage in knee joints,
consists of the five CE-marked products; Episealer ® Condyle
Solo, Episealer ® Trochlea Solo, Episealer ® Femoral Twin,
Epiguide® MOS and Epioscopy ® Damage Assessment Tool.
Research and development
Costs for development have during the year been capitalised with SEK 3,709,178 (1,605,049). Episurf Medical’s
product development is conducted according to a proven
model that has been well-tried at the company since the first
commercial product, the Episealer ® Condyle Solo. Leading
orthopaedic surgeons and researchers are engaged at an
early stage of the development to identify clinical needs and
patient benefits. Throughout the development process, the
company maintains a close dialogue with involved clinics
and orthopaedic surgeons, which facilitates rapid feedback
and product adaptation. Furthermore, Episurf Medical has
chosen to use certified materials in its products, which
significantly reduces the development risks and development times. Episurf Medical is certified according to
ISO13485:2016 with a medical device quality management
system. All research and development is performed in alignment with that standard.

Production
Episurf Medical’s strategy is to use contract manufacturers
for all production. External contract manufacturers provide
scalability and full control over the manufacturing process
while at the same time reducing the risk that growth opportunities will be limited by insufficient production capacity.
However, all patient-specific design is carried out in-house.
The development of an efficient and cost-effective manufacturing process is a time-consuming process and is being
carried out parallel to product development and the initial
market launch of a product.
Market introduction
When Episurf Medical’s products have been granted European market approval in the form of a CE mark, they are in
a first step being introduced to selected leading clinics and
surgeons primarily in Northern and Central Europe, in which
treated patients are followed up clinically. This so-called
prelaunch phase takes around one year. The products will
then be introduced to clinics and surgeons throughout
Europe through a gradually expanded market launch. Episurf
Medical intends to drive sales in the largest European markets under its own management. Aside from the Nordic and
Benelux countries, the company’s primary markets in 2018
will continue to be Germany, the UK, the Nordic countries
and Benelux. In addition, preparations are underway for
the launch of a knee product portfolio in North America.
The launch in North America may be carried out together
with a partner. Further, the company is in the early stages of
opening up distribution markets in primarily the Middle East
and Asia.
Significant events during the financial year
» Episurf Medical announced and conducted a rights issue and
raised approximately SEK 109.5M prior to transaction costs
» Dr. Adam Mitchell joined Episurf Medical’s Clinical Advisory
Board
» Dennis D. Stripe to act as executive chairman
» Episurf Medical obtained its first granted patents in China
» Episurf Medical obtained its first granted patent in the US
for its 3D-based damage assessment tool

» Episurf Medicals CEO Rosemary Cunningham Thomas
stepped down – search for new CEO initiated
» Episurf Medical announced that the 50th implantation in
Germany of the Episealer ® knee implant was performed
» Episurf Medical obtained further granted patents in Australia, US and Europe
» Episurf Medical strengthened the company’s management
group
» Episurf Medical reached milestone of 200 implants
» Episurf Medical continued Its communication with the US
Food and Drug Administration (FDA)
» Episurf Medical’s Board named Pål Ryfors new CEO and
appointed Veronica Wallin as new CFO
» Episurf Medical appointed Dr Michael Manley Special
Advisor for the US strategy
» 100 patient multi-center study of the Episealer ® knee
implant fully recruited
» Episurf Medical’s 100th Episealer ® Femoral Twin implant
demonstrates rapid clinical adoption
» Episurf Medical’s 50th Episealer ® implant in Belgium
» Episurf Medical reached milestone of 250 implants sold
» Episurf Medical reported a brief clinical update
» Management group changes in Episurf Medical were
announced
» Episurf Medical became an approved supplier to Spire
Healthcare, one of the UK’s largest independent hospital
providers
» Case-report with clinical data of Episealer ® patient was
published
» A nother preclinical paper on the Episealer ® implant
published
»D
 ennis D. Stripe re-assumed the position as non-executive
chairman of the board
»E
 pisurf Medical obtained new patent in China
»F
 redrik Zetterberg appointed Head of Marketing for
Episurf Medical
»5
 years’ follow-up of the first Episealer ® patient
» Episurf Medical’s CEO Pål Ryfors acquired shares corresponding to 3.2% of capital and 6.8% of votes from main
shareholder Serendipity Ixora
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» Episealer ® 24 months’ clinical study results accepted for
publication in peer-reviewed scientific journal
»E
 pisurf Medical’s 100th Episealer ® implant in Germany
»E
 pisurf Medical reached milestone of 300 implants sold
Significant events after the end of the financial year
»E
 pisurf Medical received market approval in Israel and
signed distribution agreement for the Israeli market
»E
 pisurf Medical announced that the company is in the final
stages of the development of an ankle implant
»E
 pisurf Medical signed financing agreement of up to SEK
70m subject to approval at the general meeting
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Employees
At 31 December 2017, the Group had 26 employees (27), of
whom employees in the parent company Episurf Medical
AB totaled to 13 (14). Personnel costs amounted to SEK
31,260,627 (28,340,527) in the Group and SEK 11,095,906
(12,799,228) in the parent company. For additional information about the average number of employees, salaries, other
remuneration and social security expenses, see Note 9.
Environment, ethics and responsibility
Episurf Medical is actively committed to corporate responsibility and sustainability. This commitment covers areas that
are primarily related to ethical, environmental and occupational health issues, issues of a social nature and transparency to the shareholders.
Episurf Medical’s contribution to society is to offer
people with painful joint injuries a longer, more active and
healthier life by providing effective, minimally invasive, patient-specific treatment alternatives.
Episurf Medical works in an industry where ethical and regulatory aspects are of major importance in shaping the company’s operations. As a result, we continuously focus on these
issues with the aim of consistently meeting the established
requirements by a wide margin. As part of this work, Episurf
Medical in 2015 implemented a quality management system
according to ISO 13485, a standard for medical devices that
specifies how these are to be developed and manufactured, for
use in the healthcare sector. Episurf Medical’s environmental
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policy is to include environmental consideration as an natural
component of the company’s operations. Episurf Medical
has no in-house production, which means that its operations
have a very limited direct impact on the environment and local
community. Regarding production of Episurf Medical’s products, the company’s main suppliers have production facilities
certified and meeting ethical, environmental and health and
safety criteria. Being open and providing the shareholders and
stakeholders with full transparency of the company are top priorities for Episurf Medical. Accordingly, up-to-date and relevant
information will always be available on the company’s website
under the tab Investors. Here, stakeholders and shareholders
can find clear, complete and reliable information to meet all of
their needs, regardless of their level of expertise. Communication with the shareholders and stakeholders takes place via the
website, newsletters and press releases.
Through structured Board of Directors work, Episurf
Medical ensures that corporate responsibility issues are
addressed and included on the management’s agenda.
Investments in the Group
Group investments in intangible assets amounted to SEK
7,445,889 (5,405,142) for the financial year of which SEK
3,709,178 (1,605,049) are related to capitalised development
costs, remaining investments relates to patents. Investments in tangible assets amounted to SEK 32,690 (159,572)
for the financial year.
Investments in the parent company
Investments in intangible assets, capitalised development
costs, amounted to SEK 3,709,178 (1,605,049) for the financial year. Investments in tangible assets amounted to SEK
– (62,499) for the financial year.
Consolidated income and expenses
Net sales
Consolidated net sales for the period from 1 January 2017 to
31 December 2017 amounted to SEK 2,490,248 (2,405,614).
The increased net sales is a result from increased sales activities in prioritized markets, the Nordic countries, Benelux,
Germany and the United Kingdom.

Expenses
The Group’s expenses for the period from 1 January
2017 to 31 December 2017 amounted to SEK 64,245,225
(64,369,289). The result for the period was negatively impacted by expenses of approximately SEK 3 million related
to the previous CEO. Three new employees have been hired
since last December and four have left the company.
Profit
The consolidated operating loss for the period from
1 January 2017 to 31 December 2017 was SEK –61,151,814
(–61,708,748). The loss after financial items was SEK
–61,093,532 (–61,667,464). The loss consists mainly of
expenses for development, marketing and sales activities
related to the company’s controlled product launch.
Financial position and liquidity
Consolidated cash and cash equivalents at year-end 2017
amounted to SEK 71,279,319 (42,300,018). Cash flow from
operating activities before changes in working capital
was SEK –56,757,835 (–57,593,181). Consolidated equity at
yearend amounted to SEK 85,571,050 (48,698,610) and the
equity ratio was 91.7 per cent (80.8).
Parent company – Episurf Medical AB (publ)
The parent company Episurf Medical AB (publ) conducts
research, development and commercialisation of products
for medical purposes. Net sales in the parent company
for the financial year from 1 January 2017 to 31 December
2017 reached SEK 243,913 (–) and refers to intra-group
revenues. Operating expenses amounted to SEK 29,988,745
(35,017,328). The decrease in expenses compared to the
previous year is mainly due to improved cost control. The
operating loss was SEK –29,744,832 (–35,017,328) and the
loss after financial items was SEK –29,685,282 (–34,127,522).
The parent company’s cash and cash equivalents at year
end amounted to SEK 62,467,679 (40,109,215).

Proposed appropriation of earnings
The Board of Directors proposes that the following earnings
be at the disposal of the Annual General Meeting:
SEK

Share premium reserve

329,300,480

Accumulated deficit

–147,952,639

Loss for the year

–29,685,282

Total

151,662,559

The Board proposes that the earnings be appropriated so
that SEK 120,142,859 is carried forward to new account.
Further information about the results of operations and
financial positions of the Group and the parent company
can be found in the following income statements, balance
sheets, cash flow statements and additional disclosures.
Dividend
The Board of Directors and the CEO propose that no dividend be paid for the financial year from 1 January 2017 to 31
December 2017.
The Group’s future development
The Group has not launched any new products in 2017 and
focused on the company’s current five approved products
Episealer ® Condyle Solo, Episealer ® Trochlea Solo, Episealer ® Femoral Twin, Epiguide® MOS and Epioscopy ® Damage
Assessment Tool. The launch is planned to continue during
2018. A new product, Episealer ® Talus is also planned to
be introduced. The goals for 2018 are, among other things,
to continue commercialisation of the knee implants in the
European market together with development of clinical evidence during this commercialisation as well as performing
the first operations with Episealer ® Talus. Other priorities
are the next step of the US strategy, namely submission of
an application for FDA IDE-approval during 2018, as well as
continued product development with a focus on Episurf
Medical’s unique digital 3D-based damage assessment tool
(Epioscopy ®). Additional strengthening within the fields
of health economic studies, regulatory affairs and reim-

bursement are also prioritised areas. Together, all of this
could boost profitability in a longer perspective and lead to
increased sales revenues for the company in 2018, but it will
most likely also mean higher expenses for the company.
As of December 31, 2017, the group had SEK 71.3 in cash
and cash equivalents. To assure financing of continued
operations, a financing agreement with European Select
Growth Opportunities Fund was entered into in February
2018 which provides the company with access to SEK 70
million over a 36 month period. The agreement is subject to
final approval by the Annual General Meeting of the shareholders in April 2018. During 2018, management estimate
that expenses for market initiatives in the USA will result in
increased expenses while costs in the European operations
will decrease. Management further estimate that the financing provided through the financing agreement entered into
on February 22, 2018 is key for the market initiatives in the
USA of which the approval by the Annual General Meeting
is a prerequisite. Based on the access to funding provided
by the agreement, the Board estimates that financing is
adequate for the foreseeable future. In case the financing
agreement is not approved by the shareholders, the Board
and Managing Director estimate that the current funds will
be adequate to finance operations during the following 12
months, however, the group will not be able to implement
the market initiatives in the USA as currently planned.
The following sections provide additional information
as to the key terms of the financing agreement
Highlights about the financing agreement
»T
 he first Tranche will be carried out as a directed issue of
SEK 7 million through the issuance of Notes with Warrants
attached to the Investor.
»U
 pon the full exercise of the Warrants and the Shareholders Warrants of the first Tranche Episurf Medical will
receive an additional SEK 7 million.
»M
 aximum additional potential financing of up to SEK 63
million (plus approximately SEK 63 million upon exercise of
all the Warrants and the Shareholders Warrants) through
similar directed issues in subsequent Tranches over the

next 36 months, subject to fulfilment of certain conditions.
» A s a technical measure in order to meet the Investor’s
demand for immediate access to its shares, certain shareholders will, during a transitional period, lend shares to the
issuing agent engaged for this Agreement.
» T he Issuer shall pay to the Investor a commitment fee
equal to 4% of the aggregate principal amount of the
Notes issued under the requested Tranche.
» In case of an event of default, each outstanding note shall
accrue interest at a rate of 15%.
Main characteristics of the Notes, the Warrants
and the Shareholders Warrants:
» T he notes have a principal amount of SEK 50,000 each.
They bear no interest and have a maturity of 12 months
from the date of the registration of their issuance with the
Swedish Companies Registration Office. During their term,
the Investor may request to convert some or all of the
notes at a variable conversion price representing an 8%
discount to the lowest daily volume weighted average price
over the last 15 trading days during which the investor has
not sold any share on the market prior to the conversion
date (the “Reference Price”).
» Upon such conversion request, Episurf Medical has the
option to remit, at its discretion, cash, shares in Episurf
Medical or a combination of both. This characteristic will
enable Episurf Medical to manage the potential dilution
resulting from the notes.
» T he warrants have a term of five (5) years from the date of
the registration of their issuance with the Swedish Companies Registration Office and will immediately be detached
from the notes. Each warrant gives right to subscribe for
one (1) new share (subject to standard adjustments in accordance with the terms and conditions of the Warrants) in
Episurf Medical at a fixed strike price representing a 120 %
premium to the reference price on the date of the request
from Episurf Medical to issue a new tranche.
» T he strike price for warrants under the first tranche will be
set at 120% of the lowest reference price on the following
two dates: (i) the day of issuance of the first tranche by
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the board of directors and (ii) 8 January 2018, the date of
signature of the term sheet between Episurf Medical and
the Investor (being SEK 5.1132). Episurf Medical will publicly
announce the strike price of the warrants in connection
with the issuance of the first tranche.
» T he shareholders warrants will have the same characteristics as the warrants and will be admitted to public trading.
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Guidelines for remuneration to senior executives
Remuneration The annual general meeting held on 22 May
2017 resolved on the following guidelines for remuneration
to the executives of Episurf Medical for the period until the
annual general meeting of 2018.
Compensation and conditions of employment for the
senior executive, by which is meant the CEO, the CFO, the
COO, the Head of Quality & Regulatory affairs, Sales director
and Marketing director, December 31, 2017, is designed to
ensure the company’s access to executives with the right
set of skills. The remuneration consists of a fixed salary, a
possible variable compensation, an incentive programme
and other possible benefits including a company car and
pension. The remuneration is on market terms and competitive, and is related to the senior executive’s responsibilities
and authorities. Any variable remuneration is related to established and well-defined objectives and to the fixed salary
and it shall be limited to a maximum amount equivalent to
six month’s salary (gross).
The Board of directors is given the possibility to deviate
from the above guidelines in individual cases should special
reasons justify this. If this is the case, the information
and the reasons for the deviation shall be reported at the
next annual general meeting. The proposed guidelines for
remuneration to Group Management Team in 2018 that will
be presented by the Board to the AGM on 9 April 2018 for
approval are identical to the current guidelines.
Pål Ryfors was appointed Acting CEO in connection with
Rosemary Cunningham Thomas resigning from her position
as CEO in January 2017 and was appointed CEO in June 2017.
During the financial year 2017, Pål Ryfors has received a total
amount of SEK 2 058 464 in remuneration. The compa-
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ny and the former CEO Rosemary Cunningham Thomas
entered into an agreement through which, Cunningham
Thomas received compensation during the notice period
until 7 July 2017 and an additional severance payment
which was paid during the six months following the notice
period. The final payment was made in December 2017 and
Cunningham Thomas has received a total compensation of
3 202 985 in 2017. The agreement represented a settlement
of the accrued part of the incentive program resolved at the
annual general meeting of the company on 24 May 2016,
implying that no “incentive shares” in the company’s British
subsidiary Episurf UK Limited will be issued to Cunningham
Thomas. Further, the share options issued to Rosemary
Cunningham Thomas, in accordance with the resolution by
the extra ordinary general meeting of Episurf Medical on 18
August 2016, fall due.
Current employment agreements for the CEO and
senior executives
Remuneration and pension terms
Remuneration and benefits for the senior executives are
prepared by the remuneration committee and decided by
the Board of directors.
Termination of employment and severance pay
A mutual notice period of six months applies for the termination of employment of CEO, Pål Ryfors and Sales Director,
Göran Martinsson, a mutual notice period of four months
applies for the termination of employment of the COO,
Jeanette Spångberg and a mutual notice period of three
months applies for the termination of employment of the
CFO, Veronica Wallin, the Head of Quality & Regulatory
affairs, Ladan Amiri and the Marketing Director, Fredrik
Zetterberg. The COO, CFO, the Head of Quality and Regulatory affairs, the Marketing Director and the Sales Director,
are not entitled to any severance pay.
Incentive programmes
See more information about Episurf Medicals incentive
programmes in note 9.

Related party transactions
Shareholder and Board member Leif Ryd has received
consulting fees of SEK 660,000 (540,000). In addition to
the board fee, the Board Chairman, Dennis D. Stripe has
received SEK 282,000 (–) as compensation for the work
during the year as working Executive Chairman. Serendipity Communications AB has received a consultancy fee of
SEK 139,900 (850,073), Serendipity Legal AB has received
consulting fees of SEK 22,500 SEK (50,000) and Sprof AB
has received consulting fees of SEK – (21,375). Serendipity
Communications AB, Serendipity Legal AB and Sprof AB are
related parties to Episurf Medicals largest shareholder Serendipity Ixora AB. The Board fees were agreed by the AGM
and noted as follows: The Chairman receive SEK 400,000;
Laura Shunk and Wilder Fulford receive remuneration of SEK
200,000; Saeid Esmaeilzadeh, Leif Ryd and Christian Krüeger
receive remuneration of SEK 100,000 respectively. In total,
the board fees amount to SEK 1,100,000 (1,100,000).
Significant risks and uncertainties
Clinical trials
Episurf Medical has been conducting a clinical trial in humans since 2012. This study is focused on implementation
of tests on humans for Episealer ® Condyle Solo, where the
main study parameters are joint pain and function. The
collaboration with different researches and clinics are very
important for Episurf Medical´s business. Clinical trials are
of large importance within the area of repair of cartilage
damages in joints. The results for clinical trials are, for
example, the basis of regulatory approvals for the company’s products in various markets. Additionally, the results
are essential in the company’s work of introducing products
for surgeons, which in turn is important in order to receive
market acceptance for Episurf Medical’s products. Negative,
unclear or insufficient results of a clinical trial may increase
the risk of the company not being able to obtain necessary
regulatory approvals and it may also make it difficult for the
company to market the products. It is therefore difficult to
evaluate and predict the time and cost aspects as well as
the sales potential of the company’s products. If clinical trial

performed by the company would result in unexpected or
negative results, it may have a materially negative impact on
the Group’s operations, earnings and financial position.
Dependence on reimbursement systems
The company and its business partners’ ability to successfully commercialize products and the prospect of potential
future sales is dependent on, among other things, the level
of reimbursement which the company’s may receive for
its products from insurance companies, public authorities
and other buyers of medical products and services. These
reimbursement systems are complicated and changing and
it is, as a general rule, the purchasers’ ambition to regulate
the price of the company’s products. In addition, the way in
which a product is classified internally at a purchaser is often
decisive for the level of reimbursement given for a product.
There is a risk that the company’s methods and products
will not achieve or maintain the requirements of national
reimbursement systems in different markets in which the
company operates. Further, there is a risk that sufficiently
favourable reimbursement from national reimbursement
systems is not obtained and that national reimbursement
systems will not pay any such compensation within a certain
time period. There is also a risk that the company’s products
and methods do not get clinical acceptance or are not introduced in accordance with national clinical guidelines. If the
company does not receive compensation in some markets
from the national insurance systems and no clinical acceptance of the methods are received, it may have a materially
adverse effect on future sales growth and thereby also on
the Group’s operations, earnings and financial position.
Regulatory approval
In order to market and sell medical devices, permits and
approvals from, and registration with, relevant public
authorities are required on each respective market. There
is risk that Episurf Medical will not be able to obtain such
permissions and approvals to the extent required to achieve
a profitable business or achieve other future objectives.
Changes or amendments in the current regulations or classi-

fications, political decisions or changed practices amongst
the public authorities, insurance companies and other
decision makers may lead to that the level of reimbursement
for Episurf Medical’s future products will be lower than
expected or be non-existent, which may have a materially
adverse effect on the Group’s operations, earnings and
financial position.
Risks related to possible future revenue
Episurf Medical’s earnings are, among other things, dependent on Episurf Medical’s ability to enter into further
agreements for the distribution of the company’s products.
The opportunities to enter into such agreements are, among
other things, dependent on Episurf Medical’s credibility as a
potential business partner and the quality of the company’s
products. There is a risk that such agreements not can be
entered into, or only entered into on terms which are considered to be unfavourable for the company. In order to enter
into such agreements, potential distributors on different
markets as well as other business partners may, especially
as regards research and development, require that additional studies are conducted on Episurf Medical’s products,
which could result in delays and increased costs for the
company. If Episurf Medical is unable to enter into such
agreements on terms favourable for the company, if such
contracts lead to delays or increased costs, or if payments
under such agreements are delayed or defaulted, it may
have a materially adverse effect on the Group’s operations,
earnings and financial position. Episurf Medical’s earnings
are furthermore dependent on the company being successful in establishing its in-house sales organisation with direct
sales, initially, in the Nordic countries, Benelux, Germany
and the United Kingdom. Should Episurf Medical not successfully succeed to establish new sales organizations or
maintain or develop its current sales organization and its
relationship with customers, the company may not make any
sales revenues which may have a materially negative impact
on the Group’s operations, earnings and financial position.
There is also a risk that the processes for maintenance and
development of the sales organization becomes more time

consuming and costly than Episurf Medical has estimate,
which may have a material adverse effect on the Group’s
operations, earnings and financial position.
Market acceptance
Episurf Medical operates in a competitive industry and many
other companies are conducting research and development
of medical devices, including research and development of
such products that may, or in the future may, compete with
the company’s products or product candidates. Furthermore,
research and development of products that does not directly
compete with the company’s products may replace parts
of or the entire company’s product portfolio on the market,
which consequently may result in a decrease in demand for
Episurf Medical’s products. Furthermore, Episurf Medical
operates on a market in which its competitors have substantially greater financial resources than the company. If other
competitive businesses develop products that directly or
indirectly competes with the company’s current and future
products, or develops products that wholly or partly may
replace the company’s product portfolio, or if the company
otherwise fails to address the current and future competition
on the market, it may have a materially negative impact on the
Group’s operations, earnings and financial position.
Furthermore, the company’s products comprise new
technology that has not previously been used for the
intended uses. The company’s products must also compete with more established treatments that currently are
accepted as established practice. Thus, the ability of the
company’s products to compete is dependent on changes
in established practice in the medical profession. Episurf
Medical’s ability to gain acceptance for its products in the
medical profession and on the market is, among other
things, dependent on the outcome of the currently on-going
products launches. Furthermore, negative events during the
controlled launches or elsewhere may occur because of Episurf Medical’s products or an improper handling of Episurf
Medical’s products, which may affect the market acceptance
in a negative way. If the company does not obtain a sufficient
level of market acceptance and therefore cannot compete
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on the market effectively, it may have a materially adverse
effect on the Group’s operations, earnings and financial
position.
Patient damages
Patients taking part in the clinical trials and the controlled
product launches conducted by the company may be negatively affected by the company’s products or negatively affected due to an improper use of the company’s products. If such
negative effects would occur, the company’s product development may be delayed or stopped. Such negative effects may
also lead to the company being liable for damages or subject
to other claims, which may have a materially adverse effect on
the Group’s operations, earnings and financial position.
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Complex and varying changing requirements
In order to market and sell medical devices, Episurf
Medical, its business partners and subcontractors may
be required to have or obtain relevant permissions from
regulatory authorities for various markets. For example,
this may be CE marking in Europe or FDA-approval (Food
and Drug Administration) for the American market. The
regulations regarding, for instance, pre-clinical and clinical
trials and marketing of Episurf Medical’s product portfolio
are complex and change over time. The company has occasionally been awarded development grants, and the receipt
of further grants can be conditioned with certain requirements. In addition, the company is subject to extensive
legislation and administrative practices, and can also in the
future be subject to further legislation and administrative
practices, including legislation and administrative practices
regarding public procurement. Changes in relevant legislation, other regulations or administrative practices may lead
to increased costs or otherwise hamper Episurf Medical’s
product development. In addition, the company can also
be subject to sanctions if the company does not comply
with the aforementioned rules and regulations. If any of
these risks would materialize, it could have a material adverse effect on the company’s business, financial position
and results of operations.
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IPR
Episurf Medical’s future success will be dependent to a large
extent on its ability to obtain and retain intellectual property
protection, primarily patent protection, in the US, the EU,
Asia and other areas and countries for the intellectual property rights that are attributable to the current and future
products that are included in the company’s portfolio. The
scope for obtaining patent protection for innovations in
the area of medical devices is generally difficult to assess
and includes issues of a complex legal and scientific nature.
Episurf Medical may not obtain patents for its products or
its technology, and the patents also have a limited lifespan.
Thus there is a risk that Episurf Medical will not obtain
patent protection for all its developed products or technologies, which can have a materially adverse effect on the
Group’s business, earnings and financial position.
In addition, there is a risk that the company’s current and
future patent portfolio and other intellectual property rights
will not provide adequate commercial protection. The technology Episurf Medical is using in the course of its research
or in the medicinal devices Episurf Medical is developing and
commercialising or intends to develop and commercialize
may be infringing on patents that are owned or controlled
by others. In addition, a third party may have a pending
patent application that covers the same technology or
products that the company is currently using or developing.
There is a risk that the measures the company is taking, to
protect such intellectual property rights, are not sufficient.
In addition, there is always a risk that competitors and other
parties, intentionally or unintentionally, infringe the company’s intellectual property rights Consequently, there is a risk
that Episurf Medical may be viewed as an infringer of a third
party intellectual property right, and that third parties may
infringe Episurf Medical’s intellectual property rights, which
may have a materially adverse effect on the Group’s business, earnings and financial position. Should Episurf Medical
need to initiate legal proceedings in order to determine who
holds the commercial rights for such innovations the cost
for such proceeding may be substantial. The company may
lose such proceeding, which could lead to Episurf Medical

losing the protection of, or the right to sell any or all of the
company’s products. Episurf Medical may also have to pay
substantial damages should Episurf Medical loose such legal
proceedings.
Furthermore, there is a risk that the Group may become
involved in disputes in court or with authorities in the context of Episurf Medical’s business. Episurf Medical may for
example be subject to claims relating to intellectual property
rights, patient injuries or misleading and unfair marketing.
Such processes may be time consuming, involve large
amounts of money and may, regardless of the outcome,
cause significant costs to the company, which may have a
materially adverse effect on the Group’s business, earnings
and financial position.
Collaboration partners
Episurf Medical is a small organisation and the company is
therefore collaborating with a number of different business
partners in order to maintain a high level of flexibility as well
as access to the needed expertise and competence. Episurf
Medical is dependent on a continued close collaboration
with existing and future business partners such as researchers, technical consultants, distributors, leaders of clinical
trials and subcontractors as regards production. There is a
risk that existing and future business partners will not fulfil
their obligations or that business partners with the right
expertise and competence will not be available, which may
result in delays or hamper the development of the products.
The company’s products are personalised and made to
order for each specific surgery. In the case that the company
fails to deliver the products in time, the surgeries may need
to be rescheduled or cancelled, which may, among other
things, damage the company’s reputation and lead to claims
for damages. Repeated failure to deliver products in time,
irrespective if this is due to the company, its business partners or subcontractors, may have a materially adverse effect
on the Group’s operations, earnings and financial position.
Episurf Medical’s business is dependent on that continuous research is performed in order to develop new products
and improve the company’s already existing products. There

is a risk that the current business partners will decide to
suspend cooperation with the company which may delay
or hinder the development of the company’s products. If
delays occur of the company’s research and development
work it may in turn lead to delays in the launch of the
company’s current and future products, which may have a
materially adverse effect on the Group’s business, earnings
and financial position.
Key employees
Episurf Medical’s operations are highly dependent on a
number of key employees. If any of these key employees
would leave the company, it may delay or hamper the company’s continued research, development and operations.
The company is also dependent on being able to recruit
and maintain qualified employees. There is strong competition for experienced personnel in the company’s area of
business and many of Episurf Medical’s competitors have
substantially greater financial resources than the company,
which may lead to that the required personnel cannot be
recruited or only recruited on terms unfavourable for the
company. If the company does not succeed in recruiting or
maintaining key personnel or other qualified personnel to
the extent and under the conditions that are needed, it may
have a materially adverse effect on the Group’s operations,
earnings and financial position. In addition, there is a risk
that the board of directors, the senior executives or any
key personnel may adversely affect the company by making
erroneous decisions, which may have a materially adverse
effect on the Group’s business, earnings and financial
position.
Financial risks
Episurf Medical is exposed to different types of financial
risks such as market, liquidity, currency and credit risks.
The market risks mainly comprise of interest rate risk and
currency risk. The Group is exposed to foreign exchange
risk arising from exposures to different currencies, primarily
relating to transactions in the EU.

Share information
Episurf Medical’s shares are issued in two classes, class A
and class B. Each class A share carries the right to three
votes at a general meeting and each share of class B carries
the right to one vote at a general meeting. Shares of class A
can be freely converted to class B. As of 11 June 2014, the
class B shares are traded on Nasdaq Stockholm with the
ticker symbol EPIS B. Prior to this, the company’s shares began trading on Nasdaq Stockholm First North on 15 August
2011.
At the beginning of the year the total number of shares in
the company was 15,949,804, of which 3,400,871 were class
A and 12,548,933 were class B shares. The total number of
shares at year-end 2017 was 30,549,495, of which 6,363,577
were class A shares and 24,185,918 were class B shares.
The total number of votes was 43,276,649. As of December
31, 2017 there was a difference in the number of A and B
shares registered at with the Swedish Companies Register
(Bolagsverket) and those noted by Euroclear due on ongoing
conversion of A share being converted to B share. The
shares presented in the following table are those which are
registered with Euroclear as of December 31, 2017.
The share capital at 31 December 2017 amounted to
SEK 9,172,606, with a quota value of SEK 0.30 per share.
According to the Articles of Association 31 December 2017,
the share capital shall amount to no less than SEK 4,500,000
and no more than SEK 18,000,000, divided between no
fewer than 15,000,000 shares and no more than 60,000,000
shares. The number of shareholders at year-end was 3,070
(2,210). The ten largest shareholders in Episurf Medical in
terms of voting power held shares corresponding to 48.0
per cent (48.4) of the share capital and 61.7 per cent (64.7)
of the votes. The largest shareholder, Serendipity Ixora AB,
held shares corresponding to 15.3 per cent (17.7) of the
share capital and 32.3 per cent (37.2) of the votes.
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Corporate governance report
Episurf Medical AB is a Swedish public limited company that is domiciled in Stockholm. The share has been traded on
Nasdaq Stockholm since 11 June 2014. In a limited company like Episurf Medical, governance, management and control are
divided between the shareholders, the Board of Directors, the CEO and the executive management in accordance with the
applicable laws, rules and instructions.

Governance stucture

1

Shareholders
Votes
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Election
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AGM
Election

Information
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and Nominating committee
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Remuneration
committee
Remuneration structure

7
8

EPISURF MEDICAL

Election

President and CEO

Executive
management

External steering instruments
Key external steering instruments that form the
framework for corporate governance are:
» T he Swedish Companies Act
» T he Swedish Annual Accounts Act
»N
 asdaq Stockholm’s rules
» T he Swedish Corporate Governance Code

Internal steering instruments
Key internal binding control documents are:
» T he Articles of Association
» T he Board’s procedural plan
» Instructions for the CEO, audit committee, remuneration committee and financial reporting
» P olicies

THE COMPANY’S CORPORATE GOVERNANCE is regulated
by the Articles of Association, the Swedish Companies Act,
Nasdaq Stockholm’s Rules for Issuers, which include the
Swedish Corporate Governance Code (the Code), and other
applicable laws and rules.
Episurf Medical’s Articles of Association can be downloaded from the company’s website (www.episurf.com).
Episurf Medical complies with the Code with effect from
the listing on Nasdaq Stockholm’s main market. The Code is
based on the “comply or explain” principle. This means that
a company that applies the Code may deviate from individual rules in the Code, but must explain the reasons for doing
so. The Code must be applied in full in connection with the
first annual general meeting after the year after listing.
Episurf Medical complies with the Code with deviation for
the audit committee. This deviation is explained in detail below. Since the time of listing, the company has not committed any violations of Nasdaq Stockholm’s Rules for Issuers or
generally accepted practice in the stock market.

1

Share and shareholders

Episurf Medical’s shares are issued in two classes, class A and
class B. The class B shares are traded on Nasdaq Stockholm
with the ticker symbol EPIS B. Prior to this, the company’s
shares began trading on Nasdaq Stockholm First North on
15 August 2011. Each class A share carries the right to three
votes at a general meeting and each share of class B carries

the right to one vote at a general meeting. Shares of class A
can be freely converted to class B. The total number of shares
at year-end 2017 was 30,549,495, of which 6,363,577 were
class A shares and 24,185,918 were class B shares. The total
number of votes amounted to 43,276,649. As of December
31, 2017 there was a difference in the number of A and B
shares registered at with the Swedish Companies Register
(Bolagsverket) and those noted by Euroclear due on ongoing
conversion of A share being converted to B share. The shares
presented in the table above are those which are registered
with Euroclear as of December 31, 2017.
The number of shareholders at year-end was 3,070
(2,210). The ten largest shareholders in Episurf Medical in
terms of voting power held shares corresponding to 48.0
percent (48.4) of the share capital and 61.7 per cent (64.7)
of the votes. The largest shareholder, Serendipity Ixora
AB, held shares corresponding to 15.3 per cent (17.7) of
the share capital and 32.3 per cent (37.2) of the votes. For
further information about the share, shareholders and ownership structure, see pages 33–35 of the annual report.

2

General meeting of shareholders

The general meeting of shareholders is the company’s
highest decision-making body and, according to the Articles
of Association, shall be held yearly within six months after
the end of the financial year. Shareholders who are recorded
in the share register five days before the general meeting
and who provide notification of attendance in the correct
manner have the right to participate. Notice of attendance
shall be made to the company no later than the date stated
in the notice of meeting. All shareholders who are recorded
in the share register on the record date and who have given
notice of their attendance on time have the right to attend
the meeting and vote the total number of shares held.
Notice of general meetings shall be given through an
announcement in the Post- och Inrikes Tidningar (the Official
Gazette) and through publication on the company’s website.
At the same time, an announcement that notice has been
given shall be published in Dagens Industri and on the company’s website (www.episurf.com).

At the Annual General Meeting (AGM), the shareholders
elect the Board of Directors and, when appropriate, the auditors. The AGM also resolves on matters such as principles
for appointment of the nominating committee, discharge
from liability for the Board of Directors and the CEO, adoption of the annual report, appropriation of earnings, fees
for the Board of Directors and auditors, and guidelines for
remuneration to the CEO and other senior executives.
Notices, minutes, communiques and other materials
related to general meetings are published on the company’s
website.
It is the General meeting which decides on amendment
of the Article of Association.
AGM 2017
The AGM on 22 May 2017 passed the following resolutions:
» To adopt the income statement and balance sheet.
» To appropriate the earnings according to the Board’s proposal in the annual report.
» To grant the Board of Directors and the CEO discharge
from liability for the past financial year.
» T he Board of Directors shall comprise of six ordinary members with no deputy members.
» To pay a fixed board fee of SEK 100,000 to each member
of the Board, however that Wilder Fulford and Laura
Shunk, shall receive an annual fee of SEK 200,000 and the
Chairman of the Board of Directors shall receive an annual
fee of SEK 400,000, the total is therefore SEK 1 100,000.
No fees paid for work on the Board’s committees. It was
proposed that fees for the auditors be paid according to
approved account.
» To re-elect Saeid Esmaeilzadeh, Leif Ryd, Christian
Krüeger, Dennis Stripe and Wilder Fulford and elect Laura
Shunk as members of the Board of Directors for the
period until the end of next annual general meeting. It was
further resolved to re-elect Dennis Stripe as chairman of
the Board of Directors.
» To re-elect the authorised public accounting firm KPMG
AB as the company’s auditor for the period until the end of
the next annual general meeting, with Duane Swanson as
auditor-in-charge.

» To Adopt the procedures for establishing the nomination
committee for the 2018 annual general meeting in accordance with the proposal of the nomination committee.
» To adopt the guidelines for remuneration to the senior
management in accordance with the proposal of the Board
of Directors.
» To Authorise the Board of Directors to resolve on new issues of shares for the period until the 2018 annual general
meeting.
» In accordance with the proposal by the Board of Directors,
the Meeting resolved on (i) adoption of an employee stock
option and warrant programme, (ii) an issue of warrants of
series 2017/2020(A), and (iii) an issue of warrants of series
2017/2020(B) and approval of transfers of warrants of
series 2017/2020(B). The rationale for the employee stock
option and warrant programme is to achieve optimum
alignment of interests between the employees and the
shareholders in the Company, to create conditions for
retaining and recruiting competent personnel to the
Episurf Medical group and to drive performance among
the employees.
Extraordinary general meeting 2017
The extraordinary general meeting on 20 February 2017 resolved to approve the Board of Director’s resolution from 18
January 2017 on an issue of shares with preferential rights
for shareholder, and to amend the Articles of Association of
the company.
AGM 2018
The 2018 AGM will be held in Stockholm on 9 April 2018. The
notice of meeting was made public through a press release
and announcements in Post och Inrikes Tidningar and
Dagens Industri, as well as published on Episurf Medical’s
website.

3

Nomination committee

Ahead of the AGM, the nominating committee shall put
forward proposals for the number of Board members, the
composition of the Board, fees to the Board of Directors, the
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Chairman of the AGM and of the Board, and when appropriate, proposals for election of an auditor and auditing fees.
The 2017 AGM resolved on principles for Episurf Medical’s
nominating committee that shall apply until changed by a
future general meeting, according to the following:
»T
 he nominating committee shall have four members. The
three largest shareholders in the company in terms of
voting power in the company at 31 August the year before
the year in which the AGM is held shall each have the right
to appoint a member to the nominating committee. The
Board Chairman shall also be appointed as a member of
the nominating committee. The CEO and other members
of the executive management shall not be members of the
nominating committee.

46

The work of Nomination Committee
»B
 y 15 October, the Board Chairman shall convene the largest shareholders in the company. If any of these should
waive its right to appoint a member to the nominating
committee, the next largest shareholder in order of voting
power shall be given the opportunity to appoint a member.
»T
 he composition of the nominating committee shall be
made public no later than six months before the AGM.
»T
 he Board Chairman shall convene the first meeting of
the nominating committee. However, the Board Chairman
shall not be appointed as chairman of the nominating
committee.
» If it becomes known that any of the shareholders that have
appointed a member to the nominating committee is no

longer one of the largest shareholders, due to changes
in the shareholder’s holding or as a result of changes in
other shareholders’ holdings, the member appointed by
the shareholder, if the nominating committee deems it appropriate, shall resign and be replaced by a new member
who is appointed by the shareholder which at that time
is the largest registered shareholder that has not already
appointed a member to the nominating committee. If the
registered ownership conditions are otherwise significantly changed before the nominating committee has completed its work, and if the nominating committee deems it
appropriate, the composition of the nominating committee
shall be changed according to the above principles.
» The nominating committee’s mandate period extends until
a new nominating committee has been appointed.
» The Chairman of the Board shall annually present an evaluation of the Boards work during the year for the nominating
committee, which should be the base for the work for the
Nomination committee together with the requirements of
the Swedish code and specific requirements of Episurf Medical AB. The nominating committee’s proposals are published
in the notice of the AGM, on the company’s website and at
the AGM.
Nomination Committee meetings
Nomination committee for the AGM 2018 has held two
meetings.
No fees have been paid for work on the nominating
committee.

4

Board of Directors

Episurf Medical’s Board of Directors consists of six members
elected by the AGM, with no deputies. The members of
the Board are elected by the AGM to serve for the period
until the company’s next AGM. The 2017 AGM elected the
Board according to the table below, which also shows fees,
independence, etc. According to the Articles of Association,
the Board shall consist of at least three and at most eight
members. The CEO is not a member of the Board.
Independent
The company’s Board of Directors has been assessed to
meet the independence requirements, as five of the six
members elected by the AGM are independent in relation to
the company and its management and five of the six members are independent in relation to major shareholders. Leif
Ryd is not deemed to be independent in relation to the company and its management as he currently active as a consultant in the company. Saeid Esmaeilzadeh is not deemed
to be independent in relation to major shareholders as he
himself is a major shareholder in the company (through
direct holdings or via company). One Board member is a
woman, but in accordance with the Code, the Board intends
to strive for a more even gender distribution on the Board.

Independent

Composition of the Board

Members of the Nomination Committee ahead
of the 2018 AGM
Dennis D. Stripe

Chairman of Episurf Medical AB

Amin Omrani

Representing Serendipity Ixora AB

Peter Ragnarsson

Representing LMK Stiftelsen

Leif Ryd

Representing Gile Medicinkonsult AB

Amin Omrani has been appointed chairman of the Nomination
Committee.
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Name

Dennis D. Stripe

Function

Born in

Elected
in

Approved
fee (SEK)

Meeting
attendance

From the
Company

From shareholders

Yes

Board Chairman

1957

2017

400,000

14/14

Yes

Christian Krüeger

Board member

1966

2017

100,000

14/14

Yes

Yes

Laura Shunk1

Board member

1957

2017

200,000

7/14

Yes

Yes
Yes

Leif Ryd

Board member

1949

2008

100,000

14/14

No

Saeid Esmaeilzadeh

Board member

1974

2008

100,000

14/14

Yes

No

Wilder Fulford

Board member

1958

2017

200,000

14/14

Yes

Yes

1) Elected at the AGM on 22 May 2017.

The Board’s work and responsibilities
The Board of Directors establishes the company’s goals,
strategies, budget and business plan. The Board is responsible for the company’s organisation and administration
and for ensuring the quality of its financial reporting and
internal control. Furthermore, the Board shall examine
and approve the financial reports and establish significant
policies and regulatory systems. The Board shall also resolve
on decisions outside the scope of day-to-day management,
such as major investments and changes. The Board shall
monitor the company’s operations based on the established
goals and guidelines. This work is governed by the Swedish
Companies Act, the Articles of Association, the Code and the
Board’s procedural plan.
Every year, the Board shall hold an inaugural meeting
immediately following the AGM. The inaugural meeting shall
among other things appoint the company’s authorised signatories and shall review and adopt the Board’s procedural
plan. The company’s Board meetings shall normally deal
with the company’s financial situation and matters of mate-

rial importance to the company. The CEO reports continuously on business plans and strategic issues. According to
the Board’s procedural plan, the Board is a quorum when at
least three of its members are present.
Pursuant to the Swedish Companies Act, Episurf Medical’s Board of Directors has adopted a written procedural
plan for its work. The now applicable procedural plan and
CEO instructions were adopted at the inaugural Board
meeting on 22 May 2017 and 21 June 2017. The procedural
plan among other things regulates how the Board shall conduct its work and which matters are to be dealt with by the
Board. The procedural plan also regulates how the Board is
to be continuously provided with information and financial
reporting by the CEO.
The Board in its entirely takes part in matters related to
auditing, including monitoring and evaluation of the audit
process, quality assurance of the company’s financial reporting, assessment of reports from the independent auditor
and review of the auditors’ independence from the company, including the scope of any non-audit services provided

November

Approval interim report for January to September
Scheduled Board meeting: Budget, financing,
risk and internal control, auditor report

OC
T

AP

R

MAR

Board meetings
in 2017

JU
June

February

G

Approval interim report for January to June

Evaluation/change of the CEO, Rights Issue

JAN

AU

August

SEP

Scheduled Board meeting: Strategic plan 2018–2027,
Nasdaq audit, financing, board meetings,
Interim report dates and Annual Meeting 2018

L

Scheduled Board meeting: New permanent CEO appointed. Approval policies,
Audit Committee, Remuneration Committee

Work of the Board in 2017
The Board held fourteen meetings in 2017. The Board
members’ attendance is shown in the table below. Each
scheduled Board meeting followed an agenda and decision
data was sent to the members of the Board ahead of each
meeting. The CEO and certain other senior executives in
the company have taken part in Board meetings in order to
present reports. The Board has dealt with matters such as
R&D, marketing plans and commercialisation of products,
organisation, risk and internal control, financial reporting
and monitoring, financial position and investments. In 2017
the Board devoted special attention to issues related to
marketing and sales
Evaluation of the Board’s work was conducted in January
2018 and was presented written to the Board and the

January

B
FE

September

V
NO

DEC

by the auditor to the company. The Board has therefore not
set up any audit committee.
The Board shall annually review the Board’s and the
CEO’s work and present it to the Nomination Committee.

JU N

MA

Y

Approval year-end report

March

Remuneration Committee discussion

April

Scheduled Board meeting: Board review, changes in the management group,
stock option program and approval annual report and Corporate Governance
Report and planning AGM

May

Approval interim report for January to March
AGM
Inaugural meeting: decision on authorized signatories and working instructions for the board
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Nomination Committee in February 2018 and then for the
Board February 8, 2018, the reason why the company chose
to postpone the evaluation depends on that the company
performed the one last year in January 2017 and an judgement was made that a delayed evaluation would be more
accurate. Evaluation of the Board’s executive director was
conducted in February 2018 of Pål Ryfors, who took over as
CEO in June 2017.

48

Remuneration to the Board
Fees and other remuneration to the members of the board
of directors, including the Chairman, are determined by a
general meeting of the shareholders of the company. At the
annual general meeting held on 22 May 2017, it was resolved
that remuneration shall be paid with SEK 400,000 to Dennis
D. Stripe, who was appointed Chairman of the board of
directors and SEK 200,000 to Wilder Fulford and Laura
Shunk and SEK 100,000 to Saeid Esmaeilzadeh, Leif Ryd and
Christian Krüeger, respectively. It was further resolved that
no remuneration shall be paid for committee work. During
the financial year 2017, the total remuneration to the members of the board of directors amounted to SEK 1,100,000
distributed in accordance with the table on page 46.
BOARD COMMITTEES

5

Remuneration committee

According to the Code, the members of the remuneration
committee shall be independent in relation to the company
and the senior executives.
The board of directors’ remuneration committee continuously evaluates the remuneration to senior executives
in view of current market conditions. The Remuneration
Committee currently consists of three members: Dennis D.
Stripe, Christian Krüeger, Wilder Fulford, which are all considered to be independent in relation to the company and
the senior executives.
The remuneration committee’s main tasks are to (a) prepare the board of directors’ decisions on issues relating to
compensation and other employment terms for the senior
executives, (b) monitor and to evaluate current remuner-
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ation structures, remuneration levels and programs for
variable remuneration to the senior executives and (c) to
monitor and evaluate the outcome of variable compensation
schemes and the company’s compliance with remuneration
guidelines adopted by the general meeting.
After the annual meeting 2017, the Remuneration Committee held two meetings.
Remuneration committee

No. of meetings

Dennis D. Stripe

2/2

Christian Krüeger

2/2

Wilder Fulford

2/2

–

Audit Committee

Episurf Medical deviates from the Code in that it has no
specially appointed audit committee. Matters related to auditing are dealt with by the Board, pursuant to the Swedish
Companies Act, Chapter 8, section 49 a, paragraph 2.
The Board’s assessment is that Episurf Medical has no
need for a separate audit committee in view of Episurf
Medical’s size and that audit-related matters are best handled by the entire Board.

6

Auditors

The independent auditor is appointed at the AGM to examine
the company’s financial accounts and the administration of the
company by the Board of Directors and the CEO.

Auditor

The 2017 AGM elected the
auditing firm of KPMG AB as the
company’s independent auditor
to serve until the end of the
2018 AGM. Auditor in Charge
is Authorised Public Accountant Duane Swanson. Duane
Swanson, born in 1959, is an
Authorised Public Accountant
and a member of FAR. KPMG
AB’s office address is: Vasagatan
16, 101 27 Stockholm, Sweden.

7-8

CEO and executive management

The Board appoints the CEO. The CEO oversees the company’s operations, supervises its day-to-day management and
is responsible for ensuring that the Board is provided with
the information necessary to discharge its duties.
The CEO is not a member of the Board. The CEO presents
reports to the Board and takes part in meetings, except for
when the CEO is evaluated, at which time the Board meets
with the auditor without the presence of the executive
management, or if the Board so decides. The segregation of
responsibilities between the Board of Directors and the CEO
is described in written CEO instructions that are subject to
yearly revision.
Pål Ryfors was appointed Acting CEO in connection with
Rosemary Cunningham Thomas resigning from her position
as CEO in January 2017 and was appointed CEO in June 2017.
Pål Ryfors has a Bachelor in Financial Economics, Gothenburg School of Economics. He has vast experience from
leading positions within the finance and banking sector both
in the Nordics and internationally.
The CEO appoints the members of the executive management. The role of the executive management is to drive business operations and monitor the company’s development.
At the beginning of 2017 the executive management consisted of Rosemary Cunningham Thomas (CEO), Pål Ryfors
(CFO) and Jeanette Spångberg (COO).
Several changes were made in the executive management
during 2017 in order to strengthen the company’s management group. Rosemary Cunningham Thomas resigned from
her position as CEO in January 2017 and Pål Ryfors was appointed Acting CEO and CEO in June 2017. Dan Griffiths, Marketing director was a member of the executive management
from April to July, and was replaced by Fredrik Zetterberg in
July 2017. Ladan Amiri, Head of Quality & Regulatory affairs
and Göran Martinsson, Sales Director joined the management group in April and Veronica Wallin, CFO, replaced Pål
Ryfors in June 2017 when he was appointed to CEO.

Remuneration to the CEO and management

49

THE COMPANY’S AGM ON 22 MAY 2017 resolved to implement the following guidelines for remuneration to senior
executives for the period until the 2018 AGM.
Remuneration and terms of employment for senior
executives, by which is meant the Chief Executive Officer, the
Chief Financial Officer, the Chief Operating Officer, the Head
of Quality and Regulatory Affairs, the Sales Director and the
Marketing Director December 31, 2017, shall be designed to
ensure the company’s access to executives with the right expertise. This remuneration shall consist of basic salary, possible variable remuneration, incentive programs and other
benefits including a company car and pension contributions.
The remuneration shall be market-based and proportionate

to the executive’s powers and responsibilities. Any variable
remuneration shall be related to established, well-defined
targets and to the basic salary, and shall be limited to a maximum amount equal to six months’ salary (gross).
Episurf Medical’s pension policy is based on an individual
occupational pension in a maximum amount equal to 30 per
cent of basic salary. The company has a term of notice of no
more than six months. Other remuneration and benefits,
such as company car, shall be market-based.
The Board is given the opportunity to deviate from the
above guidelines in individual cases where there is special
reason to do so. In such case, information and the reasons
for the deviation shall be reported at the next AGM. Aside

from the CEO, no other senior executive or other employee
is entitled to termination benefits.
On 25 February 2015 the Board decided to appoint a
remuneration committee and it currently consists of Dennis
D. Stripe, who is also chairman of the committee, Wilder
Fulford and Christian Krüeger.
Remuneration to other senior executives is negotiated
with the CEO and must be approved by the Board Chairman.
Incentive programmes
See more information about Episurf Medicals incentive
programmes in note 9.
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Internal control

1

1

Control
environment

Control
environment

2

5

Risk
assessment

Monitoring

4

Information and
communication
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AS STATED IN THE SWEDISH COMPANIES ACT AND THE
CODE, the Board of Directors is responsible for ensuring
that the company has satisfactory internal controls, for staying informed about the company’s internal control system
and for assessing the effectiveness of this system. Episurf
Medical’s internal control work can be divided between the
control environment, risk assessment, control activities,
information and communication, and monitoring. Episurf
Medical’s internal audit is handled by the Board of Directors,
the CEO and the CFO, but in view of the company’s size this
is deemed to meet the requirements placed on the company. On a yearly basis, the Board evaluates the need to set up
an internal audit function.
Control environment
Episurf Medical has established a control environment that
consists of an organisation with defined decision-making
paths, powers and responsibilities. This is governed by policy documents such as the Board’s procedural plan, instructions for the CEO, risk management policy, the company’s
information policy, authorisation procedures and other
guidelines and instructions. These are reviewed yearly.
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3

Control
activities

Risk assessment
The Board of Directors has ultimate responsibility for risk
assessment. On a yearly basis, the company evaluates risks
and strives to achieve a high level of risk awareness among
the employees. The main identified risk areas are financial
reporting, operational risks and legal risks.
Control activities
The Group’s business processes include financial controls to
avoid errors and mistakes. In order to enter into agreements,
pay invoices and similar, an employee must follow defined
decision-making paths and authorisation procedures.
Information and communication
Episurf Medical has been listed since 2010 (at that time on
the Aktietorget marketplace) and the company has long experience of external financial communication. The company
has an organisation and routines to ensure the correctness and accuracy of the financial reporting. This work is

2

5

Risk
assessment

Monitoring

4

Information and
communication

3

Control
activities

governed by internal control documents that define who is
responsible for what in order to ensure that the right information reaches the affected parties in the correct manner.
The company has a comprehensive information policy to
safeguard high quality in the external and internal information and ensure that Episurf Medical meets the stock
market’s requirements for information disclosure. The aim
is to convey information in confidence-building manner, externally and internally, so that knowledge and confidence in
the company are upheld and enhanced. A separate control
document contains routines for press releases, financial reports, general meetings, issues, the website, registration of
insiders, handling of the logbook, etc. All reports and press
releases are published simultaneously with publication on
the company’s website.
Monitoring
The Board of Directors monitors internal control to ensure
that shortcomings are corrected and that good ideas are
realised, among other things by evaluating the executive
management’s information.

Board of Directors
According to the Articles of Association, Episurf Medical’s Board of Directors shall consist of at least three and at most
eight members, with up to two deputies. The company’s Board of Directors currently consists of six members, including the Chairman. All Board members are elected to serve until the end of the next AGM. Below is a presentation of
the Board members with information about their year of birth, education, year of election to the Board, other current
positions and shareholdings. Assignments in the Group are not stated. Shareholdings in the company include own
direct and indirect holdings and related party holdings at 31 December 2017.

Dennis D. Stripe
Chairman of the Board since
2016
Shareholding 11,500 B-shares1
Born 1957

Education and experience: Mr. Dennis D. Stripe has almost
40 years of experience from various positions in management,
sales and marketing on a global basis. When joining Kendall
Healthcare Products in 1983, Mr. Stripe started a career within the healthcare industry lasting 33 years. In 1991, Mr. Stripe
joined Smith & Nephew as a Senior Product Manager. During
his time at Smith & Nephew, Mr. Stripe held various senior positions with Marketing, ending as a Group Marketing Director
within the Orthopedic Division. Following a successful career
at Smith & Nephew, Mr. Stripe joined the Spine Division of
Stryker Corporation in 1996 and remained there until 2008. At
Stryker Corporation, Mr. Stripe held several senior management roles on a global basis, including the Vice President
of Global Marketing. In 2008, Mr. Stripe joined OrthoHelix
Surgical Designs, a medical technology company focusing
on implants and instruments for reconstruction surgery. Mr
Stripe remained at OrthoHelix Surgical Designs until 2013
and served as Chief Executive Officer and as member of the
Board of Directors for five years. OrthoHelix Surgical Designs
was ultimately sold to Nasdaq listed company Tornier N.V., a
transaction led by Mr. Stripe.
Mr. Stripe is currently a key executive of California based
Compliant Innovations, a company focusing on software
solutions for the healthcare industry, as well as a member of
the Board of Directors of Central-Insurance Companies and
Medshape.
Current positions: Member of the Board of directors of
Medshape Inc., Central Insurance Companies and Compliant
Innovations Inc.

Education and experience: Saeid Esmaeilzadeh received
his Ph.D. in Chemistry at Stockholm University in 2000
and in 2002 was Saied appointed as Sweden’s youngest
Associate Professor. He has received numerous awards
and honors for his research and his contributions as
an entrepreneur. Dr Esmaeilzadeh is a serial entrepreneur and has been involved in establishing several
research-based companies.

Saeid Esmaeilzadeh
Board member since 2009
Shareholding 4,661,519 A-shares,
trough the company Serendipity
Ixora AB (publ)1
Born 1974

Current positions: Chairman of the board of directors of
Xbrane Biopharma AB, Serendipity Ixora AB (publ) and
Premune AB (publ). Member of the board of directors
of Diamorph AB (publ), Sdiptech AB (publ), IRRAS AB,
Serendipity Group AB, Swecure AB (publ), Nextseal AB,
Nextmune MC AB, Nextmune HoldCo AB and Nextmune
AB. Deputy member of the board of directors of Serendip
Invest AB, VZL Vilande AB, Auremune AB, S. Professionals
AB, Leonova CONSULTING AB, Premune IPR AB, Swecure
Europe AB, Intelligent Art AB, Swecure IPR AB, Serendipity Innovations AB, DynaSeal LCT AB, Decicure AB and
Serendipity Ventures AB.
Independence: Independent in relation to the company
and its senior executives, but not in relation to the company’s principal shareholders.

1 By the reporting date on March 9, 2018.

Independence: Independent in relation to the company, its
senior executives and principal shareholders.
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Wilder Fulford
Board member since 2016
Shareholding –1
Born 1958

Education and experience: Dr. Wilder Fulford is currently CEO
of The Fulford Group, which he founded in 2016 to provide
independent M&A and strategic and financial advice and
execution to companies, entrepreneurs and investors in Life
Sciences, Healthcare, and other industries. Dr Fulford has
advised the Boards, management and owners of companies
in diverse industries on M&A, corporate finance and other
strategic transactions for over 25 years. Prior to founding
The Fulford Group, Dr Fulford founded the London office of
Torreya Partners, a specialist life sciences advisory firm, in
2011. Prior to that he was Head of European Healthcare M&A
at Deutsche Bank, Head of European Healthcare Investment
Banking at Bank of America, and Head of European Healthcare and Basic Materials M&A at Merrill Lynch. He began
his career in New York, working for a number of years as a
venture capitalist, and then as an M&A banker at James D.
Wolfensohn Inc. and as a partner at Salomon Brothers. In his
career he has undertaken hundreds of advisory assignments,
and advised on over 100 completed transactions. In recent
years, he has advised on numerous healthcare mergers & acquisitions as well as life science and medtech partnering and
licensing deals. Dr. Fulford earned a PhD in Molecular Biology
from The Rockefeller University and a BSc in Biochemistry
from the University of Toronto.

Education and experience: Christian Krüeger has an
Bachelor of Science in Business Administration and has
Majored in Finance at University of Lund. Mr Krüeger is
currently the CEO of LMK Venture Partners AB, a Swedish
family office investing in both listed, unlisted companies
and treasury bond. Mr. Krüeger has extensive experience
from the financial industry, including stock and bond
brokerage, equity raisings and the debt capital markets.
Mr Krüeger has held senior positions, most recently as
Head of Equities, at Pareto Securities in Stockholm. Prior
to Pareto, Mr Krüeger held multiple senior positions at
Öhman Fondkommission and Matteus Fondkommission.

Christian Krüeger
Board member since 2016
Shareholding –1
Born 1966

Current positions: Member of the board and CEO of LMK
Venture Partners AB. Member of the board in MVI Fund
I AB, Solnaberg Property AB (publ), Bynk AB, Mälaråsen
AB (publ) och Svevik Industri AB. Deputy member of the
board i Krueger Liljefors Konsult AB.
Independence: Independent in relation to the company,
its senior executives and principal shareholders.

Current positions: CEO for the Fulford Group.
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Independence: Independent in relation to the company, its
senior executives and principal shareholders.

Leif Ryd
Board member since 2009
Shareholding 60,000 A-shares
and 4,000 B-shares in person, and
279,945 A-shares and 142,954
B-shares through the company
Aktiebolaget Gile Medicinkonsult1
Born 1949
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Education and experience: Leif Ryd is an orthopedic surgeon
with a long career in clinical research, focusing on osteoarthritis (OA). He is also a former Professor at Karolinska Institute in
Stockholm. Dr. Ryd’s clinical areas of expertise include degenerative joint disease of the hip and knee, as well as traumatic
injuries of the knee. Dr. Ryd works on a consultancy basis
for Episurf as a Senior Medical Advisor focusing on medical/
scientific development and marketing Episurf products to the
medical profession.

Education and experience: Laura Shunk is a senior
and founding partner in the law firm of Hudak, Shunk
and Farine, Co LPA in Cuyahoga Falls, Ohio, USA, where
she has practiced in the field of Intellectual Property
Law since 1987. Laura’s career has included patent and
trademark prosecution work focused in the healthcare
and medical device field with representations including
InvaCare, Cross Medical, Biomet, OrthoHelix Surgical
Designs, Tornier, and Wright Medical.

Current positions: Chairman of the board and CEO of Aktiebolaget Gile Medicinkonsult.

Current positions: Board Member of SCI Engineered
Materials, Inc.

Independence: Independent in relation to the company, but
not in relation to the company’s senior executives and principal shareholders.

Independence: Independent in relation to the company,
its senior executives and principal shareholders.

Laura Shunk
Board member since 2017
Shareholding 20,750 B-shares1
Born 1958
1 By the reporting date on March 9, 2018.

Executive management

Pål Ryfors,
CEO since 2017

Veronica Wallin

CFO since 2017

Jeanette Spångberg
COO since 2011

Shareholding 983,607 A-shares and 32,786 B-shares1
Employee stock option 71,450
Warrants 15,000

Shareholding 4,000 B-Shares1
Employee stock option 12,350
Warrants 9,600

Shareholding 9,422 B-Shares1
Employee stock option 71,350
Warrants 8,000

Born 1983

Born 1986

Born 1973

Education and experience: Pål has a Bachelor in Financial
Economics from Gothenburg School of Economics. He has vast
experience from leading positions within the finance and banking sector both in the Nordics and internationally.

Education and experience: Veronica Wallin has a Degree of
Master of Science in Business and Economics from Stockholms
University and was employed by Episurf Medical in August 2016
as Head of Finance. In June 2017 Veronica became CFO after Pål
Ryfors, who then assumed the position as CEO.

Education and experience: Jeanette Spångberg has a Bachelor
of Science in Construction Engineering, Information Technology and Environment. From 1999 to 2008, Jeanette worked as
Production Manager at Nobel Biocare Procera AB, before being
promoted to Technical Manager in 2008. At Nobel Biocare,
Jeanette was, among other things, involved in building a quality
system for ISO 9001 certification.

Most recently, he was the CFO of Marginalen Bank, a Swedish
bank employing some 350 people, where Ryfors was responsible
for the strategic financial planning and management, as well as
leading the financial operations and implementing corporate
development initiatives. Previously, Ryfors was Head of Group
Controlling at Hoist Finance. Prior to joining Hoist Finance,
Ryfors was an investment banker at Societe Generale, where he
joined after holding several leading positions in the restructuring of the Swedish operations of Kaupthing Bank.

Prior to joining Episurf Medical Veronica worked as Head of
Finance at ApoEx during 2013–2016.
Other appointments: Board member Bostadsrättsföreningen
Kettingen 1.

53

Other appointments: –

Other appointments: Board member Aros Kapital.

1 By the reporting date on March 9, 2018.
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Ladan Amiri
Head of Quality & Regulatory Affairs since 2015

Göran Martinsson
Sales Director since 2014

Fredrik Zetterberg

Shareholding 7,340 B-Shares1
Employee stock option 21,350
Warrants 8,000

Shareholding 14,680 B-Shares1
Employee stock option 27,550
Warrants 8,000

Shareholding 4,000 B-Shares1
Employee stock option 16,450
Warrants 3,200

Born 1964

Born 1959

Born 1975

Education and experience: Ladan Amiri was employed by Episurf Medical in August 2015 and has more than 20 years of experience from product development, risk management and the
quality and regulatory areas on a global basis. Prior to joining
Episurf Medical, Ladan worked at companies such as RaySearch
Laboratories, St Jude Medical and Siemens.

Education and experience: Göran Martinsson has more than
30 years of experience from senior management roles in various
technology companies including the companies in the medical
technology sector. Prior to joining Episurf Medical in August
2014, Göran worked at companies such as ArthroCare and
Merivaara.

Education and experience: Fredrik Zetterberg was employed
by Episurf Medical AB in February 2016 and has 20 years of
experience from medical technology companies such as Baxter,
Cardinal Health, ArthroCare and Smith & Nephew.

Other appointments: –

Other appointments: –

Marketing Director since 2017

Since 2008 the focus has been on orthopedics where he has
held senior positions within sales management and international marketing.
Other appointments: –

1 By the reporting date on March 9, 2018.
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Five-year overview – Group

SEK 000s

Jan–Dec 2017

Jan–Dec 2016

Jan–Dec 2015

Jan–Dec 2014

Jan–Dec 2013

INCOME STATEMENT
Operating income

3,093

2,661

6,645

2,339

1,696

Operating expenses

–64,245

–64,368

–50,654

–35,600

–24,976

Operating loss

–61,152

–61,708

–44,009

–33,261

–23,280

Net interest income
Loss before tax
Income tax expense
Loss for the year

58

41

34

347

423

–61,094

–61,667

–43,975

–32,914

–22,857

–

–

–

–

–

–61,094

–61,667

–43,975

–32,914

–22,857

16,012

12,574

11,046

5,895

4,694

246

382

424

427

519

5,748

5,049

2,769

2,426

2,341

ASSETS
Intangible assets
Property, plant and equipment
Other current assets
Cash and cash equivalents

71,279

42,300

103,961

34,490

68,869

Total assets

93,286

60,305

118,200

43,238

76,423

85,571

48,699

109,934

38,849

71,614

20

10

–

–

–

7,694

11,596

8,266

4,389

4,809

93,286

60,305

118,200

43,238

76,423

EQUITY AND LIABILITIES
Equity
Non-current liabilities
Current liabilities
Total equity and liabilities
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Five-year overview – Group, cont’d.

SEK 000s

Jan–Dec 2017

Jan–Dec 2016

Jan–Dec 2015

Jan–Dec 2014

Jan–Dec 2013

–20,643

CASH FLOW STATEMENT
Cash flow from operating activities

–61,382

–56,096

–38,039

–31,659

Cash flow from investing activities

–7,479

–5,565

–7,376

–2,870

–3,642

Cash flow from financing activities

97,839,

–

114,886

150

70,078

Cash flow for the year

28,979

–61,661

69,471

–34,379

45,793

KEY RATIOS
Share price at year-end

56

Loss per share (weighted average)
Equity per share

5.4

15.0

17.5

35.7

65.5

–2.18

–3.24

–3.52

–2.98

–2.09

2.80

3.05.

6.89

4.88

9.00

30,549,495,

15,949,804

15,963,305

7,956,579

7,953,986

27,987,331

19,003,941

12,504,417

11,059,418

10,919,929

91.7

80.8

93.0

89.8

93.7

Number of employees at the end of the year

26

27

18

14

9

Cash and cash equivalents at the end of year

71,279,

42,300

103,961

34,490

68,869

Cash flow for the year

28,979,

–61,661

69,471

–34,379

45,793

7,446,

5,405

7,248

2,831

3,174

33

29

129

39

468

Number of shares at end of year
Average number of shares during the year
Equity ratio, %

Investments in intangible assets
Investments in property, plant and equipment
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Consolidated income
statement

Consolidated statement of
comprehensive income

Note

Jan–Dec 2017

Jan–Dec 2016

Net sales

6

2,490,248

2,405,614

Other operating income

6

SEK

Loss for the year

Operating income

Total operating income

603,163

254,927

3,093,411

2,660,541

Other external expenses

8

–28,798,877

–31,972,268

Personnel costs

9

–31,260,627

–28,340,527

–4,185,721

–4,056,494

–64,245,225

–64,369,289

–61,151,814

–61,708,748
44,224

Amortisation of intangible assets and depreciation of property, plant and equipment
Total operating expenses
Operating loss
Financial income

7

61,244

Financial expenses

7

–2,962

–2,940

58,282,

41,284,

–61,093,532

–61,667,464

Loss after financial items
Loss after tax
Income tax expense
Loss for the year
Loss per share before and after dilution are
consistent with the rules in IAS 33*

* For more information, see Note 9.
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10

80

–

–61,093,452

–61,667,464

–2.18

–3.24

Note

Jan–Dec 2017

Jan–Dec 2016

–61,093,452

–61,667,464

Items that may be reclassified to profit/loss
Exchange differences arising from the translation of foreign subsidiaries
Total comprehensive income for the year

Operating expenses

58

SEK

–19,337

412,960

–61,112,789

–61,254,504

–61,112,789

–61,254,504

27,987,331

19,003,941

The year's loss and comprehensive income attributable to
Owners of the parent
Average number of shares

Consolidated balance sheet

SEK

Note

31 Dec 2017

31 Dec 2016

SEK

ASSETS

EQUITY

Non-current assets

Equity attributable to owners of the parent

Capitalised development costs

6,755,500

4,302,265

Share capital

Patents

9,256,394

8,271,484

Other contributed capital

16,011,894

12,573,749

Total intangible fixed assets

11

Note

Equipment

Reserves
Total equity

12

Total property, plant and equipment

245,836

382,054

245,836

382,054

31 Dec 2016

18

Accumulated deficit incl. Loss for the year
Property, plant and equipment

31 Dec 2017

9,172,606

4,788,992

330,388,950

237,044,614

566,852

586,189

–254,557,358

–193,721,184

85,571,050

48,698,610

LIABILITIES

59

Non-current liabilities
Total non-current assets

16,257,730

12,955,803

Non-current liabilities

20,334

10,320

Total long-term liabilities

20,334

10,320

2,460,687

6,234,498

Current assets
Current liabilities

Inventories

16

1,681,945

1,106,057

Trade receivables

15

1,007,596

581,336

Trade payables

1,238,244

1,570,475

Other liabilities

19

1,404,044

1,584,129

1,820,707

1,791,272

Accrued liabilities and deferred income

20

3,829,426

3,777,404

Total current liabilities

7,694,157

11,596,031

Total liabilities

7,714,491

11,606,351

93,285,541

60,304,961

Other receivables
Deferred expenses and accrued income

17

Cash and cash equivalents

71,279,319

42,300,018

Total current assets

77,027,811

47,349,158

TOTAL ASSETS

93,285,541

60,304,961
TOTAL EQUITY AND LIABILITIES

EPISURF MEDICAL

| ANNUAL REPORT 2017

Consolidated statement of changes in equity
Attributable to equity holders of the parent
SEK

Opening equity January 1, 2016

Share capital

Other contributed
capital

Reserves

Accumulated deficit
incl. loss for the year

Total equity

4,788,991

237,044,614

173,229

–132,072,295

109,934,539

Total
Total comprehensive income for the period

412,960

–61,667,464

–61,254,504

Total comprehensive income

412,960

–61,667,464

–61,254,504

Transactions with shareholders

60

New share issue, net after issue expenses

18,575,

18,575

Total transactions with shareholders

18,575,

18,575

Closing equity December 31 2016

4,788,991

237,044,614

586,189

–193,721,184

48,698,610

Opening equity January 1, 2017

4,788,991

237,044,614

586,189

–193,721,184

48,698,610

Total
Total comprehensive income for the period

–19,337

–61,093,452

–61,112,789

Total comprehensive income

–19,337

–61,093,452

–61,112,789

Transactions with shareholders
New share issue, net after issue expenses*

4,383,615

93,344,336

97,727,951

Options issued to staff
Total transactions with shareholders

4,383,615

93,344,336

Closing equity December 31 2017

9,172,606

330,388,950

566,852

257,278

257,278

257,278

97,985,229

–254,557,358

85,571,050

* Issue expenses amounts to SEK 11,769,732

Foreign currency translation reserve
Foreign currency translation reserve Reserves consist of all exchange gains/losses arising on translation of the financial statements of foreign operations that present their financial statements in a currency other than that used by the Group. This includes foreign currency differences on monetary items that are a receivable from or payable to a foreign operation, for which
settlement is neither planned nor likely to occur in the foreseeable future.
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Consolidated cash flow statement

SEK

Jan–Dec 2017

Jan–Dec 2016

–61,151,814

–61,708,748

Employee stock option expenses

4,185,721

4,056,494

149,976

18,575

Interest received

61,244

43,438

Interest paid

–2,962

–2,940

–56,757,835

–57,593,181

Decrease (increase) in inventory

–575,889

48,520,

Decrease (increase) in accounts receivables

–426,260

–381,472

302,798

–1,946,942

Cash flow from current operations
before change in working capital
Change in working capital

(Decrease) increase in current receivables
Decrease (increase) in current liabilities
Change in working capital
Cash flow from current operations

Investment in intangible fixed assets
Investment in tangible fixed assets

Adjustments for items not included in cash flow
Depreciation

Jan–Dec 2017

Jan–Dec 2016

–7,445,891

–5,405,142

Investing activities

Operating activities
Operating loss

SEK

–3,924,413

3,777,031

–4,623,764

1,497,137

–61,381,599

–56,096,044

Cash flow from investing activities

–32,690

–159,572

–7,478,581

–5,564,714

Financing activities
Issuance of warrants

111,530

–

97,727,951

–

Cash flow from financing activities

97,839,481

–

Cash flow for the period

28,979,301

–61,660,758

Cash and cash equivalents at beginning of period

42,300,018

103,960,776

Cash and cash equivalents at end of period

71,279,319

42,300,018,

New share issue
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Parent Company
income statement
SEK

Parent Company statement
of comprehensive income

Note

Jan–Dec 2017

Jan–Dec 2016

6

243,913,

–

243,913,

–

Net profit

Operating income
Net sales
Total income
Operating costs
Other external expenses

8

–17,522,449

–20,540,193

Personnel costs

9

–11,095,906

–12,779,228

Amortisation of intangible assets and depreciation of property, plant and equipment

62

–1,370,390

–1,697,907

Total operating costs

–29,988,745

–35,017,328

Operating loss

–29,744,832

–35,017,328
891,836

Financial income, other

7

61,015

Financial expenses, other

7

–1,465

–2,030

59,550

889,806

Loss before contribution and tax

–29,685,282

–34,127,522

Loss before tax

–29,685,282

–34,127,522

Results from net financial items

Tax on income for the period
Loss at end of the period
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SEK

10

–

–

–29,685,282

–34,127,522

Note

Jan–Dec 2017

Jan–Dec 2016

–29,685,282

–34,127,522

Other comprehensive income for the period:
Other comprehensive income for the period ,
net of tax
Total comprehensive income for the period

–
–29,685,282

–
–34,127,522

Parent Company balance sheet

SEK

Note

31 Dec 2017

31 Dec 2016

SEK

ASSETS

EQUITY AND LIABILITIES

Fixed assets

Equity
Equity Restricted equity

Intangible fixed assets
Capitalised development costs
Total intangible fixed assets

11

12

9,172,606

7,146,113

4,692,878

Development fund

4,514,621

1,057,775

13,687,227

5,846,766

104,499

218,946

Unrestricted equity

104,499

218,946

Share premium reserve

329,300,480

235,844,614

Loss brought forward

–147,952,639

–110,368,271

Loss for the period

–29,685,282

–34,127,522

Total unrestricted equity

151,662,559

91,348,821

165,349,786

97,195,587

Non-current liabilities

2.128

4.795

Total long-term liabilities

2.128

4.795

872,198

4,154,482

–

2,914,675

Shares in group companies

13

78,283,375

46,183,375

Long-term receivables from group companies

14

19,965,809

15,142,260

98,249,184

61,325,635

Total equity

105,499,796

66,237,459

NON_CURRENT LIABILITIES

Total fixed assets
Current assets
Current receivables
Other receivables
Prepaid expenses and accrued income
Total short term receivables
Cash and cash equivalents
Total current assets
TOTAL ASSETS

17

4,788,991

18

Share capital

Financial assets

Total financial assets

31 Dec 2016

4,692,878

Total restricted equity

Total tangible fixed assets

31 Dec 2017

7,146,113

Tangible fixed assets
Equipment

Note

540,676

603,742

Current liabilities

800,285

797,070

Trade payables

1,340,961

1,400,812

62,467,679

40,109,215

63,808,640

41,510,027

169,308,436

107,747,486

18

Current liabilities to group companies
Other liabilities

19

578,060

530,461

Accrued liabilities and deferred income

20

2,506,264

2,947,486

Total current liabilities

3,956,522

10,547,104

Total liabilities

3,958,650

10,551,899

169,308,436

107,747,486

TOTAL EQUITY AND LIABILITIES
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Parent Company Statement of changes in equity

Share capital

SEK

Opening equity January 1, 2016

Development fund

4,788,991

Share premium
reserve

Loss brought
forward

Loss for the period

Total equity

235,844,614

–80,546,687

–28,763,809

131,323,109

–34,127,522

–34,127,522

28,763,809,

–

Comprehensive loss for the period
Loss for the year
Disposition according to AGM
Loss brought forward

64

–28,763,809

Development fund

1,057,775

–1,057,775

Total comprehensive loss for the period

1,057,775

–110,368,271

–34,127,522

97,195,587

–

Closing equity December 31 2016

4,788,991

1,057,775

235,844,614,

–110,368,271

–34,127,522

97,195,587

Opening equity January 1, 2017

4,788,991

1,057,775

235,844,614,

–110,368,271

–34,127,522

97,195,587

–29,685,282

–29,685,282

34,127,522,

–

–29,685,282

67,510,305

Comprehensive loss for the period
Loss for the period
Disposition according to AGM
Loss brought forward

–34,127,522

Development fund

3,456,846

–3,456,846

Total comprehensive loss for the period

4,514,621

–147,952,639

–

Transactions with shareholders
New share issue, net after issue expenses

4,383,615

93,344,336,

Warrants
Total transactions with shareholders

4,383,615

Closing equity December 31 2017

9,172,606

* Issue expenses amounts to SEK 11,769,732

EPISURF MEDICAL

| ANNUAL REPORT 2017

4,514,621

97,727,951

111,530

111,530

93,455,866

97,839,481

329,300,480

–147,952,639

–29,685,282

165,349,786

Parent Company cash flow statement

SEK

Jan–Dec 2017

Jan–Dec 2016

Current operations
Operating loss

–29,744,832

–35,017,328

1,370,390

1,697,907

61,015

891,837

Interest paid

–1,465

–2,030

Change in long-term liabilities

–2,667

4,795

–28,317,559

–32,424,819

Adjustments for items not included in cash flow
Depreciation
Interest received

Cash flow from current activities before changes in
working capital
Changes in working capital
Decrease (increase) in current receivables

59,850

–766,960

(Decrease) increase in current liabilities

–6,590,581

6,461,563

Total changes in working capital

–6,530,731

5,694,603,

–34,848,290

–26,730,216

Cash flow from operating activities

Jan–Dec 2017

Jan–Dec 2016

–3,709,177

–1,605,049

Changes in financial assets

–36,923,550

–33,456,751

Cash flow from investing activities

–40,632,727

–35,124,299

SEK

Cash flow from investing activities
Acquisition of intangible assets
Acquisition of tangible assets

–62,499

Cash flow from financing activities
111,530

–

97,727,951

–

Cash flow from financing activities

97,839,481

–

Cash flow for the year

22,358,464

–61,854,515

Cash and cash equivalents at beginning of period

40,109,215

101,963,730

62,467,679

40,109,215

Issuance of warrants
New share issue

Cash and cash equivalents at end of period
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Accounting policies and notes

Note

66

1

General information

Episurf Medical AB (publ) is a Swedish medical device group that endeavours to help people
with joint pain live a more active life by providing them with effective and personalised treatments. The patient-specific technology has been developed in collaboration with leading
universities and clinical centres in Sweden. The Parent Company is a limited liability company
that is registered in Sweden and is domiciled in Stockholm. The visiting address of the head
office is Karlavägen 60, Stockholm, Sweden.
The consolidated financial statements and annual report were approved by the Board of
Directors for publication on 8 March 2018. All amounts are presented in SEK unless otherwise stated. Information in parentheses refers to the previous year.

Note

2

Summary of key accounting principles

The consolidated financial statements of the Episurf Medical AB (publ) AB Group are
presented in compliance with the International Financial Reporting Standards (IFRS) as endorsed for application in the EU, RFR 1, Supplementary Accounting Rules for Groups.
The consolidated financial statements have been prepared on the historical cost basis
with the exception of financial instruments, which are stated at fair value.
The most important accounting policies applied in the preparation of these consolidated
financial statements are described below. These policies have been consistently applied
in all periods presented, unless otherwise stated. The financial statements of the Parent
Company are presented in compliance with RFR 2, Accounting for Legal Entities, and the
Swedish Annual Accounts Act. The cases where the accounting policies applied by the Parent
Company differ from those of the Group are described separately at the end of this note.
The preparation of financial statements in conformity with IFRS requires the use of certain
critical accounting estimates. It also requires management to exercise its judgment in the
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process of applying the company’s accounting policies. The areas involving a higher degree
of judgment or complexity, or areas where assumptions and estimates are significant to the
consolidated financial statements, are described in Note 4, Critical accounting estimates and
judgements.
Also Standards, revisions and interpretations of existing standards that are not yet effective and have not been applied early by Episurf Medical AB (publ) are described below.
At the time of preparation of the consolidated financial statements at 31 December
2017, a number of standards and interpretations had been published that are applicable to
Episurf Medical AB (publ) but are not yet effective.
Below is a description of new and revised standards and interpretations that have been
published but are effective later than 31 December 2017.
IFRS 16 ”Leases”
A new standard for accounting for leases. For lessees, the classification according to IAS 17
as operating or financial leases is replaced by a model in which assets and liabilities for all
leases are recognised in the balance sheet. The exceptions are leases where the underlying
asset has a low value or leases that have a term of 12 months of less. In the income statement, depreciation is recognised separately from interest expenses attributable to the lease
liability. There are assessed to be no major changes for lessors and the rules in IAS 17 are
substantially unchanged with the exception of additional disclosure requirements. IFRS 16
is mandatorily effective for annual periods beginning on or after 1 January 2019. The EU has
not yet set any date for approval.
Episurf Medical will be affected by IFRS 16 foremost as being an operational lessee.
Quantification of possible effects and choice of transition method has not yet been made.
The information provided in Note 21 on Episurf Medical’s obligations gives an indication on
the type and the extent of the existing leasing agreements.
IFRS 9 “Financial Instruments”
IFRS 9 deals with classification, recognition and measurement of assets and liabilities. IFRS 9
replaces the parts of IAS 39 that are related to recognition and measurement of financial in-

struments. IFRS 9 states that financial assets are classified in three measurement categories:
amortised cost, fair value through other comprehensive income or fair value through profit
or loss. The classification depends on the company’s business model and instrument’s cash
Accounting policies and notes flow characteristics. The standard does not have effect on the
company.
IFRS 15 “Revenue from Contracts with Customers”
IFRS 15 specifies how and when to recognise revenue. According to IFRS 15, revenue is recognised when control of the promised good or service have been transferred to the customer and the customer can use and benefit from the good or service. The standard introduces
increased disclosure requirements for reporting of information about the nature, amount,
timing and uncertainty of revenue, and the cash flows arising from the company’s contracts
with customers. IFRS 15 replaces IAS 18 “Revenue” and IAS 11 “Construction Contracts”. The
standard does not have effect on the company.
No other IFRSs or IFRIC interpretations that are not yet effective are expected to have any
material impact on the Group.
Subsidiaries
Subsidiaries are all companies in which the Group directly or indirectly has the power to
govern the financial and operating policies, generally accompanying a shareholding of more
than one half of the voting rights or where the Group has sole control by virtue of an agreement with other investors. Subsidiaries are consolidated from the date on which control is
transferred to the Group. They are deconsolidated from the date that control ceases.
Business combinations are accounted for using the acquisition method. The purchase
consideration for the acquisition of a subsidiary consists of the acquisition-date fair value
of assets acquired, equity instruments issued and liabilities assumed, plus costs that are directly attributable to the acquisition. The identifiable assets acquired and liabilities assumed
in a business combination are initially measured at the acquisition-date fair value, regardless
of the amount of any non-controlling interests. Goodwill is initially measured at cost and represents the difference between the fair value of purchase consideration given in connection
with an acquisition and the Group’s share in the fair value of identifiable net assets acquired
and liabilities and contingent liabilities assumed. If the fair value of consideration transferred
is lower than fair value of the acquired subsidiary’s assets, liabilities and contingent liabilities,
the difference is recognised immediately in profit or loss.
All intra-group transactions and balances and unrealised gains relating to transactions
between group companies are eliminated. Unrealised losses are also eliminated, but are regarded as an indication of impairment. When necessary, the accounting policies of subsidiaries
have been adjusted to ensure conformity with the accounting policies of the Group.

At present, the Group has no subsidiaries with non-controlling interests. The Swedish
subsidiaries in the Group were formed in 2013 and the Germany and English subsidiaries
were formed in 2015.
Segment information
An operating segment is an identified part of a group that engages in business activities
from which it may earn revenues and incur expenses for which discrete financial information
is available. An operating segment’s results are reviewed regularly by the entity’s chief operating decision maker to make decisions about resources to be allocated to the segment and
assess its short- and long-term financial performance. Operating segments are reported in a
manner consistent with the internal reporting provided to the chief operating decision-maker. The Chief Executive Officer and Group CEO, who is responsible for allocation resources
and assess the performance of the operating segments, represents the chief operating
decision maker who is responsible for strategic decisions. All Episurf Medical’s revenues are
generated from western Europe and all revenues are derived from one product (Episealer ®)
and from customers which are comparable. Even though Episurf Medical’s revenues are
generated from various countries in western Europe, Episurf Medical has grouped all such
revenues into one reporting segment due to the similarities. The consolidated profit and loss
statement, balance sheet and cash flow statements include information about the group’s
revenue and profitability development as well as financial position.
Foreign currencies
Functional and presentation currency
Items included in the financial information of each of the Group’s entities are measured
using the currency of the primary economic environment in which the entity operates (the
functional currency). The presentation currency of the Group is Swedish kronor (SEK), which
is also the functional currency of the Parent Company and the Swedish subsidiaries. Other
subsidiaries functional currency is their national currency.
Transactions in foreign currency
Transactions in foreign currency are translated to the functional currency at the rate of exchange ruling on the dates of the transactions. Foreign exchange gains/losses arising on the
payment of such transactions and in translation of monetary assets and liabilities in foreign
currency at the closing day rate are recognised in profit or loss. Exchange differences on
borrowings and loans are recognised in net financial items, which other exchange differences are recognised in operating profit. At present, the Group has no borrowings or loans in
foreign currency, only operating receivables and liabilities.
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Intangible assets
Patents
Patents are stated at cost. Patents have a definite useful life and are recognised at cost less
accumulated amortisation. These are amortised on a straight-line basis to allocate the cost
of the patent over its estimated useful life (5 years).
Capitalised development expenditures Development expenditure that is directly attributable to development and testing of identifiable and unique products that are controlled by
the Group is recognised in intangible assets when it meets the following criteria:
» It is technically feasible to complete the product so it can be used or sold,
» The company intends to complete the product and use or sell it,
» The company is able to use or sell the product,
» The company can show how the product will generate future economic benefits,
»T
 he company has adequate technical, financial and other resources to complete development and to use or sell the product, and
» The cost of completing development of the product can be measured reliably,
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The directly attributable costs that are capitalised as part of the capitalised development
expenditure include costs for employees and a reasonable share of indirect costs.
Other development expenses that do not meet the above criteria are expensed as
incurred. Development expenses that have been previously expensed are not recorded as
assets in subsequent periods.
The company amortises capitalised development expenditure relating to the development projects or finished products that have started to generate revenue. These are
amortised on a straight-line basis to allocate the cost of the patent over its estimated useful
life (5 years).
Capitalised development expenditure is tested for impairment at least yearly by the
company.
Property, plant and equipment
Items of property, plant and equipment are stated at cost less accumulated depreciation
and impairment losses. The historical cost includes costs that can be directly attributed to
the acquisition. Subsequent expenditure is added to the carrying amount of the asset or
recorded as a separate asset, according to what is appropriate, only when it is probable that
the future economic benefits associated with the asset will flow to the Group and the cost of
the asset can be estimated reliably. The carrying amount for the replaced portion is derecognised from the balance sheet. All other types of repairs and maintenance are accounted
for as costs in the income statement in the period in which they arise.
To allocate the depreciable amount (cost less residual value) over the estimated useful
life, other assets are depreciated on a straight-line basis as follows:
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Equipment
The carrying amounts of the Group’s assets are reviewed at each balance sheet date to look
for any indication that an asset may be impaired. An asset’s carrying amount is written down
immediately to its recoverable amount if the asset’s carrying amount is greater than its estimated recoverable amount. Gains and losses on disposals are determined by comparing the
proceeds with the carrying amount, and are recognised in other operating income and other
operating expenses in the income statement.
Impairment of non-financial assets
Property, plant and equipment and amortisable intangible assets are tested for impairment
whenever events or changes in circumstances indicate that the carrying amount may not be
recoverable. An impairment loss is recognised in the amount whereby the asset’s carrying
amount exceeds its recoverable amount. Recoverable amount is the higher of the asset’s
value in use and its fair value less costs to sell. For the purpose of testing impairment,
assets are grouped at the lowest levels for which there are separately identifiable cash flows
(cash-generating units). Property, plant and equipment and intangible assets for which an
impairment loss has been previously recognised are tested at each balance sheet date to
determine whether the impairment loss should be reversed.
Loans and receivables
Loans and receivables are non-derivative financial assets with fixed or determinable payments that are not quoted on an active market. They are included in current assets with the
exception of amounts that are expected to be recovered more than 12 months after the
balance sheet date, which are classified as non-current assets. Loans and receivables are
classified as trade receivables, other receivables and other non-current receivables in the
balance sheet. Cash and cash equivalents are also included in this category. Impairment
losses on trade payables are recognised in other external expenses.
Other financial liabilities
At present, the Group has only trade and other payables, which are classified as other financial assets. See also description of the accounting policies in section 2.13 below.
Inventories
Inventories are stated at the lower of cost and net realisable value. Cost is determined using
the first-in, first-out method (FIFO). The historical cost of goods for resale consists of the cost
of purchasing the goods. Borrowing costs are not included. Net realisable value is calculated
as the estimated selling price in the ordinary course of business less directly attributable
variable selling expenses. The requisite provisions for obsolescence are made after individual assessment.

Financial instruments
The Group classifies its financial assets and liabilities in the following categories: financial assets and liabilities at fair value through profit or loss, loans and receivables, available-for-sale
financial assets and other financial liabilities. The classification depends on the purpose for
which the financial asset was acquired. Management determines the classification on initial
recognition and reviews this decision at each reporting date. At present there are only trade
and other receivables, cash and cash equivalents, and trade and other payables.
Trade receivables
Trade receivables are initially recognised at fair value and are subsequently measured at
amortised cost using the effective interest method less provisions for impairment. A provision for impairment of trade receivables is established when there is objective evidence
that the Group will not be able to collect all amounts due according to the original terms
of the receivables. Significant financial difficulties of the debtor, probability that the debtor
will enter bankruptcy or financial reorganisation, and default or delinquency in payments
(more than 60 days overdue) are considered indicators that the trade receivable is impaired.
The amount of the provision is the difference between the assets carrying amount and the
present value of estimated future cash flows, discounted by the original effective interest
rate. Both losses on trade receivables and recovery of amounts previously written off are
recognised in selling expenses in the income statement. The carrying amount of trade
receivables, after impairment, is assumed to correspond to fair value, since this item is of a
current nature. These amounts are not discounted, due to their short maturities.
Cash and cash equivalents
Cash and cash equivalents include cash on hand and at bank and other short-term, highly
liquid investments with a maturity of three months or less at the time of purchase.
Share capital
Common shares are classified as equity. Transaction costs that can be directly attributed to
the issue of new shares are recognised, net of tax, in equity among other contributed capital
on a separate line as a deduction from the issue proceeds.
Trade payables
Trade payables are initially recognised at fair value and subsequently at amortised using the
effective interest rate method. The carrying amount of trade payables is assumed to correspond to fair value, since this item is of a current nature. These amounts are not discounted,
due to their short maturities.
Current and deferred tax
The current income tax expense is calculated on the basis of the tax laws that have been enacted or substantively enacted at the balance sheet date in the countries where the Parent

Company and its subsidiaries operate and generate taxable income. Management regularly
evaluates the claims made in income tax returns regarding situations where the applicable
tax rules are subject to interpretation and, when deemed appropriate, makes provisions for
amounts that are likely to be paid to the tax authorities. Deferred tax is recognised in full, in
accordance with the balance sheet method, on all temporary differences arising between
the tax bases of assets and liabilities and their carrying amounts in the consolidated financial statements. However, deferred tax is not accounted for if it arises from initial recognition
of an asset or liability in a transaction other than a business combination that at the time of
the transaction affects neither accounting nor taxable profit or loss. Deferred income tax
is determined using tax rates (and laws) that have been enacted or substantively enacted
by the balance sheet date and are expected to apply when the related deferred income tax
asset is realised or the deferred tax liability is settled.
Deferred tax assets are recognised only to the extent that it is probable that future taxable profit will be available against which they can be used.
Employee benefits
The cost of providing employee benefits in the form of salary and pension is recognised in
the period in which the benefit is earned by the employee.
Pension obligations
The Group has only defined contribution pension plans. For defined contribution pension
plans, Episurf Medical AB (publ) pays contributions to publicly or privately administered
pension insurance plans on a mandatory, contractual or voluntary basis. The Group has
no further payment obligations when the contributions have been paid. The contributions
are recognised as personnel costs when they fall due for payment. Prepaid contributions
are recognised as an asset to the extent that a cash refund or a reduction in the future
payments is available to the Group
Share-based payment
The AGM on 6 May 2015 resolved to implement an incentive program for all employees.
Under the incentive program, an employee can choose to subscribe for class B shares in the
company instead of receiving a cash bonus. An employee who is entitled to a bonus in excess of basic salary, if awarded a bonus for a specific financial year, can instead of receiving a
cash amount equal to the awarded bonus choose to receive double the bonus amount, provided that the employee uses the received amount to subscribe for shares in the company.
For further information about this employee share option program, see Note 17
Termination benefits
Termination benefits are payable when employment is terminated by Episurf Medical AB
(publ) before the normal retirement date, or whenever an employee accepts voluntary
redundancy in exchange for special compensation. Episurf Medical AB (publ) recognis-
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es termination benefits when the Group is demonstrably committed to either terminate
employment according to a detailed formal plan without realistic possibility of withdrawal,
or provide termination benefits as a result of an offer made in order to encourage voluntary
redundancy. Benefits falling due more than 12 months after the end of the reporting period
are discounted to present value.
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Share-based payments
The fair value of options granted is recognised as an employee expense with a corresponding increase in equity. The fair value is measured at grant date and spread over the vesting
period. The fair value of the options is calculated with respect of the market conditions and
the conditions that are not vesting conditions. The expense recognised corresponds to the
fair value of an estimate of the number of options expected to be earned with respect to
service conditions and performance conditions that are not market conditions. This cost is
adjusted in subsequent periods to finally reflect the actual number of vested options. The
adjustment does however not take place when the forfeiture is only due to market conditions and / or conditions that are not vesting conditions are not met.
Cash-settled options result in a commitment to the employees which is measured at
fair value and recognised as an expense with a corresponding increase in liabilities. The
fair value is initially measured at grant date and spread over the vesting period. The liability
is remeasured at each reporting date and at the date of settlement. All changes in the fair
value of the liability are recognised in the profit or loss for the year as a personnel cost.
Social costs relating to share-based payments to employees as compensation for services rendered are expensed in the periods in which the services are performed. The charge is
based on the fair value at the time of the report.
Revenue recognition
Sale of goods
The Group’s revenue is generated by the sale of products. Sales are made to companies.
The product range consist of proprietary products. Revenue is measured at the fair value
of the consideration received or receivable for goods sold in the Group’s ordinary course
of business. Revenue is recognised net less value added tax, returns and discounts. The
Group recognises revenue when the amount can be reliably estimated and it is probable the
economic benefits associated with the transaction will fall to the company. This corresponds
to the date when the goods were delivered to the customer
Government grants
Government grants received for research and development projects are recognised in other
operating income, over the period necessary to match them with the related costs for which
they are intended to compensate.
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Interest income
Interest income is recognised over the contractual term of the loan using the effective interest rate method.
Leases
Leases of assets for which substantially all the risks and rewards of ownership are retained
by the lessor are classified as operating leases. Payments that are made during the lease
term (with a reduction for any incentives from the lessor) are recognised in the income statement on a straight-line basis over the lease term.
At present the Group has a limited number of leases, of which all are operating leases.
Dividends
Dividends to the Parent Company’s shareholders are recognised as a liability in the consolidated financial statements in the period in which the dividends are approved by the Parent
Company’s shareholders
Accounting policies of the Parent Company
The annual financial statements of the Parent Company are presented in accordance with
the Swedish Annual Accounts Act and the Swedish Financial Reporting Board’s recommendation RFR 2, Accounting for Legal Entities. The accounting policies applied by the Parent
Company differ from those applied by the Group in the cases described below.
Presentation of the income statement and balance sheet
The Parent Company uses the presentation stated in the Swedish Annual Accounts Act,
which means among other things that a different presentation of equity is applied. In other
respects, the income statement and balance sheet are presented in the same manner as in
the Group. Certain terminology in the income statement differs between the Group and the
Parent Company, which is an effect of the terms used in the Swedish Annual Accounts Act
and IFRS. In the Parent Company, any provisions are recognised under a separate heading.
Shares in subsidiaries
Shares in subsidiaries are recognised at cost less impairment. Dividends received are recognised when the right to receive payment has been established. The shares to which the
dividends refer are then tested for impairment. When there is an indication that the value of
shares and participations in subsidiaries has decreased, the recoverable amount is calculated. If this is lower than the carrying amount, an impairment loss is recognised. Impairment
losses are recognised in profit from shares in group companies.

Group and shareholder contributions
Shareholder contributions paid are recognised as an increase in the investments in subsidiaries. The values of the investments in question are then tested for impairment. A group
contribution that the Parent Company receives from a subsidiary is recognised according
to the same principles as normal dividends from subsidiaries, which means that the group
contribution is recognised in financial income. A group contribution paid by the Parent Company to a subsidiary is recognised during 2015 as a group contribution but from 2016 as an
increase in the investment in the subsidiary.
Fund development expenses
The amount capitalised for its own accumulated development costs must be brought about
from the unrestricted equity to fund development expenditures in restricted equity. The
fund will be reduced in line with the capitalised expenses are amortised or down.

Note

3

Financial risk management

Financial risk factors
Through its activities, the Group is exposed to various financial risks: market risk (certain
foreign exchange risk), credit risk and liquidity risk. The Group’s overall risk management
policy is focused on minimising the potential adverse effects on the Group’s financial results.
The identified risks consist mainly of a certain foreign exchange risk resulting from foreign
trade. Risk management is handled by the CEO in consultation with the finance department,
based on guidelines established by the Board. The CEO, in consultation with the finance
department, identifies, evaluates and hedges financial risks in close cooperation with other
senior executives in the Group.
Market risk
a) Foreign exchange risk
The Group is exposed to foreign exchange risk arising from exposures to different currencies, primarily relating to transactions in the EU. Episurf Medical AB’s (publ) presentation
currency is Swedish kronor (SEK), which is also the functional currency of the Parent Company and the Swedish subsidiaries in the Group. The financial statements of foreign subsidiaries are presented in local currency and are translated to SEK in the consolidated financial
statements. The balance sheets of foreign subsidiaries are translated to SEK at the closing
day rate of exchange and all items in the income statement are translated at the average
rate during the year. Any translation differences thus arising are recognised in consolidated
financial statements in other comprehensive income for the period, net of tax.

b) Credit risk
Credit risk is managed at the group level. Credit risk arises through cash and cash equivalents, deposits in banks and financial institutions and credit exposures to the Group’s
customers, including outstanding receivables and contractual transactions. The maximum
credit exposure consists of the book value of the exposed assets. At present the Group’s
credit risk is assessed to be limited, since most of the financial assets consist of cash and
cash equivalents in major Swedish credit institutions.
c) Liquidity risk
At 31 December 2017 the Group had liquidity of TSEK 71,279 (42,300). Episurf Medical
announced and conducted a rights issue in the beginning of 2017 which was subscribed to
approximately 91.5% and raised approximately 109,5 MSEK prior to transaction costs. As of
December 31, 2017, the group had SEK 71.3 in cash and cash equivalents. To assure financing of continued operations, a financing agreement with European Select Growth Opportunities Fund was entered into in February 2018 which provides the company with access to SEK
70 million over a 36 month period. The agreement is subject to final approval by the Annual
General Meeting of the shareholders in April 2018. During 2018, management estimate that
expenses for market initiatives in the USA will result in increased expenses while costs in the
European operations will decrease. Management further estimate that the financing provided through the financing agreement entered into on February 22, 2018 is key for the market
initiatives in the USA of which the approval by the Annual General Meeting is a prerequisite.
Based on the access to funding provided by the agreement, the Board estimates that financing is adequate for the foreseeable future. In case the financing agreement is not approved
by the shareholders, the Board and Managing Director estimate that the current funds will
be adequate to finance operations during the following 12 months, however, the group will
not be able to implement the market initiatives in the USA as currently planned.
Future undiscounted cash flows correspond to the book values of the liabilities. There
were no interest-bearing liabilities at 31 December 2017.
Capital risk management
The Group’s objectives when managing capital are to safeguard the Group’s ability to continue as a going concern in order to provide returns for shareholders and benefits for other
stakeholders and to maintain an optimal capital structure in order to reduce the cost of
capital. The Group is entirely funded through equity. The equity ratio at 31 December 2017
was 91,7 per cent (80.8).
Fair value
The Group has no financial assets or liabilities that are measured at fair value. The carrying
amount of assets and liabilities in the balance sheet, which falls within the scope of disclosures in accordance with IFRS 13, is assessed to correspond closely to fair value.
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Note

4

Key accounting estimates and judgements

Estimates and judgments are evaluated continuously and are based on historical experience
and other factors, including expectations of future events that are believed to be reasonable
under the circumstances.
Key accounting estimates and assumptions
The Group makes estimates and assumptions concerning the future. The resulting accounting estimates will, by definition, rarely correspond to the actual results. The estimates and
assumptions that are associated with a significant risk for material adjustments in the carrying amounts of assets and liabilities in the next financial year are described below.
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IAS 38 Intangible assets – capitalised development expenditure
Episurf Medical conducts extensive development activities, which have reached a stage
where they have now started to generate revenue for the products, albeit still on a modest
scale since the organisation in the Nordic countries and Europe (primarily Germany and the
UK) is in the process of being built up.
The company’s product development model has several phases and the probability of
future economic benefits does not start to crystallise until the later phases. Episurf Medical
is working on development of several products and at present there are products that have
been abandoned, mothballed or are still at the beginning of the development model. An intangible asset that arises through development, or in the development phase of an internal
project, is recognised as an asset in the balance sheet only if the company can demonstrate
that all of criteria 1)–6) in Note 2 have been met.
There are two main criteria that are analysed in order to assess historical expenditure
and whether it meets the criteria for capitalisation.
1) The probability of future economic benefits, and
2) whether financing had been arranged at the time when the expense was incurred. For
2013 and the preceding period, we assessed that these two criteria had not been fully
met. However, since five of the products have now been approved and are starting to be
tested in the market, at the beginning of the fourth quarter of 2014 the company decided
to start capitalising development expenses.
Valuation of loss carry forwards
Every year, the Group examines whether there is any indication of impairment of deferred
tax assets relating to tax loss carry forwards. Furthermore, the Group examines the opportunities to capitalise new deferred tax assets with respect to the year’s tax loss carry
forwards, if appropriate. The deferred tax asset is recognised only when it is probable that
there will be future taxable profits against which the temporary difference can be utilised.
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The carrying amounts of the deferred tax asset on the respective balance sheet dates are
shown in Note 10. At 31 December 2017 the Group had loss carry forwards amounting to
SEK 248,851 thousand (188,139) that had not been included in calculation of the deferred tax
asset.

Note

5

Segment information

Management determines the operating segments based on the information that is discussed
and dealt with by the Board of Directors together with the CEO and is used to make strategic decision. At present, operations are monitored for the Group and the Parent Company as a whole.

Note

6

Operating income

The Group’s net sales of SEK 2,490,248 (2,405,614) refer primarily to sales of the Episurf
Medical products Episealer ® Condyle Solo, Episealer ® Trochlea Solo and Episealer ® Femoral
Twin. The Parent Company’s net sales of SEK 243,913 (–) refer to intra-group sales.
2017

Group

2016

Other

603,163

254,927

Total other operating income

603,163

254,927

2017

2016

Other

–

–

Total other operating income

–

–

Parent Company

Other income mostly consists of currency changes.

Note

7

Financial income and expenses

The year’s financial income and expenses consist of interest income and interest expenses
related to assets and liabilities measured at amortised cost. The year’s interest income is
attributable to bank accounts with credit institutions. The parent company’s interest income
SEK – (848,397) consist of interest income from subsidiary’s.

Note

8

Other external expenses

Note

Other external expenses in the Group and the Parent Company are mainly attributable to
increased investments in the controlled product launch and continued research and development-related costs.
Audit fees
Auditing services refer to auditing of the annual report, the accounts and the administration
by the Board of Directors and the President, other tasks incumbent upon the company’s
auditor and advice or other assistance arising from observations in connection with such
examination or the performance of such other tasks. All other services are classified as
other assignments.

Group

2017

2016

360,583

384,000

Other audit assignments

–

52,900

Tax advice

9,500

9,500

Other advisory services
Total

Personnel costs and remuneration to the Board of Directors,
senior executives and other employees

Personnel costs
Group

2017

2016

Remuneration
Salary and other remuneration

24,655,331

20,927,924

Social security expenses

6,448,841

5,672,445

Pension expenses – defined contribution plans

2,001,213

2,339,064

Other

225,462

218,417

Capitalised costs

–2,070,220

–817,323

Total

31,260,627

28,340,527

2017

2016

Parent Company

Remuneration

KPMG
Audit assignments

9

17,300

18,000

387,383

464,400

Salary and other remuneration

9 311 584

9,774,056

Social security expenses

2,665,050

2,794,099

Pension expenses – defined contribution plans

1,077,090

917,998

Other

112,402

110,398

Capitalised costs

–2,070,220

–817,323

Total

11,095,906

12 779 228

Other auditors
Audit assignments
Tax advice

39,603

16,768

–

4,192

Other advisory services

79,500

–

Total

39,603

20,960

2017

2016

Parent Company

Other audit assignments
Tax advice
Other advisory services
Total

Average number of employees
2017

360,583

384,000

–

52,900

9,500

9,500

17,300

18,000

387,383

464,400

2016

Average no.
of employees

Of
whom
men

Average no.
of employees

Of
whom
men

Group

27

16

27

15

Parent company

13

5

14

5

Group and Parent Company

KPMG
Audit assignments

For salary and remuneration to the CEO, management and Board of Directors, see Note 22.
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Note cont’d

9

votes in Episurf Medical. The employee stock options is recorded as a personnel expense
in the income statement during the vesting period. The total costs for the employee stock
options are expected to amount to SEK 0.7 million during the term of the programme. As per
the date of this Annual Report, the company has allotted a total of 471,775 employee stock
and 117, 400 warrants.

Personnel costs and remuneration to the Board of
Directors, senior executives and other employees

Gender distribution of Board members and other senior executives
2017

Group and Parent Company

Average no.
of employees

2016
Of
whom
men

Average no.
of employees

Of
whom
men

Board members

6

5

6

6

CEO and senior executives

6

3

3

1

12

8

9

7

Total Group and Parent Company

Changes in outstanding stock options
2017
Granted
Expired

–28,450

Amount at end of year

471,775

Input information
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Incentive programmes
Employee stock option and Warrant programme 2017
The Annual General Meeting held on 22 May 2017, resolved to implement an employee
stock option and warrant programme for the groups employees. The employee stock option
and warrant programme included all employees in the group and comprised no more than
117,400 warrants of series 2017/2020(A) and no more than 513,700 employee stock options
(which are hedged by an issue of the same number of warrants of series 2017/2020(B) to the
subsidiary Episurf Operations AB). The warrants of series 2017/2020(A) was allocated to the
participants in the programme for a price of SEK 0,95 (corresponding to the market value) in
accordance with the following: (i) the acting CEO was entitled to subscribe for up to 15,000
warrants; (ii) the other four members of the senior management was entitled to subscribe
for 8,000 warrants each; and (iii) the other 22 participants was entitled to subscribe for
3,200 warrants each. The employee stock options was allocated in accordance with the
following: Each participant was proposed to be allotted, free of charge: (i) 6,000 employee
stock options (except the acting CEO, who is allotted 10,000 employee stock options), plus (ii)
350 employee stock options per month he or she has been employed by the group, plus (iii)
one employee stock options for each warrant subscribed for. Provided that the holder is still
employed by the group at the exercise of the options, each employee stock option entitles
the employee to purchase one share of series B in Episurf Medical during the period 1 June
2020 – 31 May 2021 for a price of SEK 8,55, corresponding to 130 per cent of the average
volume weighted share price for Episurf Medical’s share of series B on Nasdaq Stockholm
during the period from and including 15 May 2017 until and including 19 May 2017. Each
warrants of series 2017/2020(A) entitles its holder to subscribe for one share of series B in
Episurf Medical during the period 1 June 2020 – 31 May 2021 for a price of SEK 8,55. The
programme implies that a maximum of 631,100 shares of series B may be issued, corresponding to a maximum dilution of 2.0 per cent of the share capital and 1.4 per cent of the
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500,225

Calculation model
Share price
Subscription price

Grant date
Black-Scholes
6.58
8.55

Grant date

2017-05-22

Vesting date

2020-05-31

Expected dividend
Risk free interest rate

–
(0.133)

Expected volatility

30%

Fair value per option

0.93

Volatility determined from an average over the last 5 years
31 Dec 2017
Total expense recognized during the year, including social security charges
Liability as of December 31, 2017, social security charges

104,343
15,482

Employee stock option programme 2016
The extraordinary general meeting held on 18 August 2016, resolved to implement an
employee stock option programme for the senior management and certain other employees
of the company. The Employee Stock Option Programme means that the participants will
be allotted a certain number of employee stock options free of charge. Provided that the
participant is still employed by Episurf Medical at the exercise of the options, each employee
stock option entitles the employee to purchase one B share in the company at a subscription
price of SEK 22.80. The employee stock option may be exercise during the period from and
including the date falling three years from the date the employee is allotted the employee

stock options until and including the date falling four years after the date the employee is
allotted the employee stock options. The Programme comprises a maximum of 151,600 employee stock options which can be allotted as follows: (i) maximum 53,200 employee stock
options to the CEO, (ii) maximum 40,500 employee stock options to the CFO, (iii) maximum
33,900 employee stock options to the COO, and (iv) maximum 2,000 each in total to twelve
other employees of Episurf Medical. As per the date of this Annual Report, Episurf Medical
has allotted a total of 96,400 employee stock options as per the following: 40,500 to the
CFO; 33,900 to the COO; and 22,000 employee stock options in total to 11 other employees
of Episurf Medical.

Deferred cash bonus 2016
In connection with the extra ordinary general meeting’s, held on 18 August 2016, resolution
on the implement of the Employee Stock Option Programme, the board of directors of Episurf
Medical resolved to offer certain employees a deferred cash bonus. The bonus is subject to a
vesting period of three years and may at the earliest be paid on 18 August 2019 and no later
than 18 August 2020. The value of the deferred cash bonus will be calculated as the closing
price of Episurf Medical’s share listed on Nasdaq Stockholm on the exercise date reduced
by SEK 22.80 multiplied by 2,000. The deferred cash bonus will thereby reflect the financial
conditions for the group of employees in Episurf Medical which could be allotted a maximum
of 2,000 employee stock options under the Employee Stock Option Programme. The disbursement of the bonus amount requires that the employee is still employed by Episurf Medical
when the bonus is paid out. As per the date of this annual report, a total of 9 employees of
Episurf Medical have been given the opportunity to receive a deferred cash bonus.

Changes in outstanding stock options

Change cash bonus

Note cont’d

9

Personnel costs and remuneration to the Board of
Directors, senior executives and other employees

2017

2016

149,600

–

Granted

–

149,600

Granted

Expired

–53,200

–

Expired

–4,000

–

96,400

149,600

Amount at end of year

18,000

22,000

January 1 2017

Amount at end of year

2017
January 1 2017

Input information

31 Dec 2017

Input information

Calculation model

Black-Scholes

Calculation model

2016

22,000

–

–

22,000

Grant date
Black-Scholes

Share price

15.20

Share price

12.50

Subscription price

22.80

Subscription price

22.80

Grant date

2016-08-18

Grant date

2016-08-18

Vesting date

2019-08-18

Vesting date

2019-08-18

Expected dividend

–

Risk free interest rate

–0.462

Expected dividend

–

Risk free interest rate

–0.462

Expected volatility

30%

Expected volatility

30%

Fair value per option

1.55

Fair value per option

1.55

Total expense recognized during the year, including social
security charges
Liability as of December 31, 2017,
social security charges

31 Dec 2017

31 Dec 2016

47,053

24,100

2,725

5,525

Fair value per option
Total expense recognized during the year including social
security charges
Liability as of December 31, 2017,
including social security charges

31 Dec 2017

31 Dec 2016

0.20

1.47

–2,666

4,794

2,128

4,794
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Note

10

Income tax

Note

The difference between the reported income tax expense and calculated income
tax expense based on the applicable tax rate is as follows:
Group

Profit before tax
Income tax calculated at the Group's applicable tax rate,
22%
Income that is exempt from taxation
Expenses not deductible for tax purposes
The year's tax loss carry forward not recognised as
deferred tax assets
Income tax expense*

2016

–61,093,532

–61,667,464
13,566,842

179

2,187

–84,084

–181,919

13,356,591

13,387,110

80

–

At 31 December 2017 (2016) the Group had loss carry forwards amounting to SEK 248,851
thousand (188,139) that have not been included in calculation of deferred tax.

Income tax calculated at the Group's applicable tax rate,
22%
Income that is exempt from taxation
Expenses not deductible for tax purposes
The year's tax loss carry forward not recognised as
deferred tax assets
Income tax expense

Opening cost
Purchases

31 Dec 2016

16,728,370

12,928,277

3,736,711

3,800,093

Closing accumulated cost

19,135,669

16,728,370

Opening depreciation

–8,456,886

–6,151,947

The year's depreciation

–2,751,801

–2,304,939

–11,208,687

–8,456,886

9,256,394

8,271,484

Closing accumulated depreciation
Closing carrying amount

Closing cost

4,896,194

3,797,401

The year's capitalisation

3,709,178

1,605,049

Impairment
Closing accumulated cost

76
Profit before tax

31 Dec 2017

Patents

Development expenses

* Tax attributable to previous years

Parent Company

Intangible assets

Group

2017

13,440,577

11

2017

2016

–29,685,282

–34,127,523

6,530,762

7,508,055

177

1,401

–70,351

–103,900

6,460,234

7,405,556

–

–

Opening depreciation

–

–506,256

8,605,372

4,896,194

–593,929

–466,176

The year's depreciation

–1,255,943

–127,753

Closing accumulated depreciation

–1,849,872

–593,929

6,755,500

4,302,265

16,011,894

12,573,749

31 Dec 2017

31 Dec 2016

Closing carrying amount
Closing carrying amount patents
and development expenses
Parent Company

Development expenses

At 31 December 2017 (2016) the Parent Company had loss carry forwards amounting to SEK
173,258 thousand (143,892) that have not been included in calculation of deferred tax.

Opening cost

6,225,606

5,126,813

The year's capitalisation

3,709,178

1,605,049

–

–506,256*

9,934,784

6,225,606

Impairment
Closing accumulated cost
Development expenses
Opening depreciation

–1,532,728

–466,176

The year's depreciation

–1,255,943

–1,066,552

Closing accumulated depreciation

–2,788,671

–1,532,728

7,146,113

4,692,878

Closing carrying amount

* T he Company has chosen not to prioritize the project MOT and the project was written down.
The Company has determined that there are limited opportunities to sell the project.
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Note

12

Property, plant and equipment

Note

13

31 Dec 2017

31 Dec 2016

955,107

795,535

Opening cost

32,690

159,572

Investment

987,797

955,107

Capital infusion

Opening depreciation

–573,053

–371,697

Group

Opening cost
Purchases
Closing accumulated cost

The year's depreciation

–168,908

–201,356

Closing accumulated depreciation

–741,961

–573,053

Closing carrying amount

245,836

382,054

Shares in group companies

Parent Company

Closing carrying amount

Corporate
identification
no.

Opening cost
Purchases

100%

10,000

106,132

100%

10,000

365,168

556921-7721 Stockholm

Episurf UK Ltd

–484,674

–359,575

The year's depreciation

–114,448

–125,100

Closing accumulated depreciation

–599,122

–484,675

104,499

218,946

Closing carrying amount

46,183,375

556921-7747 Stockholm

Episurf Europe AB

Opening depreciation

78,283,375

556921-7739 Stockholm

641,122
62,499

30,055,000

Episurf Operation AB

703,621

703,621

–

32,100,000

Episurf IP-Management AB

31 Dec 2016

–

16,128,375

–

% of
capital

31 Dec 2017

703,621

Closing accumulated cost

31 Dec 2016

46,183,375

Domicile

Name
Parent Company

31 Dec 2017

Episurf DE GmbH

No. Of
Equity at
shares 31 Dec 2017

100%

10,000

1,090,201

9 548 146

Lincoln

100%

1

–1,655,731

HRB 218113

München

100%

–1,010,504

77
Note

14

Related party transactions

The Parent Company’s holdings of shares and participations in subsidiaries are specified in
note 13.
Parent company

31 Dec 2017

31 Dec 2016

Non-current non-interest-bearing receivables

19,965,809

15,142,260

Total related party transactions

19,965,809

15,142,260
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Note

15

Trade receivables

Group

Trade receivables

Note
31 Dec 2017

31 Dec 2016

1,007,596

581,336

–

–

1,007,596

581,336

Less: provisions for doubtful debts
Trade receivables, net

The fair value of the Group’s trade payables corresponds to the carrying amount.
On the balance sheet date, trade payables amounting to SEK 1,008 thousand (581) were
overdue without any assessed indication of impairment.

Note

16

Inventories
31 Dec 2017

Group

31 Dec 2016

Cost of inventories

78

Finished goods

1,681,945

1,106,057

Total inventories before impairment

1,681,945

1,106,057

Inventories consist entirely of goods for resale. The inventories are not subject to
obsolescence.

Note

17

31 Dec 2016

Prepaid rent

404,573

377,603

Other items

1,416,134

1,413,669

1,820,707

1,791,272

31 Dec 2017

31 Dec 2016

Prepaid rent

404,573

377,603

Other items

395,711

419,467

800,285

797,070

Parent Company

Total deferred expenses and accrued income
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The statement of changes in equity is found in the report, directly after the balance sheet.
No. Of shares

Share capital

Balance at 31 December 2016

15,949,804

4,788,991

New share issue

14,599,691

4,383,615

Balance at 31 December 2017

30,549,495

9,172,606

The shares have a quota value of SEK 0.30 each (0.30). Each class A share carries the right to
three votes at a general meeting and each share of class B carries the right to one vote at a
general meeting. Of the total number of 30,549,495 shares, 6,363,577 were class A shares
and 24,185,918 were class B shares. All shares registered on the balance sheet date were
fully paid-up.
Foreign currency translation reserve
Reserves consist of all exchange gains/losses arising on translation of the financial statements of foreign operations that present their financial statements in a currency other
than that used by the Group. This includes foreign currency differences on monetary items
that are a receivable from or payable to a foreign operation, for which settlement is neither
planned nor likely to occur in the foreseeable future.

SEK

31 Dec 2017

Total deferred expenses and accrued income

Share capital

Proposed appropriation of earnings
The Board of Directors proposes that the following earnings be at the disposal of the Annual
General Meeting:

Deferred expenses and accrued income

Group

18

Share premium reserve

329,300,480

Accumulated deficit

–147,952,639

Loss for the year

–29,685,282

Total

151,662,559

The Board proposes that the earnings be appropriated so that SEK 151,662,559 is carried
forward to new account.

Note

19

Other liabilities

Group

Personnel-related liabilities
Other
Total other liabilities

Note
31 Dec 2017

31 Dec 2016

791,602

1,159,253

612,442

424,877

1,404,044

1,584,130

21

Future lease payments

Future lease payments under cancellable operating leases fall due as follows:
31 Dec 2017

31 Dec 2016

Within one year

1,639,792

1,673,216

Between one and five years

1,236,665

2,788,916

Group and Parent Company

Later than five years
31 Dec 2017

31 Dec 2016

Personnel-related liabilities

385,557

386,286

Other

192,503

144,175

Total other liabilities

578,060

530,461

Parent Company

Note

20

Total obligations

–

–

2,876,457

4,462,132

Obligations under operating leases
The Group leases premises and a few items of office equipment under cancellable operating
leases. The notice periods for cancellation of these leases vary between 12 months and 3
years.

Accrued expenses and deferred income

Group

Accrued personnel-related expenses

31 Dec 2017

31 Dec 2016

2,567,714

2,147,205

Accrued Board fees

471,203

796,173

Accrued consulting fees

790,509

834,026

3,829,426

3,777,404

31 Dec 2017

31 Dec 2016

1,476,136

1,635,092

Total accrued expenses and deferred income

Parent Company

Accrued personnel-related expenses
Accrued Board fees

471,203

796,173

Accrued consulting fees

558,925

516,221

2,506,264

2,947,486

Total accrued expenses and deferred income
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Note

22

Related party transactions

Shareholder and Board member Leif Ryd has received consulting fees of SEK 660,000
(540,000).
Serendipity Communications AB has received a consultancy fee of SEK 139,900 (850,073),
Serendipity Legal AB has received consulting fees of SEK 22,500 SEK (50,000) and Sprof AB
has received consulting fees of SEK – (21,375). Serendipity Communications AB, Serendipity
Legal AB and Sprof AB are related parties to Episurf Medicals largest shareholder Serendipity Ixora AB. The Chairman and Members of the boards fees were agreed by the AGM and is
shown below. The Chairman receive SEK 400,000. Laura Shunk and Wilder Fulford receive
remuneration of SEK 200,000. Saeid Esmaeilzadeh, Leif Ryd and Christian Krüeger receive
2017

80

Salary/fees

remuneration of SEK 100,000 respectively. In total, the board fees amount to SEK 1,100,000
(1,100,000).
In addition to the board fee the Board Chairman has received SEK 282,000 (–) as compensation for the work during the year as working Chairman.
Variable remuneration for the financial years 2017 and 2016 is an expensed bonus, to be
paid in 2018 and 2017.
The Group has only defined contribution pension plans. The pension expense refers to
the expense that has affected profit for the year.

Variable
remuneration

Other benefits

Pension expense Other remuneration

Board Chairman, Dennis D Stripe

400,000

Board member, Laura Shunk

200,000

Board member, Leif Ryd

100,000

Board member, Saeid Esmaeilzadeh

100,000

Board member, Christian Krüeger

100,000

100,000

Board member, Wilder Fulford

200,000

200,000

CEO Rosemary Cunningham Thomas

3,166,239

CEO Pål Ryfors

1,391,599

282,000

Total
682,000
200,000

660,000

760,000
100,000

3,166,239
327,750

45,696

301,369

Other senior executives*

3,488,542

256,685

26,364

417,457

Total

9,063,047

584,435

72,060

718,826

Salary/fees

Variable
remuneration

Other benefits

2,066,414
4,189,048
942,000

11,380,368

Pension expense Other remuneration

Total

540,000

640,000

* The management team is larger than last year

2016

Board Chairman, Dennis D Stripe

400,000

Board member, Leif Ryd

100,000

Board member, Saeid Esmaeilzadeh

100,000

Board member, Christian Krüeger

100,000

100,000

Board member, Wil Boren

200,000

200,000

Board member, Wilder Fulford
CEO Rosemary Cunningham Thomas

400,000
100,000

200,000

200,000

1,707,014

284,642

Other senior executives

1,938,000

516,477

358,778

Total

4,745,014

801,119

1,079,675

Bonus
A bonus for 2017 will be paid to all of the company’s employees based on the degree of goal
fulfillment for annual goal for 2017.
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720,897

2,712,553
2,813,255
540,000

7 165 808

Termination benefits
Termination benefits Between the CEO Pål Ryfors and the company there is a mutual term of
notice of 6 months. In the event that employment is terminated by the company, for reasons
other than the CEO’s breach of contract, the CEO has the right to termination benefits equal
to six months’ salary.

Note

23

Significant events after the end of the financial year

» Episurf Medical received market approval in Israel and signed distribution agreement for the
Israeli market
» Episurf Medical announced that the company is in the final stages of the development of an
ankle implant
» Episurf Medical signed financing agreement of up to SEK 70m subject to approval at the
general meeting

Note

24

Pledged assets and contingent liabilities

Group and parent Company

31 Dec 2017

31 Dec 2016

Rent deposit

300,000

300,000

Total pledged assets and contingent liabilities

300,000

300,000
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The group and parent company’s surety undertakings and contingent liabilities amounted to
300,000 SEK (300,000) and consists of a rent deposit.
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Statement of assurance
The Board of Directors and Chief Executive Officer hereby give their assurance that the consolidated accounts and annual accounts have been prepared in accordance with International Financial Reporting Standards (IFRS) as adopted by the EU and give a true and fair view of
the financial position and results of operations of the Parent Company and the Group.
The administration report for the Group and the Parent Company gives a true and fair

view of the business activities, financial position and results of operations of the Group
and the Parent Company and describes the significant risks and uncertainties to which the
Group companies are exposed.
The income statements and balance sheets of the Parent Company and the Group will be
submitted to the AGM on 9 April 2018 for approval.

Stockholm den 8 March 2018

Dennis D. Stripe

Saeid Esmaeilzadeh

Board Chairman

Board member

Wilder Fulford

Christian Krüeger

Board member

Board member
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Leif Ryd

Laura Shunk

Board member

Board member
Pål Ryfors
CEO
Our auditor’s report was submitted on 8 March 2018
KPMG AB

Duane Swanson
Authorised Public Accountant

EPISURF MEDICAL

| ANNUAL REPORT 2017

Auditor’s report
To the general meeting of the shareholders of Episurf Medical AB (publ), corp. id 556767-0541

Report on the annual accounts
and consolidated accounts
Opinions
We have audited the annual accounts and consolidated accounts of Episurf Medical AB (publ) for the year 2017, except
for the corporate governance statement on pages 44–48.
The annual accounts and consolidated accounts of the company are included on pages 57–81 in this document.
In our opinion, the annual accounts have been prepared
in accordance with the Annual Accounts Act, and present
fairly, in all material respects, the financial position of the
parent company as of 31 December 2017 and its financial
performance and cash flow for the year then ended in
accordance with the Annual Accounts Act. The consolidated
accounts have been prepared in accordance with the Annual
Accounts Act and present fairly, in all material respects, the
financial position of the group as of 31 December 2017 and
their financial performance and cash flow for the year then
ended in accordance with International Financial Reporting
Standards (IFRS), as adopted by the EU, and the Annual
Accounts Act. Our opinions do not cover the corporate
governance statement on pages 44–48. The statutory administration report is consistent with the other parts of the
annual accounts and consolidated accounts.
We therefore recommend that the general meeting of
shareholders adopts the income statement and balance
sheet for the parent company and the group.
Our opinions in this report on the annual accounts and
consolidated accounts are consistent with the content of
the additional report that has been submitted to the parent

company’s Board of directors in accordance with the Audit
Regulation (537/2014) Article 11.
Basis for Opinions
We conducted our audit in accordance with International
Standards on Auditing (ISA) and generally accepted auditing
standards in Sweden. Our responsibilities under those
standards are further described in the Auditor’s Responsibilities section. We are independent of the parent company
and the group in accordance with professional ethics for
accountants in Sweden and have otherwise fulfilled our ethical responsibilities in accordance with these requirements.
This includes that, based on the best of our knowledge
and belief, no prohibited services referred to in the Audit
Regulation (537/2014) Article 5.1 have been provided to the
audited company or, where applicable, its parent company
or its controlled companies within the EU.
We believe that the audit evidence we have obtained is
sufficient and appropriate to provide a basis for our opinions.
Key Audit Matters
Key audit matters of the audit are those matters that, in
our professional judgment, were of most significance in our
audit of the annual accounts and consolidated accounts of
the current period. These matters were addressed in the
context of our audit of, and in forming our opinion thereon,
the annual accounts and consolidated accounts as a whole,
but we do not provide a separate opinion on these matters.

Liquidity risk
See note 3 and accounting principles on page 66 and 71 in
the annual account and consolidated accounts for detailed
information and description of the matter.
Description of key audit matter
Episurf Medical is a research and development company
with a limited history of revenues. The company has generated limited revenues and is not expected to be profitable
during the next years.
As of 31 December 2017, Episurf Medical group had SEK
71.3 million in cash. To insure the operations can continue
as a going concern, the company entered into an agreement
in February 2018 which provides the company with financing
up to SEK 70 million over a 36 month period.
Response in the audit
In connection with the preparation of the annual accounts,
we reviewed the going concern assessment adopted by
the Board of Directors. We reviewed the financial forecasts
prepared by management and reviewed the reasonableness
and other documentation supporting the financial forecasts
used in the assessment. We have made inquiries of management as to how they determined their assumptions and
considered these in our review.
We have examined the financing agreement entered into
in February 2018.
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Intangible assets
See note 11 and accounting principles on pages 72, 76 and
67 in the annual account and consolidated accounts for
detailed information and description of the matter.
Description of key audit matter
The consolidated carrying value at 31 December 2017 for
capitalised development costs and patents totalled TSEK
6,755 and TSEK 9,256, respectively. These intangible fixed
assets comprise approximately 17 % of the consolidated
total assets and are subject to impairment tests.
The impairment tests of these assets are dependent
management’s estimates and judgments of future revenues
and operating results as well as required levels of working
capital and investments. Another important assumption is
which discount rate to be used in order to reflect the time
value of money as well as the specific risks the operations
face.

84

Response in the audit
We have assessed whether the impairment tests related to
intangible fixed assets have been prepared in accordance
with the prescribed method as well as assessed the reasonableness in the group’s test of the carrying value of the
intangible assets.
Moreover, we have considered the reasonableness of
the predicted future cash flows as well as the discount rates
used through evaluation of the group’s written documentation and forecasts. We have also examined the sensitivity
analysis prepared by group management to evaluate how
reasonable changes in the assumptions may impact the
valuation.
Furthermore, we have considered the completeness of
the disclosures made relating to the impairment tests in the
annual accounts and the consolidated accounts.
Other Information than the annual accounts
and consolidated accounts
This document also contains other information than the
annual accounts and consolidated accounts and is found
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on pages 2–35. The Board of Directors and the Managing
Director are responsible for this other information.
Our opinion on the annual accounts and consolidated
accounts does not cover this other information and we do
not express any form of assurance conclusion regarding this
other information.
In connection with our audit of the annual accounts and
consolidated accounts, our responsibility is to read the information identified above and consider whether the information is materially inconsistent with the annual accounts and
consolidated accounts. In this procedure we also take into
account our knowledge otherwise obtained in the audit and
assess whether the information otherwise appears to be
materially misstated.
If we, based on the work performed concerning this
information, conclude that there is a material misstatement
of this other information, we are required to report that fact.
We have nothing to report in this regard.
Responsibilities of the Board of Directors
and the Managing Director
The Board of Directors and the Managing Director are
responsible for the preparation of the annual accounts and
consolidated accounts and that they give a fair presentation
in accordance with the Annual Accounts Act and, concerning the consolidated accounts, in accordance with IFRS as
adopted by the EU. The Board of Directors and the Managing Director are also responsible for such internal control as
they determine is necessary to enable the preparation of annual accounts and consolidated accounts that are free from
material misstatement, whether due to fraud or error.
In preparing the annual accounts and consolidated
accounts The Board of Directors and the Managing Director
are responsible for the assessment of the company’s and the
group’s ability to continue as a going concern. They disclose,
as applicable, matters related to going concern and using the
going concern basis of accounting. The going concern basis
of accounting is however not applied if the Board of Directors
and the Managing Director intend to liquidate the company, to
cease operations, or has no realistic alternative but to do so.

Auditor’s responsibility
Our objectives are to obtain reasonable assurance about
whether the annual accounts and consolidated accounts
as a whole are free from material misstatement, whether
due to fraud or error, and to issue an auditor’s report that
includes our opinions. Reasonable assurance is a high level
of assurance, but is not a guarantee that an audit conducted
in accordance with ISAs and generally accepted auditing
standards in Sweden will always detect a material misstatement when it exists. Misstatements can arise from fraud or
error and are considered material if, individually or in the
aggregate, they could reasonably be expected to influence
the economic decisions of users taken on the basis of these
annual accounts and consolidated accounts.
As part of an audit in accordance with ISAs, we exercise
professional judgment and maintain professional scepticism
throughout the audit. We also:
» Identify and assess the risks of material misstatement of
the annual accounts and consolidated accounts, whether
due to fraud or error, design and perform audit procedures responsive to those risks, and obtain audit evidence
that is sufficient and appropriate to provide a basis for our
opinions. The risk of not detecting a material misstatement
resulting from fraud is higher than for one resulting from
error, as fraud may involve collusion, forgery, intentional
omissions, misrepresentations, or the override of internal
control.
» Obtain an understanding of the company’s internal control
relevant to our audit in order to design audit procedures
that are appropriate in the circumstances, but not for the
purpose of expressing an opinion on the effectiveness of
the company’s internal control.
» Evaluate the appropriateness of accounting policies used
and the reasonableness of accounting estimates and related disclosures made by the Board of Directors and the
Managing Director.
» Conclude on the appropriateness of the Board of Directors’ and the Managing Director’s, use of the going concern
basis of accounting in preparing the annual accounts and
consolidated accounts. We also draw a conclusion, based

on the audit evidence obtained, as to whether any material
uncertainty exists related to events or conditions that may
cast significant doubt on the company’s and the group’s
ability to continue as a going concern. If we conclude that
a material uncertainty exists, we are required to draw attention in our auditor’s report to the related disclosures in
the annual accounts and consolidated accounts or, if such
disclosures are inadequate, to modify our opinion about
the annual accounts and consolidated accounts. Our
conclusions are based on the audit evidence obtained up
to the date of our auditor’s report. However, future events
or conditions may cause a company and a group to cease
to continue as a going concern.
» Evaluate the overall presentation, structure and content of
the annual accounts and consolidated accounts, including
the disclosures, and whether the annual accounts and
consolidated accounts represent the underlying transactions and events in a manner that achieves fair presentation.
» Obtain sufficient and appropriate audit evidence regarding the financial information of the entities or business
activities within the group to express an opinion on the
consolidated accounts. We are responsible for the direction, supervision and performance of the group audit. We
remain solely responsible for our opinions.
We must inform the Board of Directors of, among other
matters, the planned scope and timing of the audit. We must
also inform of significant audit findings during our audit,
including any significant deficiencies in internal control that
we identified.
We must also provide the Board of Directors with a statement that we have complied with relevant ethical requirements regarding independence, and to communicate with
them all relationships and other matters that may reasonably be thought to bear on our independence, and where
applicable, related safeguards.
From the matters communicated with the Board of
Directors, we determine those matters that were of most
significance in the audit of the annual accounts and consolidated accounts, including the most important assessed

risks for material misstatement, and are therefore the key
audit matters. We describe these matters in the auditor’s
report unless law or regulation precludes disclosure about
the matter.
Report on other legal and regulatory requirements
Opinions
In addition to our audit of the annual accounts and consolidated accounts, we have also audited the administration of
the Board of Directors and the Managing Director of Episurf
Medical AB (publ) for the year 2017 and the proposed appropriations of the company’s profit or loss.
We recommend to the general meeting of shareholders that the profit be appropriated in accordance with the
proposal in the statutory administration report and that the
members of the Board of Directors and the Managing Director be discharged from liability for the financial year.
Basis for Opinions
We conducted the audit in accordance with generally accepted auditing standards in Sweden. Our responsibilities under
those standards are further described in the Auditor’s
Responsibilities section. We are independent of the parent
company and the group in accordance with professional
ethics for accountants in Sweden and have otherwise
fulfilled our ethical responsibilities in accordance with these
requirements.
We believe that the audit evidence we have obtained is
sufficient and appropriate to provide a basis for our opinions.
Responsibilities of the Board of Directors and the Managing Director
The Board of Directors is responsible for the proposal for
appropriations of the company’s profit or loss. At the proposal of a dividend, this includes an assessment of whether
the dividend is justifiable considering the requirements
which the company’s and the group’s type of operations,
size and risks place on the size of the parent company’s and
the group’s equity, consolidation requirements, liquidity and
position in general.

The Board of Directors is responsible for the company’s organization and the administration of the company’s affairs. This includes among other things continuous
assessment of the company’s and the group’s financial
situation and ensuring that the company’s organization is
designed so that the accounting, management of assets and
the company’s financial affairs otherwise are controlled in a
reassuring manner.
The Managing Director shall manage the ongoing administration according to the Board of Directors’ guidelines
and instructions and among other matters take measures
that are necessary to fulfill the company’s accounting in
accordance with law and handle the management of assets
in a reassuring manner.
Auditor’s responsibility
Our objective concerning the audit of the administration,
and thereby our opinion about discharge from liability, is to
obtain audit evidence to assess with a reasonable degree of
assurance whether any member of the Board of Directors or
the Managing Director in any material respect:
» has undertaken any action or been guilty of any omission
which can give rise to liability to the company, or
» in any other way has acted in contravention of the Companies Act, the Annual Accounts Act or the Articles of
Association.
Our objective concerning the audit of the proposed
appropriations of the company’s profit or loss, and thereby
our opinion about this, is to assess with reasonable degree
of assurance whether the proposal is in accordance with the
Companies Act.
Reasonable assurance is a high level of assurance, but is
not a guarantee that an audit conducted in accordance with
generally accepted auditing standards in Sweden will always
detect actions or omissions that can give rise to liability to
the company, or that the proposed appropriations of the
company’s profit or loss are not in accordance with the
Companies Act.
As part of an audit in accordance with generally accepted
auditing standards in Sweden, we exercise professional
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judgment and maintain professional scepticism throughout
the audit. The examination of the administration and the
proposed appropriations of the company’s profit or loss
is based primarily on the audit of the accounts. Additional
audit procedures performed are based on our professional
judgment with starting point in risk and materiality. This
means that we focus the examination on such actions,
areas and relationships that are material for the operations
and where deviations and violations would have particular
importance for the company’s situation. We examine and
test decisions undertaken, support for decisions, actions
taken and other circumstances that are relevant to our opinion concerning discharge from liability. As a basis for our
opinion on the Board of Directors’ proposed appropriations
of the company’s profit or loss we examined whether the
proposal is in accordance with the Companies Act.

The auditor’s examination of the corporate governance
statement
The Board of Directors is responsible for that the corporate
governance statement on pages 44–48 has been prepared
in accordance with the Annual Accounts Act.
Our examination of the corporate governance statement
is conducted in accordance with FAR´s auditing standard
RevU 16 The auditor´s examination of the corporate governance statement. This means that our examination of the corporate governance statement is different and substantially
less in scope than an audit conducted in accordance with
International Standards on Auditing and generally accepted
auditing standards in Sweden. We believe that the examination has provided us with sufficient basis for our opinions.
A corporate governance statement has been prepared.
Disclosures in accordance with chapter 6 section 6 the secStockholm den 8 March 2018
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KPMG AB

Duane Swanson
Authorized Public Accountant
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ond paragraph points 2–6 of the Annual Accounts Act and
chapter 7 section 31 the second paragraph the same law
are consistent with the other parts of the annual accounts
and consolidated accounts and are in accordance with the
Annual Accounts Act.
KPMG AB, Box 382, 101 27, Stockholm, was appointed
auditor of Episurf Medical AB (publ) by the general meeting
of the shareholders on the 6 May 2015. KPMG AB or auditors
operating at KPMG AB have been the company’s auditor
since 2015.

Definitions
Financial definitions: Reference is made in the Annual Report
to a number of financial performance measures which are
not defined according to IFRS. These performance measures
provide complementary information and are used to help investors as well as group management analyse the company’s
operations and facilitate an evaluation of the performance.
Since not all companies calculate financial performance
measures in the same manner, these are not always comparable with measures used by other companies. These financial
performance measures should therefore not be regarded as
a replacement for measures as defined according to IFRS.

Average number of shares outstanding: The weighted average
number of shares outstanding before or after dilution.
Debt ratio: Shareholders’ equity divided by total assets at
end of period.
Equity per share: Shareholders’ equity at end of period divided by number of shares outstanding at period end.
Loss per share: Profit for the period attributable to owners
of the parent divided by the average number of shares
outstanding.
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Glossary
Arthritis: see Osteoarthritis.

Focal cartilage defect: A cartilage defect in a well defined area.

Arthroscopy: Inspection of the inside of a joint with the help
of an arthroscope. An instrument is introduced through a
small cut to investigate the inside of the joint and possibly
correct any problems (a type of keyhole surgery).

Femoral condyles: Two bony protuberances on the thighbone
side of the knee joint that articulate with the shinbone. The
name originates from the anatomical terms femur (thighbone) and condyle (articular head).

Cartilage: Shock absorbing and friction reducing tissue. This
tissue that covers the end of bones and allows movement
with low friction.

Gross order intake: Gross order intake represents the aggregated value of Episealer ® orders received and approved by
responsible surgeon during the relevant period.

Cartilage defect of grade III (ICRS scale): Lesion through the
cartilage, exposing the bone.

Hydroxyapatite: A mineral that is the major component of
human bone tissue and the main mineral of dental enamel
and dentin.

Cartilage defect of grade IV (ICRS scale): Defect extending down
to >50% of the cartilage depth.
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CE marking: A CE mark means that the manufacturer or
importer has the formal approvals necessary to market and
sell the product in the European Economic Area.
Clinical results: Outcome from clinical treatment of humans,
where parameters such as efficacy and safety are evaluated.

Invasive treatment alternative: Treatments that require a
surgical procedure.
Microfracturing: A biological surgical technique that can be
used in treatment of focal cartilage defects (not extensive
osteoarthritis) in an attempt to stimulate the growth of new
cartilage.

Debridement: Removal of damaged tissue.

Mosaicplasty: A biological surgical technique for treatment
of cartilage and underlying bone defects where cylindrical bone and cartilage plugs are harvested from less
weight-bearing surfaces of the knee joint and inserted into
the damaged area.

Degenerative origin: Conditions in which the cells, tissues or
organs deteriorate and lose function. In degenerative joint
disease, the deterioration is due to wear, tear or breakdown
of cartilage.

MRI: Magnetic resonance imaging, a medical imaging technique where images acquired using a strong magnetic field
allows the user to get three-dimensional image data of the
patient.

FDA: US Food and Drug Administration.

OA: See osteoarthritis.

Cobalt chrome: A metal alloy mainly consisting of cobalt and
chromium, commonly occurring in metal alloys used in knee
prostheses.

Production: Episurf Medical in collaboration with Addira.
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Order backlog: Order backlog represents all orders that have
been booked but where no revenue has been recognized.
Orthopaedics: The medical specialty that focuses on injuries
and diseases of the body’s musculoskeletal system. This
complex system includes bones, joints, ligaments, tendons,
muscles and nerves.
Osteoarthritis: A type of joint disease that is characterised
by loss of joint function with varying destruction of joint
cartilage and the underlying bone.
Osteochondral defect: Cartilage and underlying bone defect.
Prosthesis: An artificial device that replaces a missing or
injured body part, such as artificial arm or leg. The term
prosthesis is also used for certain of the implants that are
used to repair joints, such as hip and knee prostheses.
Reimbursement: Reimbursement is a word that is used
generally in the healthcare industry to describe the payment
systems that apply to healthcare costs in various countries.
TKA: Total knee arthroplasty, total knee joint replacement,
which is a surgical procedure primarily used to relieve arthritis in which the knee joint is replaced with artificial parts
(prostheses).
Traumatic damage: Damage caused by an outside force, such
as fall injuries.
UKA: Unicompartmental knee arthroplasty, partial knee joint
replacement which is a surgical procedure primarily used to
relieve arthritis in one of the knee compartments. Parts of
the knee joint are replaced with artificial parts (prostheses).

Annual General Meeting
EPISURF MEDICAL AB (PUBL) will hold its Annual General
Meeting on Monday, 9 April 2018, at 10:00 p.m. at Episurf,
Karlavägen 60, 114 49 Stockholm.
Notice of the AGM will be made via the company’s
website www.episurf.com and through an announcement in
the Official Gazette (Post- och Inrikes Tidningar), where the
date and agenda of the AGM are presented. An announcement that notice has been given will be published in Dagens
Industri.
The nominating committee ahead of the AGM consists of
Dennis D. Stripe (Chairman of Episurf Medical AB) Amin Omrani (representing Serendipity Ixora AB) Christian Krüeger

(representing LMK Stiftelsen) Björg Arnardóttir (representing
Kaupthing HF.) The Chairman of the AGM is Amin Omrani.
Participation and registration
Shareholders who wish to participate in the AGM must be
recorded in the share register maintained by Euroclear
Sweden AB by Tuesday, 3 April 2018, and must register to
participate by Tuesday, 3 April 2018.
Registration can be sent by mail to: Episurf Medical AB,
Karlavägen 60, 114 49, Stockholm or on the website www.
episurf.com.

To register, the shareholders must provide their name,
address and telephone number, personal or corporate identification number, registered number of shares and number
of assistants. For shareholders who will be represented by a
proxy, the registration must include a form of proxy and other proof of authorisation. In order to participate in the AGM,
shareholders whose shares are registered in the name of a
trustee through a bank’s notary department or other trustee must request that the shares be temporarily recorded
in their own names in the share register held by Euroclear
by Tuesday, 3 April 2018. The shareholder must notify the
trustee of this in good time prior to this date.
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Financial calendar
Interim report January–March 2018:
Interim report January–June 2018:

IR-contact

27 April 2018
20 July 2018

Interim report January–September 2018:

26 October 2018

Year-end report for 2018:

8 February 2019

Financial reports and issued press releases are available from the date of publication on Episurf Medical’s
website www.episurf.com. Episurf Medical has of environmental and cost reasons chosen not to print the
annual report. A printed version of the annual report will be distributed to shareholders and others who
made such request. The annual report can also be ordered from Episurf Medical on the following address:
Karlavägen 60, SE-114 49, Stockholm, Sweden.

Pål Ryfors
CEO

Phone: +46 (0) 709 623 669
E-mail: pal.ryfors@
episurf.com

Veronica Wallin
CFO

Phone: +46 (0) 700 374 895
E-mail: veronica.wallin@
episurf.com
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Episurf Medical AB (publ) org.nr 556767-0541
Karlavägen 60, 114 49 Stockholm, Sverige
+46 (0) 8 612 00 20
www.episurf.com

