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Summary of the year
Continued global expansion and significantly increasing utilisation in the USA
In 2018, PAXMAN combined the company's strongest expansion to date with an expanded
FDA clearance and significantly increasing enrollment numbers in the USA.

A

fter a 2017 focused on a strong US expansion, 2018 became the year when
PAXMAN combined continued global expansion with positive results. In the
fourth quarter, its entire operating business delivered positive cash flows.

The continuously growing patient utilisation in the USA is a trend
of crucial importance for PAXMAN's financial strength. It takes
several months until a system reaches breakeven, but the
number of active systems in the region is now so large that
their combined cash flows cover all installation costs for
additional systems.
The strong trend in the USA was further supported by
the expanded FDA clearance that PAXMAN received
in June. This increased the number of patients in
the USA who can use the company's scalp cooling
from 250,000 to 1 million per year.
Outside of the USA, PAXMAN successfully
expanded its global presence into new
regions, including Mexico where a license
agreement was signed with the leading
global pharmaceutical company Teva
Pharmaceutical. Teva has ordered 27
systems so far, and the parties are
discussing a potential expansion of the
collaboration to additional countries.
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SUMMARY OF THE YEAR

Selected events in 2018
•

•

•

•

•

In early January, PAXMAN signed the company's
first license agreement, regarding Mexico, with
Teva Pharmaceutical Industries. The agreement
enables the establishment of the PAXMAN Scalp
Cooling System on a completely new market with
over 150,000 new cancer cases annually.
On March 5, PAXMAN reached its initial target of
installing or signing delivery agreements for at
least 250 scalp cooling systems in the USA within
one year after the FDA clearance in April 2017.
On April 5, PAXMAN announced that the company
had applied for market approval (SHONIN) in
Japan. The application is based on a clinical trial
with five leading cancer clinics in the country and
covers all solid tumours, including breast cancer.
On June 7, PAXMAN received an expanded FDA
clearance, making the PAXMAN Scalp Cooling
System approved for use during treatment of
solid tumours. The expanded FDA clearance
substantially increases the number of potential
new cancer patients per year that the system
is cleared for in the USA, from an estimated
250,000 breast cancer patients to over one
million breast cancer and solid tumour cancer
patients.
On July 17 and December 19, PAXMAN received
the company's first two orders from Teva
Pharmaceutical in Mexico. The orders covered
17 and 10 scalp cooling systems, respectively.
The first patient in Mexico was treated in the
beginning of December.

Summary of the year
•

The group’s turnover amounted to 58,023
(31,332) TSEK.

•

The net profit/loss amounted to -7,101 (-6,725) TSEK.

•

Earnings per share amounted to -0.44 (-0.56) SEK.

•

Cash flow from operating activities amounted to
400 (-7,133) TSEK.

•

Total assets amounted to 55,739 TSEK at the end
of the period.

•

Net cash balance amounted to -12,327 (5,596)
TSEK at the end of the period.

•

Equity to assets ratio was 45.6 (71.8) % at the end
of the period.

Sold and installed systems in 2018
•

Sold and installed systems in the USA:
246 systems (119 systems)

•

Sold and installed systems globally:
304 systems (197 systems)
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PAXMAN's strongest year to date
In 2018, PAXMAN consolidated its position as the global market leader in
scalp cooling to prevent chemotherapy-induced hair loss. The company's
results for the full year were the strongest to date in several areas.

2017

2018

Global sales
8.4%

(MSEK)

8.7%

8.7%
North America

7.2%

12.3%

31.5%

6.9%

Europe
South and Central
America

8.2%
45.6%

62.4%

Oceania
Asia

TOTAL:

58.0 MSEK

31.3 MSEK

Number of countries where PAXMAN is established

33

(Total number of countries with sold or installed systems)

28

Sold and installed systems
(Number of systems during each year)

23

26

51
North America

37
119

20

249
55

128

Europe
South and Central
America

158

Oceania
Asia

TOTAL:

6

316 systems

550 systems
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Operating cash flow/EBITDA
(MSEK, Q1-Q4 2018)

Q2 2018

Q1 2018
1,5

1,5

0,5

0,5

-0,5

-0,5

-1,5

-1,5

-2,5

-2,5

Operating cash flow

-3,5

-3,5

EBITDA

Q3 2018

Q4 2018

1,5

1,5

0,5

0,5

-0,5

-0,5

-1,5

-1,5

-2,5

-2,5

-3,5

-3,5

Revenues in the USA
(MSEK, all quarters since the FDA
clearance in Q2 2017)

Q3 2017

Q4 2017

Q1 2018

6

6

6

5

5

5

4

4

4

3

3

3

2

2

2

1

1

1

-

-

-

Q2 2018

Q3 2018

Q4 2018

6

6

6

5

5

5

4

4

4

3

3

3

2

2

2

1

1

1

-

-

-
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PAXMAN’S VISION

80:20/2020
CHASING ZERO HAIR LOSS DURING CHEMOTHERAPY

PAXMAN’s vision:
A world where all chemotherapy patients can avoid hair loss
Since the company was founded, PAXMAN has succeeded in making scalp cooling available to millions
of chemotherapy patients worldwide. At the same time, its long-term vision aims even higher.
PAXMAN's long-term vision, and its efforts to achieve it, is condensed into the slogan "CHASING ZERO
HAIR LOSS". This means aiming for a future where all chemotherapy patients worldwide are offered
scalp cooling, with PAXMAN as the natural choice.
In parallel with this long-term vision, the company is working intensively to
increase the number of patients who can keep most of their hair using scalp
cooling from PAXMAN. The "80:20/2020" vision means that around 80
percent of patients using scalp cooling in 2020 shall be able to keep
most of their hair. In recent years, this number has been around 50
percent on average, with significant variations between different
types of chemotherapy.
A key factor to achieve 80:20/2020 is PAXMAN’s
research and development collaboration with the
University of Huddersfield. The collaboration was
formalised in Q1 2019 into the PAXMAN Scalp
Cooling Research Centre, a multidisciplinary
research group that constitutes the world's first
research and development centre in scalp
cooling. More information on this exciting
collaboration can be found later in this
annual report, starting on page 22.
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PAXMAN’S VISION

50/50

2017

”

T

80/20

2018

2019

2020

2021

he "80:20/2020" vision means that around
80 percent of patients using scalp cooling in
2020 shall be able to keep most of their hair."
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A comment from our
CEO Richard Paxman
In 2018, PAXMAN was able to further consolidate its position as the undisputed global leader on the
fast-growing market for scalp cooling to prevent chemotherapy-induced hair loss. This was done
while reaching profitability in our operating entities, signing a first license agreement, laying the
foundation for the future of scalp cooling and preparing extensive marketing in Japan in 2019.

S

aying 2018 was a fantastic year for PAXMAN
is no overstatement. In the USA alone, we
were able to increase the number of sold and
installed systems by 107 percent to 246 systems.
Outside of the USA we sold or installed 304
systems, an increase of 54 percent compared to
2017. While our expanded FDA clearance in June
was an important catalyst for this trend, we are
mainly starting to see a strong global awakening
when it comes to including scalp cooling in cancer
treatment programs. Our license agreement with
the global leading pharmaceutical company Teva in
Mexico highlights this point, and we are hoping to
extend this successful collaboration going forward.
While strong installment growth sets the stage,
increasing enrollments is key to widespread
medical benefits and strong cashflows that can
support further global expansion. This is especially
true in markets such as the USA, where we cover
the installment costs in exchange for remuneration
per every personal cap and treatment sold. I am
excited to see strong progress also in this regard,
with a sales increase of 69 percent between Q1
and Q4 2018.
Our strong and rising enrollment numbers in the
USA are supported by a now 100 percent organic
installment growth in this region, that enables us
to focus all of our marketing efforts on improving
enrollments. We are now in total control of the
balance between expansion and profitability, with
profitability on Group level fully within our grasp.
To continue to lead the global market expansion,
while also improving the efficacy and patient
experience of our scalp cooling, we are broadening
our presence and investing heavily in world-class
research and development. Japan is one of our
most promising markets in the following years, and
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with our market approval in March 2019 we have
a head start on the second largest market in the
world. We are also planning for a future launch in
China.
On the R&D side, we initiated the world’s first
multidisciplinary scalp cooling research and
development centre with the University of
Huddersfield in February 2019. And in January
2019, we announced a collaboration with National
University Hospital, Singapore for the development
of a cooling and compression device to prevent
chemotherapy-induced nerve damage in hands
and feet (CIPN). We expect to have a prototype
device ready for clinical trials already in Q2 2020.
Looking ahead, PAXMAN is positioned for
continued growth and success. Our strong bet on
the US market is starting to pay off in a big way,
partly through important steps being taken towards
broader insurance coverage. This includes the
NCCN’s inclusion of scalp cooling in its guidelines
for invasive breast cancer treatment, and the
evaluation of a bill in Texas that would make it
mandatory for health care programs to cover scalp
cooling costs.
I am proud to be leading a world-class team that
continues to amaze me with their innovative
thinking and hard work. Together with our valued
partners and shareholders we will continue to
lead the way towards a time when scalp cooling is
available to all chemotherapy patients.

Richard Paxman
CEO PAXMAN AB (publ)
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A COMMENT FROM THE CEO RICHARD PAXMAN

”T

he key to our strong development is hard
work through the entire process from
research and development to production,
installation and service – and always with the
patients’ well-being as our top priority."
Richard Paxman, CEO
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About the company
PAXMAN AB (publ): An international group with its
parent company in Sweden
PAXMAN was founded in the UK in 1996, and of the close to 3,500 systems that have
been installed globally, around 1,500 can be found in the country. The company has
a strong connection to Sweden as the CIMON group, an investment company with
approx. 500 MSEK in annual turnover, became a large owner already in 1999.
During the last decades, PAXMAN has invested
heavily in research and development, and
thereafter also in parallel on a target-focused
global expansion. The company has conducted
several successful clinical studies with leading
clinics and cancer centres all over the world,
including the world’s first randomised multicenter
study with a scalp cooling system. The results
from these studies have formed the basis of

market approvals in Europe, the USA, Japan
and Australia as well as on additional markets in
South America and Asia. PAXMAN was listed on
Nasdaq First North in 2017, and the company’s
long-term goal for the listing is to reach the main
list on Nasdaq Stockholm. A secondary listing in
the USA, or another significant market, can also
become relevant even though no decision in this
direction has been taken.

Market leading and personal scalp cooling
PAXMAN develops and offers the PAXMAN Scalp Cooling System, a market leading scalp
cooling sytem used to minimise hair loss in connection with chemotherapy treatment.
Presently, the system is used at a large number
of cancer centres and hospitals in Europe, Northand South America, Asia and Australia, and more
installs are added continuously. The company
also develops a medical cooling and compression
device to prevent nerve damage in hands and feet
(CIPN) in connection with chemotherapy.
The company was founded as a family business
by Glenn Paxman following his wife Sue Paxman’s
hair loss in connection with chemotherapy
treatment. Glenn realised that there were
shortcomings in the existing methods for scalp
cooling, and developed a liquid-based system
together with his brother.
Today, Glenn and Sue’s son Richard Paxman
is the CEO of PAXMAN, and their daughter
Claire Paxman holds the position as the
company's Director of Strategic Initiatives.
Their understanding of how important it
is for cancer patients to keep their hair,
and thereby a certain amount of control
over their daily lives, is reflected in
all of PAXMAN’s business operations.
The company’s vision is to make the
technology available for all cancer
patients worldwide.
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PAXMAN has a close collaboration with HairToStay,
an organisation that contributes financially to
patients who cannot afford to pay for scalp
cooling themselves. In honour of
Sue Paxman, the parties have
started a separate fund in
her name specifically
aimed at mothers
with very low
income.
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PAXMAN’s history
1996 – 2018
O O2015
O O1996
PAXMAN is founded by Glenn Paxman, and the
first scalp cooling system is launched after many
years of research and development
The company’s first system is installed at
Huddersfield Royal Infirmary

O O1999
Systems are installed in Norway as the first country
outside of Great Britain
CIMON Venture Trust AB based in Karlshamn,
Sweden, invests in PAXMAN

O O2000
The company meets the regulatory guidelines in
Great Britain in compliance with ISO 9001:2008
International launch with installations in Ireland,
Netherlands, Australia, Sweden, Switzerland and
Egypt

O O2003
The first clinical trial is conducted with PAXMAN’s
system

The company initiates clinical studies with
five leading cancer centers in Japan
PAXMAN reaches 2,000 installed systems

O O2016
PAXMAN's randomized multicenter study in
the USA is completed and shows good results

O O2017
The company obtains FDA clearance in the
USA
PAXMAN AB (publ) is listed at Nasdaq First
North
A large number of systems are installed in the
USA with the goal to reach 250 systems in the
country within 12 months following the FDA
clearance. New installs include prominent
cancer centers such as Texas Oncology and
Memorial Sloan Kettering
PAXMAN obtains market approval in Taiwan
The company obtains market approval in
Argentina
PAXMAN applies for an expanded FDA
clearance in the USA that includes all solid
tumors

O O2006
PAXMAN reaches 500 installed systems

O O2012
PAXMAN reaches 1 000 installed systems

O O2013
Richard Paxman is appointed as PAXMAN's CEO

2018
PAXMAN's first license agreement is signed
for Mexico with the large international
pharmaceutical company Teva Pharmaceutical
The milestone of 250 installed systems in
the USA within 12 months of receiving FDA
clearance is achieved
An application for market approval in Japan
covering solid tumours is submitted
The company receives extended FDA
clearance covering solid tumours

O O2014
PAXMAN initiates the world’s first randomized

Two orders for a total of 27 scalp cooling
systems to Mexico are received during the year

multicenter study in the USA
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SCALP COOLING AND THE PAXMAN SCALP COOLING SYSTEM

Scalp cooling and the PAXMAN Scalp
Cooling System
This is how scalp cooling prevents hair loss
Scalp cooling is a simple yet highly effective
method to prevent hair loss in connection with
chemotherapy treatment of solid tumours.
Globally, the number of potential users amounts
to at least 2.8 million annually.
Scalp cooling in connection with chemotherapy
works as follows:

Coolant is pumped through the cooling cap
During each treatment session, the patient puts
on a personal cooling cap which is connected to
the cooling system. The coolant is then pumped
through the cap, cooling the hair follicles.

A smaller amount of cytotoxin reaches the scalp
The cooling causes the blood vessels in the
scalp to contract, which reduces the amount
of cytotoxin that can attack the hair follicles by
about 20-40 percent.

The dividing process of the hair follicles slows
down
At the same time, the cooling slows down the
metabolism and thus also the dividing frequency
of the hair follicles (normally, 90 percent of the
hair follicles are in an active division phase). As
chemotherapy targets cells that divide frequently,
a significant proportion of the attacks are
prevented, and in addition, each attack becomes
less harmful due to the low metabolism.

19 degrees – the temperature that provides
optimal protective effect
Scientists like Gregory et al 1 and Bulow et al 2
have proven that it is optimal to cool the scalp
to below 22 degrees, which equals cooling
of the hair follicles to 19 degrees during the
chemotherapy treatment. PAXMAN's scalp
cooling system is developed to achieve this
optimal cooling level throughout the treatment
session.
1) Gregory RP, Cooke T, Middleton J, Buchanan RB, Williams
CJ (1982) Prevention of doxorubicin-induced alopecia by scalp
hypothermia; relation to degree of cooling. British Medical
Journal 284, 1674.
2) Bulow J, Friberg L, Gaardsting O, Hansen M. Frontal
subcutaneous blood flow, and epi and subcutaneous
temperatures during scalp cooling in normal man. Scand J Clin
Lam Invest 1985, 45, 505-508.
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SCALP COOLING AND THE PAXMAN SCALP COOLING SYSTEM

The PAXMAN
Scalp Cooling System
PAXMAN’s most effective and personal scalp
cooling to date
PAXMAN’s scalp cooling system has been developed continuously for
decades. It is a modern medical technology device that is approved for
use in Europe, the USA, Japan and Australia, as well as in several additional
regional markets in North and South America as well as in Asia.
Since 2011, a major part of the company’s research and development is
conducted in collaboration with the University of Huddersfield in the UK.
This collaboration has made it possible to combine PAXMAN’s experience
innovativeness with leading research on how hair follicles are affected by
chemotherapy and scalp cooling.
The current generation of the PAXMAN Scalp Cooling System is based
on this solid research and development collaboration. It offers more
powerful and efficient cooling than before, and it is manufactured in
versions for one or two simultaneous users. A further improvement is the
use of personal cooling caps made in silicon. They are available in several
different sizes so that all patients can be offered an optimal fit and delivery
of the coolant to the hair follicles.
The system has shown excellent clinical results,
and PAXMAN's strong global expansion
rate in recent years shows that there is a
high demand from cancer centres and
hospitals worldwide.
In addition to providing PAXMAN’s
best scalp cooling ever, the cooling
system and the personal cooling caps
are highly appreciated by patients and
healthcare providers. The personal
cooling caps ensure a high level of
comfort for patients, as they can
practice to put it on at home, while
also facilitating an efficient way
to maintain good hygiene. This is
something that has been appreciated
by many patients in the USA, making it
an important competitive advantage.
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Towards becoming
a standard treatment in the USA
Established leader on the world’s largest single market
PAXMAN has been growing rapidly in the USA since the FDA clearance in April 2017, and with an even
higher expansion rate since the clearance was expanded to include solid tumours in June 2018. So far,
over 400 systems have been installed at 215 clinics, including clinics belonging to all of the five highest
ranked cancer centres in the prominent US News & World Report’s annual evaluation. The list includes
renowned centres such as MD Anderson Cancer Center and Memorial Sloan Kettering Cancer Center.

In 2017 and the first half of 2018, PAXMAN
conducted a focused marketing campaign aimed
at cancer centres in the USA to increase the
knowledge of scalp cooling and its benefits. The
campaign was so successful that the company
has been able to sustain a completely organic
growth in the country since then. The marketing
budget is now entirely focused on raising the
awareness and knowledge among patient
organizations and patients, in order to increase
the utilisation of already installed systems.

The company’s own organization
a key to success
PAXMAN is responsible for the entire installation
and delivery chain in the USA, as well as the
distribution of cooling caps and continuous
support. This requires an efficient and reliable
organisation, and to achieve this the PAXMAN
Hub service centre was created as the very core
of the company’s operations in the USA.
From the PAXMAN Hub, everything from
installation and training to ongoing service and
consultation is coordinated. Enrolled healthcare
providers or patients can contact the centre
with questions or to make requests for further
improvements. In addition to this, the service
centre offers updated information on the
possibility to receive reimbursement from public
or private healthcare entitites.
Knowing that PAXMAN will contribute to the best
care possible, including smooth integration of
scalp cooling into the overall treatment process,
is a source of comfort for physicians, nurses and
administrative staff.
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scalp cooling when they started their treatment.
To further optimise the integration process,
PAXMAN is conducting a survey together with
external consultants. It will be compiled into a
report with suggested improvements in H1 2019.
The implementation of these optimisations is
expected to generate a faster activation of new
systems, both in the USA and globally, as of H2
2019.

General reimbursement: a “when”
rather than “if” question after the
inclusion in NCCN's guidelines
NCCN, an alliance of 28 leading cancer centres
in patient care, research and education in the
USA, decided to include scalp cooling as a
recommended class 2A treatment in its breast
cancer guidelines in March, 2019. Since both
public and private healthcare providers in the USA
base their decisions on NCCN's guidelines when
deciding on reimbursement, this encouraging
decision represents a major step forward towards
general reimbursements for scalp cooling in the
USA.
PAXMAN is working intensively with healthcare
providers and decisionmakers, including relevant
authorities, to create understanding and a
positive opinion for a cancer care in the USA
where all insured chemotherapy patients receive
reimbursement for their scalp cooling costs.

Focus on faster activation of
new systems

In addition to the inclusion in NCCN's guidelines,
the rapidly increasing usage of scalp cooling in
the USA is of crucial importance to achieve this
important interim goal. Among other things, the
AMA (American Medical Association) forms its
decisions on introducing specific CPT codes, that
facilitate an easier reimbursement process for
patients, on how common a treatment is.

It usually takes a couple of months until a
new installation is fully activated, i.e. when
the utilisation rate has reached the expected
average level. This is partly due to the fact
that many clinicians want to start with a small
number of patients, and that patients receiving
ongoing treatment were not informed about

Considering the strong positive trend in the USA,
PAXMAN expects scalp cooling to be covered by
general reimbursement within two to three years.
This is expected to generate a strong increase
in demand from both healthcare providers and
patients.

ANNUAL REPORT PAXMAN AB (PUBL) JANUARY - DECEMBER 2018
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”

P

AXMAN delivers scalp cooling to several
internationally renowned healthcare providers,
including MD Anderson Cancer Center.”
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Global expansion creates value and
recurring revenues
Regional business models provide stable cash flows
In recent years, PAXMAN has developed its offerering into a modern
product and service concept that generates recurring revenue.

PAXMAN's prioritised business model, that is
being used in the USA, means that the company
covers the installation costs in exchange for
compensation for each treatment and personal
cooling cap that is sold. This will create a strong
recurring cash flow over time. In Mexico, a
similar model is used where the counterpart is
the license partner Teva Pharmaceuticals, and
in Europe the ambition is to implement the new

USA: PAXMAN covers installation
costs and receives compensation
for each treatment and personal
cooling cap sold.

Mexico: Business model
similiar to the one used in
the USA, with the distributor
Teva as counterpart.

18

model gradually as old systems are replaced.
On average, this is done after 8-10 years of use.
In Japan, which is expected to become one of
PAXMAN's largest markets in the coming years,
the company sells scalp cooling systems to
the distributor CMI. Additionally, the company
receives compensation for each cooling cap that
is sold.

Europe: Sales of systems, while
also phasing in the USA model
when installed systems are
upgraded.

Japan: Sales of systems to
the distributor CMI, with
additional compensation
for each semi-personal
cooling cap sold.

Australia: Sales of systems,
while also phasing in the USA
model when installed systems
are upgraded.
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Progress in Japan and expanded license agreements can increase
PAXMAN's expansion rate
PAXMAN has strong potential to further accelerate its already impressive global growth rate in
the next two to three years. Three factors are deemed particularly important to achieve this.

Market breakthrough in Asia:
established PAXMAN in Mexico in 2018. The
parties are now discussing a potential expansion
of the collaboration to additional emerging
markets.

Since March 2019, PAXMAN is the only supplier to
offer a market-approved scalp cooling system in
Japan, the world's second largest single market
for medical products. The company's business
model enables a rapid expansion rate without
the need for additional capital, and extensive
marketing activities are planned for 2019. After
the launch in Japan, additional Asian markets
including China await.

Broad patient reimbursement in the USA:
If public and private healthcare providers decide
to introduce reimbursements for scalp cooling on
a large scale, which PAXMAN considers as likely
to happen within two to three years, the already
rapid expansion rate in the USA may accelerate
further.

Expanded license agreements:
PAXMAN's license partner, Teva Pharmaceutical,
is one of the world's largest pharmaceutical
companies, and they have successfully

Expanded license
agreements

General
reimbursement in
the USA

1

Japan/Asia

2
3

”

T

he company's business model enables a rapid
expansion rate in Japan without the need for
additional capital, and extensive marketing
activities are planned for 2019.
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Teva Mexico expands its offering
with scalp cooling from PAXMAN
Guillermo Ibarra is the General Manager of PAXMAN's
license partner Teva Pharmaceuticals Mexico. He is
certain that scalp cooling has great potential as a way to
expand the supportive care offered to cancer patients.

What is your general view on the
collaboration with PAXMAN so far?
“Our interactions and communication with
PAXMAN have been without issues, with
the PAXMAN representatives working as a
unified team. The launch preparations were
completed as appropriate, which allowed a
flawless launch of the system.“
Have you been able to include the PAXMAN
Scalp Cooling System into Teva’s overall
oncology portfolio in a satisfying way?
“PAXMAN’s system is the first innovative
medical device to be added to Teva’s
oncology portfolio. It is a great acquaintance
as the Supportive care strategy for the
oncology area is to strengthen the therapy
options for cancer patients.”
“The launch was held in November 2018
at the National Congress of the Mexican
Society of Oncologist, the most important
forum for oncologists in our country. The
system has received strong interest from the
medical community as an innovative way to
treat patients.”
Can you tell us about the response
from Mexican cancer centres and
patients who have used the system?
“The response from hospitals and
infusion centers has been very positive,
as they see it as a way to offer an integral
cancer treatment that goes beyond just
chemotherapy.
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The system is now becoming fundamental
for patient care at the clinics, as it is both
innovative and accessible.”
“The cancer patients are showing interest
as hair loss marks a stereotype that they
want to avoid. Not losing their hair has had
a positive impact on their mood, behavior,
social impact and self-esteem.”
What is your overall plan for the PAXMAN
system in Mexico in 2019-2020?
“We expect to continue with an aggressive
opening strategy for the rest of 2019, with
one new system per month on average.
Starting in 2020, the opening strategy will
be reduced with increased focus on services
applied and number of patients receiving
treatment.”
Going forward, which markets do you
think could be interesting to add in Teva’s
licensing agreement with PAXMAN?
“We believe that other Latin American
countries are potential markets for the
PAXMAN system.”
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PAXMAN’s Japanese distributor
CMI has great expectations
Kenji Totani, the Manager of Century Medical (CMI), is noticing a
strong interest in scalp cooling from Japanese cancer centres.

Can you briefly describe Century Medical,
Inc. (CMI) and your main business areas?
“CMI was established in 1974 as a Japanese
importer and distributor of medical devices
with an exclusive focus on Japan. Our
main business areas are cardiovascular,
endovascular, neurovascular, colonoscopy/
GI endoscopy, anesthesiology and breast
surgery.”
How large is the chemotherapy market
in Japan, and which segment will you
focus on for the PAXMAN system?
“There are around 8,400 private and
public hospitals in Japan, of which 2,400
hospitals/clinics have chemotherapy
facilities. There is basically no difference in
therapy, care or service between public and
private hospitals that are covered by the
Japanese national health insurance system.”
“Among these 2,400 hospitals/clinics,
there are 440 Designated Cancer Hospitals
which are certified by the MHLW (Ministry
of Health, Labor and Welfare) as regional
cancer centers. Among these 440 hospitals,
we are initially targeting 173 hospitals
which have doctors that are certified by the
Japanese Breast Cancer Society.”
How did you become the distributor of
PAXMAN’s scalp cooling system in Japan?
“When we first learned of PAXMAN in 2009,
we thought that the market would grow,
and that the device would attract interest
from breast surgeons that we already had a
relationship with. After interviewing these
doctors, and visiting PAXMAN’s facilities, we
were convinced.”
What is your general opinion of the
system and PAXMAN so far?
“The system is a clinically proven device,
and it will surely reduce some of the side
effects of chemotherapy treatment for cancer
patients. We particularly appreciate PAXMAN’s
cooperation in answering a lot of questions
from the PMDA in a timely manner.”

Do you receive interest
from cancer centers wanting
to start using the system based on the
successful Japanese multi-center study?
“As the study results are not published,
most doctors and nurses do not know the
outcome yet. There are however a lot of
hospitals that would like to start using the
system immediately.
“There is a lot of interest from these
hospitals on potential reimbursement
for scalp cooling, as it will have some
impact on their decision to adopt the
treatment. We have had several meetings
with the MHLW to promote an acceptable
reimbursement level.”
How important is the recently received market
approval (Shonin) for PAXMAN’s system?
“The Shonin approval for PAXMAN is a very
important milestone in terms of spreading
the scalp cooling procedure in Japan.
Although competitors are following us, the
PAXMAN Scalp Cooling System is the first
approved device with a domestic clinical
study, making it the gold standard for scalp
cooling systems to prevent chemotherapyinduced hair loss.“
What is your forecast for installs
of the PAXMAN system in Japan
over the next three years?
“The MHLW has not decided on any
reimbursement level for scalp cooling yet,
and as stated before this will have some
effect on demand. Based on what we know
today, our current forecast is 170-200
installed units during the first three years
following the Shonin approval.”
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Research
and Development
PAXMAN is committed to an ambitious research and development program, allowing the
company to continuously refine the efficacy and user-friendliness of its scalp cooling
system. Since the beginning of 2019, a portable compression and cooling product is also
under development. This product is aimed at preventing chemotherapy-induced peripheral
neuropathy (CIPN), a related indication causing chronic nerve damages in hands and feet.

PAXMAN Scalp Cooling Research Centre – the world's first multidisciplinary
research centre focused on scalp cooling
A significant share of PAXMAN's research
and development program is conducted in
collaboration with a multidisciplinary research
team at the University of Huddersfield. The
research team has expert knowledge in relevant
areas, including biological and chemical research
on hair follicles and product development.
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In February 2019, the collaboration was
formalised into the PAXMAN Scalp Cooling
Centre, the world's first multidisciplinary research
centre focused on scalp cooling. During the
first five years, the parties will invest a total of
12 MSEK in liquid funds, personnel, and other
resources in the centre. PAXMAN's investment
during the first year is covered by a partly EUfunded grant of 1.2 MSEK.
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Initially, the research team focuses
on three key projects:
O OBiological research with human
hair follicles cultivated in a
laboratory environment
By studying human hair follicles under various
conditions, researchers can gain significant
in-depth knowledge on how their different
biological and chemical processes are affected
by chemotherapy as well as scalp cooling. This
research is used to optimise existing and future
generations of PAXMAN’s scalp cooling system.

O ODevelopment of a topically
applied product that enhances
the effect of scalp cooling
The research team has already proven that
the lotion-like product can contribute to a
significantly enhanced effect in initial in vitro
tests. As the product is applied directly to the
patient's head, it can be used with the current
generation of PAXMAN's scalp cooling system.
This is expected to reduce the time to a
potential market launch considerably.

O ODevelopment of an
ecosystem for 3D-printed
individual cooling caps
Initiating large-scale production of individually
designed cooling caps is promising as this
could increase the efficacy of PAXMAN's scalp
cooling system in variants that are currently
using personal cooling caps (including all
systems in the USA). The individual cooling
caps are planned to be manufactured in
recyclable materials to make the system as
environmentally friendly as possible.
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Interview with researcher at PAXMAN Scalp Cooling Centre
Nikolaos Georgopoulos’ research is focused on the
biological processes in hair follicles, and he expects this
knowledge to improve the efficacy of scalp cooling.
What specific biological hair follicle research
are you currently conducting to further reduce
hair loss in connection with chemotherapy?
“Our initial focus is to understand the degree
to which we can prevent the damage occurring
in the hair bulb in response to chemotherapy.
Primarily, we will investigate how to prevent the
loss of cell growth (‘proliferation’) from occurring
and more importantly how to also prevent the
activation of programmed cell death (‘apoptosis’)
that occurs following chemotherapy.”
“The combination of these two biological
processes represents how, at the molecular level,
the human hair follicles are forced to ‘shutdown’, thus resulting in hair loss. Our primary aim
is to examine these parameters in the presence
or absence of cooling, to mimic the treatment
patients receive in the clinic. It is our focus on
these two specific biological processes that has
allowed us to conceptualise the combination of
cooling and a topical agent to enhance the effect
of scalp cooling.”
How does this topical agent work
to protect the hair follicles?
“The topical agent has the ability to reduce
or minimise the oxidative stress that occurs
during chemotherapy treatment and could
further reduce the damage suffered by the
hair follicle. Interestingly, although on its own
it provides some protection, our biological
evidence suggests that the agent works far better
in synergy with cooling, thus enhancing the
protective effect of cooling.”
What are the next steps for this project?
“The initial challenge will be to demonstrate
robust protection of human hair follicles to a
range of chemotherapy agents that enhances the
impact of cooling. Transplanting these findings
from the cell-based models into the hair follicle
culture system is key to this.”
“When increased efficacy is demonstrated, we need
to produce the appropriate formulation for topical
application that we can be certain delivers the right
concentration of the agent to the hair bulb,

24

deeper within
the scalp skin.
For this we
are aiming
to engage
with external,
established
partners with
the appropriate
technologies and/or
expertise
available in this area.”
Will the topical agent require a new
generation of the scalp cooling system?
“Our aim has been to conceptualise a
methodology that will enhance the efficacy of
the scalp cooling system without any necessary
changes to the units or hardware modifications.”
How long do you think it will be until the
topical agent can be used on patients?
“A realistic timeframe, should lab-based
experiments prove the benefits of this agent,
would be 3-5 years before the topical agent is
ready to be trialed in patient populations.”
You are also developing an ecosystem for individual,
3D-printed caps. How will they be able to improve
the efficacy of the scalp cooling system?
“Individual 3D printed caps have the potential
to produce a better fit for each and every
patient, thus ensuring that the required optimal
temperature (as determined by biological
experiments) is achieved on the scalp.”
Will the resources at the centre allow you
to also evaluate how scalp cooling works
with new chemotherapy substances?
“Yes, the centre will allow PAXMAN to respond
to novel market areas in addition to the most
commonly used chemotherapy substances. This
includes investigating the recently reported
incidence of chemotherapy-induced hair loss by
novel chemotherapy-based therapeutics, such as
antibody-drug conjugates.”
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Development of a new cooling and compression device to prevent
chemotherapy-induced nerve damage
PAXMAN is well aware of the fact that chemotherapy can cause other serious side effects in addition to hair loss,
including nerve damages in hands and feet. Chemotherapy-induced peripheral neuropathy (CIPN) can cause several
different symptoms from tingling and sensory impairment to severe pain and temperature sensitivity.

Collaboration agreement with National
University Hospital, Singapore
In January 2019, PAXMAN announced that the
company had signed a research collaboration
agreement with the National University Hospital
in Singapore for the development of a portable
cooling and compression system to prevent CIPN.
The parties are aiming to have a prototype ready
for clinical studies in the second quarter of 2020.
The research team at the National University
Hospital in Singapore is led by Dr. Raghav Sundar.
His team has examined the possibility of using
cooling and compression to prevent CIPN for
some time. Dr. Sundar sees PAXMAN as an
ideal partner to take the product to market and
distribute it to healthcare providers worldwide.
PAXMAN has exlcusive right to
commercialise the technology
Any patents and additional intellectual properties
conceived as a result of the partnership will be
jointly owned by the two parties, while PAXMAN
receives exclusive rights to commercialise and
sell market-approved products.
The conceptual sketches show how cooling and
compression can be used to reduce the amount
of cytotoxin that reaches hands and feet, as well
as minimising its harmful effects by slowing down
the metabolic activity in the nerve cells.
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Interview with Raghav Sundar, physician at
National University Hospital, Singapore (NUH)
How important is it to prevent chemotherapyinduced peripheral neuropathy (CIPN)?
“CIPN, characterised by damage to the nerves, is
a major disabling side effect of several commonly
used chemotherapy agents. As an example, the
chemotherapy paclitaxel induces CIPN in twothirds of the patients treated, with up to a third
suffering from severe symptoms.
“There is no cure for CIPN, while the market for
pharmaceuticals relieving neuropathy-related
symptoms is worth approximately USD 1 billion
per year globally. This is an area of urgent unmet
need and potential exponential growth.”
Can you describe how far you have come
in your research at NUH to prevent CIPN
using a cooling/pressure device?
“Based on the success of scalp cooling to prevent
hair loss, there has been lot of scientific interest
in using cooling to prevent CIPN. Considering
the poor patient tolerability of frozen gloves, it
was clear to us that using a medical device with
thermoregulation was crucial.”
“To be able to perform clinical studies with
patients, we have completed three safety and
tolerability studies. During the first two studies,
we discovered that using cryocompression
(cooling and pressure) improved tolerability and
efficiency compared to just cooling. In our third
study, we combined cryocompression with scalp
cooling to demonstrate that both modalities of
cooling were safe to administer simultaneously
on patients.”
What are the similarities/differences in using
a cooling device to treat hair loss/CIPN?
“There are several similarities and a few key differences.
Similarities: mechanism of cooling (using
continuous flow coolant), duration of cooling
(pre-administration of chemotherapy cycles),
patient population and potential regulatory
approval route and reimbursement mechanisms.
Differences: A) CIPN involves treatment of doselimiting toxicity (side-effect) which may have
therapeutic impact. B) CIPN treatment covers
a much larger surface area, so tolerability and
depth of cooling becomes much more important.
C) This creates the need to use inter-patient and
intra-patient thermoregulation for a CIPN device.”
How was your collaboration project
with PAXMAN initiated?
“PAXMAN is the world-wide leader in scalp
cooling and naturally an obvious industry partner
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for our project given the many similarities
between scalp cooling and limb cryocompression
stated above.”
“I was training in clinical trial design at the Royal
Marsden Hospital, London in the UK in 2016 and
took the opportunity to meet with CEO Richard
Paxman for lunch one day to discuss our project
and a potential collaboration. Richard was
immediately intrigued by our data, and over the
past three years we have developed strong and
close links between PAXMAN and NUH.”
Do you have the required scientific
knowledge to create a prototype device?
“Largely speaking, we have conducted sufficient
research and have the knowledge to complete
the prototype device. The specifications are ready
with respect to the level of cooling and pressure
required to be delivered. PAXMAN has been
working on the device design, and the aim is to
produce a prototype device by the end of 2019
and have it ready for clinical trials in Q2 2020.”
What are the main challenges left to overcome
before having the prototype ready for clinical trials?
“The main current challenge is to acquire funding
to scale up the prototype into multiple devices in
order to be able to conduct a large-scale clinical
trial. In order to address this, we are planning to
apply for grants in both Singapore and Europe to
support the clinical development.”
Is it challenging to decide what areas of the
body to cover with the pressure/cooling?
“As the nerves start in the spinal cord, and then
enter into the arms and legs through to the toes
and fingers, it would be essential to covers these
areas to achieve ‘maximal limb’ hypothermia.
Pragmatically, we are aiming to cool as much of
the limbs (arms/legs/fingers/toes) as physically
possible right from the beginning, while trying to
avoid a drop in core-body temperature.”

ANNUAL REPORT PAXMAN AB (PUBL) JANUARY - DECEMBER 2018

RESEARCH AND DEVELOPMENT

Clinical studies and collaborations

PAXMAN’s scalp cooling is continuously evaluated with different types
of chemotherapy treatments and patient groups in order to gain
further knowledge and improve the treatment effect.
Multicenter study in Japan
In Japan, a study was conducted at five leading cancer
centres. It was succesfully completed in December
2018. The results of the study formed the basis of the
application for market approval in Japan, which was
granted in March 2019.

Study with Asian
patients in Singapore
PAXMAN and National
University Cancer
Institute of Singapore
have conducted a sixmonth study to evaluate
the safety and efficacy
in connection with
treatment of breast and
uterus cancer in an Asian
patient population. The
study was completed by the
end of 2018, and the results are
expected to be published in the
first half of 2019. If the results are
positive, the intention is to broaden the
study to include additional solid tumours.

Study with curly haired patients in
South Africa
In South Africa, Groote Schuur hospital in Cape
Town and PAXMAN are investigating whether
difference in hair texture affects the efficacy of
scalp cooling in connection with treatment of
breast cancer. The study includes a curly-haired
patient group and a control group with straighthaired patients.

The results are important for PAXMAN as they
can contribute to increased knowledge on the
generalisability of the method between different
patient groups. The study was completed by the
end of 2018, and the results are expected to be
published in the first half of 2019.

Indian trial with double
chemotherapy
treatments
In India, PAXMAN and
Tata Memorial Centre are
conducting a clinical study
to evaluate PAXMAN’s
scalp cooling system in
connection with treatment
of breast cancer using
two chemotherapy types:
anthracyclines and taxanes.
The study is the first of its kind in
India, and the first study ever where
all of the patients are treated with
both chemotherapy types. The study was
completed by the end of 2018, and the results are
expected to be published in the first half of 2019.

German studies on patients with
cervical and breast cancer
Two studies evaluating PAXMAN’s scalp cooling
in connection with chemotherapy treatment of
ovarian cancer and breast cancer are conducted
at two cancer centres in Munich and Bonn in
Germany. The studies will include over 200
patients and evaluate the efficacy, patient
satisfaction and potential side effects of the scalp
cooling. The studies were completed by the
end of 2018, and the results are expected to be
published in the first half of 2019.
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Continued focus on scientific conferences
Attending research conferences and industry
events is one of PAXMAN's most important
strategies for raising knowledge of scalp cooling,
and to create credibility and enthusiasm for the
company's activities among leading researchers
and clinicians.
In 2018, PAXMAN participated at the Miami Breast
Cancer Conference, the European Breast Cancer
Conference, the European oncology conference
ESMO with 27,000 participants, MASCC, an
international cancer conference with a growing
commitment in cytostatic-related hair loss and

US-based ASCO, the world's largest oncology
conference that gathers 40,000 participants and
visitors each year.
The schedule for 2019 is already fully booked and
includes Arab Health in Dubai, the Miami Breast
Cancer Conference, the European Oncology
Convention, ESMO, MASCC and ASCO. PAXMAN
will also attend several additional events of
different sizes during 2019 in, for example, the
USA, Spain and the UK.

CHILL: global initiative for optimal treatment
PAXMAN is a co-founder of the global organiation and initiative CHILL (Cancer-related Hair Loss,
International Leadership and Linkage). CHILL collects patient data from a large number of scalp cooling
treatments all around the world to create a database that can be used to make optimal treatment
decisions in different situations.
Leading clinics from the Netherlands, Great Britain, Australia and the USA are represented in CHILL’s board
of directors.
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Market and sales
Scalp cooling to prevent hair loss – a global growth market
This clearly shows that only a fraction of all the
patients who could benefit from scalp cooling has
access to the technology at present.

PAXMAN develops and offers complete scalp
cooling solutions that are used to prevent
chemotherapy-induced hair loss. In addition, a
medical cooling device is developed to prevent
chemotherapy-induced nerve damage in hands and
feet (CIPN). As cancer affects people in all countries
and continents, the market for scalp cooling is truly
global, and currently PAXMAN has customers in
Europe, North, Central and South America, Asia
and Australia.

The USA is the world’s largest health care market,
and approximately 1.7 million of its citizens are
diagnosed with cancer each year according to the
American Cancer Society. About 250,000 of these
are invasive breast cancer cases, of which a majority
is treated with chemotherapy. Consequently, USA is
one of PAXMAN’s most important individual markets.
In Japan, where PAXMAN received market approval
in March 2019, about 1 million new cancer cases are
discovered each year. Japan is expected to become
one of the company's most important markets in
2019 and thereafter.

According to the World Cancer Report,
approximately 14 million new cancer cases were
discovered in 2014, and 8 million people died
because of the disease. That makes cancer the
most common cause of death after heart and lung
diseases. The market for cancer drugs is the world’s
largest pharmaceutical drug market, with a turnover of
about 81 billion USD in 2014 according to Global Data.

Competitors
Scalp cooling with the use of gel caps is a method
that has been around for a long time, and there are
several established gel cap companies of which
Penguin Cold Caps and Elastoge are among the
most prominent. However, gel caps require careful
and correct handling to work optimally, and they
lack approval from important government bodies
such as the FDA in the USA. Consequently, PAXMAN
does not expect any meaningful competition from
companies using this method.

Chemotherapy is a common treatment for solid
cancer tumors, not least when the cancer has
spread throughout the body. The company
estimates that around six million patients undergo
chemotherapy treatment each year, which is about
40 percent of all cancer patients.
A majority of the patients who undergo
chemotherapy are affected by hair loss, and it is
also one of the side effects that most patients worry
about. That makes the issue doubly important
for health care providers. PAXMAN estimates that
approximately four million cancer patients could be
eligible for scalp cooling treatment to reduce hair
loss each year.

In the liquid-based scalp cooling sector, Nasdaq
First North-listed Dignitana is the most prominent
competitor. The company has had some success
both globally and in the USA after receiving FDA
clearance in December 2015, and has sold hundreds
of systems in total. However, PAXMAN has sold
considerably more systems than Dignitana in the
USA and several times more systems globally.
Dignitana also lacks market approval in Japan,
which gives PAXMAN an advantage of an estimated
1-2 years in the world's second largest market for
medical technology products.

As the knowledge on the benefits of scalp cooling
increases, and consequently the demand from
both health care providers and patients, the market
for scalp cooling is growing at a strong rate. The
company estimates that around 4,500 scalp cooling
systems have been installed globally by the end of
2018, of which PAXMAN has installed around 3,500.
Number of delivered systems per country

The US market
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Chemotherapy-induced nerve damage in hands and feet – a global and undertreated health problem
Many people know that chemotherapy treatment
can cause hair loss, but nerve damage in hands
and feet (chemotherapy-induced peripheral
neuropathy, CIPN) is also a severe and common
side effect. In early 2019, PAXMAN started
a collaboration with the National University
Hospital in Singapore with the aim of developing
a portable compression and cooling device to
prevent CIPN.
According to Dr. Raghav Sundar at the National
University Hospital in Singapore, around 30 to
40 percent of all patients who are treated with
neurotoxic chemotherapy are affected by CIPN.
The condition is thought to be underdiagnosed,
partly because many patients are not aware of
this side effect.
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There is currently no cure for CIPN, while the
market for pharmaceuticals relieving neuropathyrelated symptoms has an estimated value of
approximately 9 billion SEK (1 billion USD).
Competitors
To date, there is no market-approved cooling
product to prevent CIPN. However, other
companies are conducting research and
development in this field of which the Swedish
company Braincool, listed on Nasdaq First
North, is considered the most important
competitor. PAXMAN believes that the company's
collaboration with world-leading researchers at
NUH, a well-developed global customer base
and a complete focus on oncology-related
applications provide significant advantages over
this competitor.
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Targets and outlook
PAXMAN’s long-term goal is for all chemotherapy
patients around the world to be able to choose
to use scalp cooling, and that the PAXMAN Scalp
Cooling System should be the obvious first
choice. In 2018, the company consolidated its
position as a global market leader with installed
systems in Europe, North, Central and South
America, Asia, and Australia.

PAXMAN received market approval for use during
treatment of solid tumours including breast
cancer in March 2019, and extensive marketing
activities are planned for 2019 together with
the distributor CMI. After Japan, PAXMAN aims
to establish the company also on the very large
Chinese market.

In addition to the USA, Japan is expected to
become one of the most interesting markets
for PAXMAN over the next two-three years. The
country is the second largest single market for
medical technology products, and a leading
oncology market in Asia with about one million
new cancer cases per year.

To further increase its growth rate, PAXMAN
signed the company’s first licensing agreement
with the large pharmaceutical company Teva
Pharmaceutical for the Mexican market in Q1
2018. The agreement generated orders for 27
systems in 2018, and the parties are discussing
a potential expansion of the collaboration to
additional similar markets.

Specific goals for 2018 and 2019
PAXMAN exceeded the company's specific goal of
50 MSEK in revenue in 2018 by reaching revenues
of 58 MSEK in total. In 2019, PAXMAN aims to
maintain a strong expansion rate in the USA and
globally. The company will also continue the
transition from selling equipment to clinics to
the new business model that generates payments
from the patient for each sold cooling cap and
treatment. This business model, or modified
versions of it as the one used in Japan, will be
implemented on international markets when
possible.

”

A

At the same time, a continued patient enrolment
growth is expected for both existing and new
systems, which will generate a substantial cash
flow. PAXMAN has the financial strength required
to achieve a positive cash flow without additional
capital injections, including a financial buffer
of 25 MSEK. However, the company does not
exclude the possibility to act opportunistic in an
effort to raise its growth rate if opportunities arise
with the potential to create substantial value for
the company’s shareholders.

continued patient enrolment growth is
expected for both existing and new systems,
which will generate a substantial cash flow."
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Systems installed in 2017
The systems are installed on-site following a signed delivery- and rental agreement (in the USA
and in Mexico) or after being sold to the customer (rest of the world).

1

246

1

9 38 27
10 4
1
11 3
1
10
3

4
2

1

10
1

1
3

5 1
4

1
9

18

23
2

316

Argentina

2

Australia

23

India

3

Russia

4

Ireland

9

Spain

3

Italy

10

Sweden

1

18

Japan

10

Switzerland

3

Cyprus

1

Kuwait

1

Taiwan

1

France

11

Lebanon

1

Thailand

4

Germany

10

Lithuania

2

USA

Great Britain

38

Netherlands

Austria

3

Brazil

Hong kong

5

Poland

4

Hungary

1

Portugal

1

* US systems installed on a pay-per-patient basis.
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Total
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1
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Systems installed in 2018
The systems are installed on-site following a signed delivery- and rental agreement (in the USA
and in Mexico) or after being sold to the customer (rest of the world).

1
2 43 25 14 8
2 1
9 3

3

7

246

2

29 3 1
5

1
1

18

17
3
5

1

6

1
2
2

9

28

37
9

550

Argentina

9

Australia

37

Austria
Brazil

2
28

Greece

3

Singapore

2

India

1

Slovakia

1

Ireland

2

Spain

7

Italy

29

Switzerland

3

Bulgaria

1

Japan

17

Taiwan

6

Canada

3

Jordan

1

Turkey

5

Cayman Islands

1

Kuwait

3

United Arab Emirates

5

Finland

1

Lithuania

2

USA

France

9

Malaysia

9

Vietnam

Georgia

1

Mexico

18

Germany

14

Netherlands

25

Great Britain

43

Poland

14

Total

246
2

550
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Significant events
after the end of the year (up until April 17, 2019)
In January, PAXMAN announced a strategically
important research collaboration agreement
with National University Hospital, Singapore
for the development of a portable cooling and
compression device to prevent chemotherapyinduced peripheral neuropathy, CIPN (nerve
damage in hands and feet). The goal is to have a
prototype ready for clinical studies in Q2 2020.
Approximately 30 to 40 percent of all patients
receiving neuro-toxic chemotherapy suffer from
CIPN, with symptoms ranging from tingling
and numbness to severe pain and sensitivity to
temperature. There is no cure for CIPN, while the
market for pharmaceuticals relieving neuropathyrelated symptoms is worth approximately 9 billion
SEK (1 billion USD).
In mid-February, PAXMAN announced another
important research and development agreement,
this time with the University of Huddersfield. The
agreement covers the world’s first research centre
focused on scalp cooling – PAXMAN Scalp Cooling
Research Centre. The centre will initially focus
its research on cultivated human hair follicles,
innovative scalp cooling related treatments
and individual cooling caps produced using
3D-scanning and 3D-printing.
In February, PAXMAN expanded its credit line with
10 MSEK to a total of 25 MSEK. The credit line is
used exclusively for continued investments in fixed
assets in the USA.
In mid-March, PAXMAN announced that NCCN
(the National Comprehensive Cancer Network) had
updated its Clinical Practice Guidelines to include
scalp cooling as a category 2A recommendation
for chemotherapy-induced alopecia for breast
cancer patients receiving chemotherapy. PAXMAN
submitted an application on this subject to NCCN
in 2018. NCCN’s decision to include scalp cooling
in its Clinical Practice Guidelines for invasive
breast cancer is expected to have a positive impact
on the demand for scalp cooling systems as well
as the utilisation of already installed systems
in the USA.

34

In late March, PAXMAN received market approval
(Shonin) in Japan, and has since then initiated its
extensive marketing plan for 2019 together with its
distributor Century Medical. The Shonin approval
is based on a successful clinical evaluation at
five leading Japanese cancer clinics, and it was
granted after a process similar to an FDA clearance
in the USA. Japan is one of the largest and most
influential Asian markets for cancer treatments as
well as medical technology products, with around
1 million new cancer cases each year. Two weeks
after the market approval, PAXMAN received an
order for 20 scalp cooling systems that will be
installed at Tokyo Medical Center Hospital and
Kyoto University Hospital. The deliveries of these
systems will start in Q2 2019.
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”N

CCN’s decision to include scalp cooling
in its Clinical Practice Guidelines for
invasive breast cancer is expected to
have a positive impact on the demand for scalp
cooling systems as well as the utilisation of
already installed systems in the USA.
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The people behind PAXMAN
Management team

Richard Paxman

Eva Jonasson

CEO and member of the board
since February 10th, 2017.

CFO since January 1st, 2017.

Richard Paxman has extensive experience from
global market development, including design
of clinical studies and regulatory approvals
specifically related to scalp cooling. He has
worked for the company since 2009. Before
Richard Paxman started his assignment at Paxman
Coolers Ltd he held a leading position at Brewfitt Ltd.

Eva Jonasson has extensive experience as CFO
and financial controller, among others at Ellos
and CIMON AB. She also held the position as CFO
for Avalon Innovation during 2006–2011 when
the company was listed on NGM Equity and CFO
for Nasdaq First North-listed TC TECH Sweden AB
during 2015–2016.
Born: 1956

Born: 1983
Holding: 1 281 000 shares
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Holding: 40 000 shares
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The Board

Per-Anders Johansson

Robert Kelly

Chairman of the board since December 1st, 2016.

Member of the board since January 10th, 2017.

Per-Anders Johansson has extensive experience
from technology and development companies
and is an active investor through CIMON AB.
CIMON AB has invested in and developed several
successful companies. Per-Anders Johansson
also has long industrial experience from the
Karlshamns group, Nordico and Ellos where he
has held leading positions.

Robert Kelly is a lawyer specialised in corporate
law. He is also an authorized accountant and has
extensive experience from management of both
private and public companies before his career as
a lawyer. Robert Kelly has also been CFO and later
CEO of the technology company, Minorplanet
Systems plc, that was listed on the London Stock
Exchange. Before that he held leading positions
at Caudwell Group and Kinuck plc.

Born: 1954
Holdings: 1,094,501 shares via CIMON
Venture Trust AB, 100,000 shares privately
held, 306,643* shares via NOMIC AB.

Born: 1961
Holding: 0 shares

* This refers to the holding at the time of
publication for this annual report

Björn Littorin
Member of the board since December 1st, 2016.
Björn Littorin has extensive experience as a management
consultant, business leader and board member of both
manufacturing and service-based companies as well as 20 years’
experience as Investment Manager and board member of technology
and development companies, mostly within medical technology. Some
of the companies where he has been CEO or board member have been listed on the
Stockholm Stock Exchange. He has also been a board member of Paxman Group Ltd
and its subsidiary Paxman Coolers Ltd since 2001. Björn Littorin is Chairman of the
Board in Klaria Pharma Holding AB, listed at First North.
Born: 1947
Holding: 935,076 shares
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The Board

Glenn Paxman

Richard Paxman

Member of the board since January 10th, 2017.

CEO and member of the board
since February 10th, 2017.

Glenn Paxman is the founder of PAXMAN and
responsible for the design and development of
the scalp cooler. He has over 40 years of business
experience including management strategy and
product design of medtech products, and over
25 years of experience in developing manufacturing
processes for the pharmaceutical and chemical
industry sectors. Glenn is also the founder and
chairman of Brewfitt Ltd. Currently, his role in the
company is to support the board and management
in strategic matters and assist in growth-stimulating
projects on the American market.

Richard Paxman has extensive experience from
global market development, including design of
clinical studies and regulatory approvals specifically
related to scalp cooling. He has worked for the
company since 2009. Before Richard Paxman
started his assignment at Paxman Coolers Ltd he
held a leading position at Brewfitt Ltd.
Born: 1983
Holding: 1,281,000 shares

Born: 1956
Holding: 6,438,645 shares

Maria Bech
Member of the board since January 10th, 2017.
Maria Bech has extensive experience from several
companies in the biotech and pharmaceutical sector and has
held leading positions such as Clinical Project Manager and Study
Delivery Director at AstraZeneca, Director Clinical Operations and
Principal Project Manager at Karo Bio AB as well as Chief Scientific Officer
at Smartfish AB. Maria also has a number of board assignments within the
pharmaceutical and medtech industry.

Born: 1968
Holding: 4,200 shares
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DIRECTORS’ REPORT 2018
The Board of Directors and the Chief Executive Officer of PAXMAN AB (publ), hereby submit the annual
accounts and consolidated accounts for the financial year 1 January–31 December 2018. Amounts
in the annual report are reported in thousands of Swedish kronor (TSEK), unless otherwise stated.

Corporate information
The company
PAXMAN AB (publ), with corporate registration number 559079-3898, was established in October 2016.
Its current name and operations were registered on 14 December 2016. PAXMAN AB is a public limited
liability company, and its legal form is thus regulated by the Swedish Companies’ Act (2005:551). The
parent company has its registered office in Karlshamn, at Pirgatan 13, SE-374 35 KARLSHAMN. Production
and sales are handled by the UK subsidiary Paxman Coolers Ltd, International House, Penistone Road,
Fenay Bridge, HD8 0LE HUDDERSFIELD, England. The group also has a subsidiary in the US, Paxman US,
Inc. with its registered office in Houston, Texas. Paxman Coolers Ltd as well as Paxman US, Inc. are wholly
owned subsidiaries of Paxman Group Ltd, in its turn a fully owned subsidiary of PAXMAN AB (publ).
PAXMAN AB has appointed FNCA Sweden AB (tel +46 8 – 528 003 99, info@fnca.se) its Certified Adviser.

Earnings and financial position

The parent company

• The group’s turnover amounted to
58,023 (31,332) TSEK in 2018.

The parent company’s operations include only group
functions such as finance, legal and communication.
Thus, the parent company reports no sales.

• The group’s net profit/loss was -7,101 (-6,725)
TSEK for the full year 2018, with profit/loss
per share amounting to SEK -0.44 (-0.56).
• Consolidated equity as of 31 December
totalled 25,394 (32,766) TSEK. The equity/
assets ratio for the group was 45.6 (71.8) %.
• The group’s cash and bank balances
totalled 448 (8,357) TSEK at year end.
• On 31 December 2018, the group’s external
interest-bearing liabilities amounted
to 2,775 (2,760) TSEK, of which 12,350
(2,528) TSEK were current liabilities.
• Cash flow from operating activities was 400
(-7,133) TSEK for the year, with total net
investments amounting to -18,324 (-11,549)
TSEK. Cash and bank balances decreased
(increased) by -7,909 (7,867) TSEK in 2018.

• The parent company’s cash and bank balances
amounted to 50 (7,422) TSEK on 31 December.
• Cash flow from operating activities was
-2,788 (-1,855) TSEK. The parent company
made no investments that affected cash
flow in the financial year 2018 or 2017.
• The parent company had 1 (1) employee
on the balance sheet date.

Two-year summary for the group
2018

2017

68,563

36,285

-95

-5,198

Operating profit/
loss, TSEK

-4,782

-6,796

Profit/loss after
financial items, TSEK

-5,164

-6,853

Total assets, TSEK

55,739

45,606

Equity/assets ratio, %(2

45.6

71.8

Total number of
employees at year end

41

35

Operating income, TSEK
EBITDA(1

1) Earnings before interest income, interest expenses, tax and depreciation.
2) Adjusted equity as a percentage of total assets.
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Significant developments in 2018
PAXMAN started 2018 by securing a financial
buffer for initial costs related to signed contracts
in the United States, as the expansion rate on this
important market has exceeded the company’s
expectations by far. This was achieved by the
subscription of a 10 MSEK line of credit granted
by Sparbanken in Karlshamn.
Shortly after, PAXMAN signed its first license
agreement with Teva Pharmaceutical Industries,
a global pharmaceutical company with a strong
name in oncology treatment on a number of
growth markets. The collaboration is initially
focused on the Mexican market, where Teva
will be responsible for sales and marketing.
PAXMAN received market approval in Mexico in
mid April which allowed the company to bring
forward the official product launch. In mid July,
PAXMAN received its first order from Teva for
17 scalp cooling systems for installation on five
different cancer clinics of which three are located
in Mexico City. A second order was placed in
the middle of December as Teva ordered 10
additional scalp cooling systems following a very
successful market launch in November. By quickly
placing a second order, Teva ensured a strong
installation rate to meet the significant demand.
In February, PAXMAN signed one of its most
important sales agreements so far, as the
renowned MD Anderson Cancer Center in Texas,
USA, ordered no less than 16 scalp cooling
systems to be installed in three of the clinic’s
centres in Houston. By the end of the month,
PAXMAN had signed delivery agreements with
all of the five highest ranked cancer centers in
the USA. The list is based on U.S. News & World
Report’s annual ranking.
In the beginning of March, PAXMAN reached
one of its key targets: to install or sign delivery
agreements for at least 250 scalp cooling
systems in the USA within one year after the
FDA clearance in April 2017. The milestone was
reached by signing an agreement with a top tenranked cancer treatment center in the USA, which
means that PAXMAN is now established at six of
the top ten-ranked cancer centres in the country.
Another important future market for PAXMAN is
Japan, where the company applied for a market
approval (SHONIN) in the beginning of April.
The application includes all solid tumors.
Achieving large-scale success in Japan is an
important interim goal for PAXMAN as the
country constitutes one of the largest and
most influential Asian markets for both
cancer treatments and medical devices.
Approximately 1 million people are
diagnosed with cancer in Japan
every year.
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In the end of April, PAXMAN announced that
the company had changed its accounting
treatment regarding the acquisition of Paxman
Group Limited and thereby adjusted its yearend figures for 2017.. The transaction in which
PAXMAN acquired the entire issued share capital
of Paxman Group Limited (the owner of Paxman
Coolers Ltd and Paxman USA, Inc) was one
between legal entities under common control,
and as such it should have been accounted
for as an internal group restructuring
rather than as an acquisition.
Consequently, the
charge for goodwill
amortization in
2017 has been
reversed.
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This improves the net profit/loss for the year 2017
by 1.1 MSEK.
In the beginning of May, PAXMAN supplemented
the company’s premarket notification application
to the US FDA for an expanded indication
by responding to a request for additional
information. The additional information consisted
of an in-depth analysis of the clinical results
provided as the basis for the expanded indication.
Shortly after, the company announced FDA
clearance for the expanded indication making
the PAXMAN Scalp Cooling System approved for
use during treatment of solid tumors as well. The
clearance substantially increased the potential
number of new cancer patients per year that
the system can be marketed to in the USA, from
an estimated 250,000 breast cancer patients to
over one million breast cancer and solid tumour
cancer patients.

For significant events after the end of the
financial year, see page 34.

Employees
As of 31 December 2018, the PAXMAN group had
a total of 41 employees, of whom 1 employed by
the parent company PAXMAN AB, 33 by Paxman
Coolers Ltd in Huddersfield, England and 7 by
Paxman US, Inc in Houston, USA.
As of 31 December 2017, the PAXMAN group had
a total of 35 employees, of whom 1 employed by
the parent company PAXMAN AB, 29 by Paxman
Coolers Ltd in Huddersfield, England and 5 by
Paxman US, Inc in Houston, USA.

Incentive programmes
The company has no outstanding convertible
debentures, corporate warrants or suchlike.

Environment
The PAXMAN group conducts no operations
covered by, or requiring concessions in
accordance with, the Environmental Code.
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PROPOSED APPROPRIATION OF
RETAINED EARNINGS
Retained earnings at the disposal of the Annual General Meeting:

Retained earnings

35,126 TSEK

Profit/loss for the year

-2,802 TSEK
32,324 TSEK

The Board of Directors proposes that
the retained earnings are to be appropriated as follows:
Carried forward

32,324 TSEK
32,324 TSEK

PAXMAN’s net profit/loss for the accounting year 2018, as well as the company’s financial position
as at 31 December 2018, are disclosed in the following income statements, balance sheets and cash
flow statements.
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CONSOLIDATED INCOME STATEMENT
TSEK

Note

2018

2017

58,023

31,332

Work performed by the company
for its own use and capitalized

10,540

4,953

Total operating income

68,563

36,285

-23,087

-10,976

6, 8

-26,323

-18,035

Personnel costs

7

-19,248

-12,472

Depreciation and write-downs

9

-4,687

-1,598

Total operating costs

-73,345

-43,081

Operating profit/loss

-4,782

-6,796

OPERATING INCOME
Net sales

4, 5

OPERATING EXPENSES
Raw materials and consumables
Other external costs

Result from financial investments
Other interest income and
similar profit/loss items

10

-

4

Interest expense and similar profit/loss items

11

-382

-61

-382

-57

-5,164

-6,853

-1,937

128

-7,101

-6,725

-0.44 SEK

-0.56 SEK

Total result from financial investments

Profit/loss after financial items

Tax

Net profit/loss for the year

Net profit/loss per share*

12

* The calculation of net profit/loss per share is based on the average
number of shares during the year.
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CONSOLIDATED BALANCE SHEET
TSEK

Note

2018-12-31

2017-12-31

Concessions, patents, licences,
trademarks and similar rights

9,810

9,597

Total intangible assets

9,810

9,597

Plant and machinery

21,211

7,849

Equipment, tools, fixtures and fittings

2,798

2,371

24,009

10,220

Participations in associated companies

47

47

Total financial assets

47

47

33,866

19,864

Finished products and goods for resale

7,819

8,547

Total inventories etc.

7,819

8,547

18

7,790

2,488

19

1,371

909

2,119

3,574

2,326

1,867

Total current receivables

13,606

8,838

Cash and bank balances

448

8,357

TOTAL CURRENT ASSETS

21,874

25,742

TOTAL ASSETS

55,739

45,606

ASSETS
FIXED ASSETS
Intangible assets

Tangible assets

13

14

Total tangible assets

Financial assets

15

TOTAL FIXED ASSETS

CURRENT ASSETS
Inventories etc.

Current receivables
Accounts receivable – trade
Receivables from associated companies
Other receivables
Prepaid expenses and accrued income
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CONSOLIDATED BALANCE SHEET
TSEK

Note

2018-12-31

2017-12-31

Share capital (16,012,500 shares)

16,012

16,013

Non-restricted equity

16,483

23,478

Profit/loss for the year

-7,101

-6,725

25,394

32,766

479

108

479

108

425

232

425

232

12,350

2,528

12,922

7,341

Income tax liability

1,567

576

Other liabilities

1,238

826

1,364

1,229

Total current liabilities

29,441

12,500

TOTAL LIABILITIES

29,866

12,840

TOTAL EQUITY AND LIABILITIES

55,739

45,606

EQUITY AND LIABILITIES

Equity

Total equity

Provisions
Provisions for taxes

12

Total provisions

Long-term liabilities
Liabilities to credit institutions

21

Total long-term liabilities

Current liabilities
Liabilities to credit institutions

21

Accounts payable – trade

Accrued expenses and deferred
income

22
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CONSOLIDATED CASH FLOW STATEMENT
TSEK

2018

2017

-4,782

-6,796

-382

-57

-1,234

128

4,692

1,598

-

117

-1,706

-5,010

728

-3,268

-4,767

-1,701

Current liabilities

6,145

2,846

Cash flow from operating activities

2,106

-2,123

Cash flow from operating activities

400

-7,133

-1,337

-1,705

Investments in tangible fixed assets

-17,357

-10,824

Investments in financial fixed assets

370

-

-18,324

-11,549

10,015

-875

Share capital paid

-

50

New share issue

-

27,374

Cash flow from financing activities

10,015

26,549

CASH FLOW FOR THE YEAR

-7,909

7,867

8,357

490

448

8,357

CASH FLOW FROM OPERATING ACTIVITIES
Profit/loss before financial items
Financial items
Income tax paid

Adjustments for:
Depreciation and write-downs
Other non-cash items
Cash flow before working capital changes

Cash flow from changes in working capital:
Inventories etc.
Current receivables

INVESTING ACTIVITIES
Investments in intangible fixed assets

Cash flow from investing activities

FINANCING ACTIVITIES
Borrowings

Cash and cash equivalents, opening balance
Cash and cash equivalents, closing balance
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PARENT COMPANY INCOME STATEMENT
2018

2016-10-07–
2017-12-31

Net sales

-

-

Total operating income

-

-

TSEK

Note

OPERATING INCOME

OPERATING COSTS
Other external costs

6

-1,788

-834

Personnel costs

7

-1,127

-1,012

Total operating costs

-2,915

-1,846

Operating profit/loss

-2,915

-1,846

Result from financial investments
Interest income and similar profit/loss
items

10

386

125

Interest expense and similar profit/loss
items

11

-273

-59

113

66

-2,802

-1,780

-

-

-2,802

-1,780

Total result from financial investments

Profit/loss after financial items

Tax

Net profit/loss for the year

12
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TSEK

Note

2018-12-31

2017-12-31

25,520

25,520

Total financial assets

25,520

25,520

TOTAL FIXED ASSETS

25,520

25,520

32,407

18,121

422

290

53

54

Total current receivables

32,882

18,465

Cash and bank balances

50

7,422

TOTAL CURRENT ASSETS

32,932

25,887

TOTAL ASSETS

58,452

51,407

ASSETS

FIXED ASSETS

Financial assets
Participations in group companies

16

CURRENT ASSETS
Current receivables
Receivables from group companies

17

Other receivables
Prepaid expenses and accrued income
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TSEK

Note

2018-12-31

2017-12-31

Share capital (16,012,500 shares)

16,012

16,012

Total restricted equity

16,012

16,012

Share premium reserve

35,126

36,906

Profit/loss for the year

-2,802

-1,780

Total non-restricted equity

32,324

35,126

TOTAL EQUITY

48,336

51,138

9,703

-

101

-

88

119

224

150

Total current liabilities

10,116

269

TOTAL LIABILITIES

10,116

269

TOTAL EQUITY AND LIABILITIES

58,452

51,407

EQUITY

Restricted equity

Non-restricted equity

LIABILITIES

Current liabilities
Liabilities to credit institutions

21

Accounts payable – trade
Other liabilities
Accrued expenses and deferred income

22
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PARENT COMPANY CASH FLOW STATEMENT
2018

2016-10-07–
2017-12-31

-2,915

-1,846

113

66

-130

-344

144

269

-2,788

-1,855

9,703

-

-

27,398

-14,287

-18,121

Cash flow from financing activities

-4,584

9,277

CASH FLOW FOR THE YEAR

-7,372

7,422

7,422

-

50

7,422

TSEK

CASH FLOW FROM OPERATING ACTIVITIES
Profit/loss before financial items

Adjustments for:
Financial items

Cash flow from changes in working capital:
Current receivables
Current liabilities
Cash flow from operating activities

FINANCING ACTIVITIES
Borrowings
New share issue
Loans to group companies

Cash and cash equivalents, opening balance
Cash and cash equivalents, closing balance
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CHANGES IN EQUITY
THE GROUP
TSEK

Share capital

Non-restricted
equity

Profit/loss for
the year

Total
equity

Opening balance 2017-01-01

-

-

-

-

Share capital (50,000 shares)

50

-

-

50

New share issues

15,962

26,413

-

42,375

Direct issue costs

-

-3,076

-

-3,076

Translation gains/losses on consolidation

-

142

-

142

Profit/loss for the year

-

-

-6,725

-6,725

16,012

23,479

-6,725

32,766

-6,725

6,725

-

Total equity as of 2017-12-31
(16,012,500 shares)
Pofit/loss carried forward
Translation gains/losses on consolidation

-

-271

-

-271

Profit/loss for the year

-

-

-7,101

-7,101

16,012

16,483

-7,101

25,394

Total equity as of 2018-12-31
(16,012,500 shares)
PARENT COMPANY
TSEK
Opening balance 2017-01-01

Share Share premium Profit/loss for
capital
reserve
the year

Total equity

-

-

-

-

50

-

-

50

New share issues

15,962

39,982

-

55,944

Direct issue costs

-

-3,076

-

-3,076

Profit/loss for the year

-

-

-1,780

-1,780

16,012

36,906

-1,780

51,138

Pofit/loss carried forward

-

-1,780

1,780

-

Profit/loss for the year

-

-

-2,802

-2,802

16,012

35,126

-2,802

48,336

Initial share capital
(50,000 shares)

Total equity as of 2017-12-31
(16,012,500 shares)

Total equity as of 2018-12-31
(16,012,500 shares)

THE SHARE
PAXMAN has issued a total number of 16,012,500 shares, all fully paid for. Each share has a quota value
of 1 SEK, and a voting right of 1. There are no pre-emption clauses, refusal clauses or other restrictions
on the transfer of shares in the company. Up to 12 March 2018, the company’s four original shareholders
were bound by a so-called lock-up agreement, entered into in connection with PAXMAN’s listing on
Nasdaq First North. By this agreement, these shareholders committed themselves to refrain from selling
shares (directly or indirectly) in a nine-month period from the first day of trading on Nasdaq First North. In
all, 12,810,000 shares were bound by the lock-up agreement. Prior to the listing this corresponded to 100
% of all issued shares; after the listing and the new share issue to 80 %.

THE SHARE PRICE
The listing price for PAXMAN’s share on 12 June 2017 was SEK 9.50. The closing price at year-end was
SEK 24.10. (2017-12-31: 19.50 SEK).
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THE SHARE AND SHAREHOLDERS
On 28/12/2018, the company’s fifteen largest shareholders were:

(Source: Euroclear 28/12/2018).

Name

Number of shares
held

Shareholding in %

Paxman, Glenn

6,438,645

40.2

Paxman, Richard

1,281,000

8.0

CIMON Venture Trust AB

1,094,501

6.8

Carl Ejler Rasmussen & Co A/S

983,254

6.1

Littorin, Björn

935,076

5.8

Länsförsäkringar Blekinge

585,000

3.7

Länsförsäkringar Kalmar län

545,185

3.4

500,000

3.1

337,438

2.1

Johansson, Roger

250,000

1.6

Källebo, Göran

250,000

1.6

Länsförsäkringar Älvsborg

222,592

1.4

CT Intressenter AB

210,000

1.3

Joachim Rosenquist

173,000

1.1

Thomas Öhlund

122,000

0.8

Merril Lynch Prof. Clear. Corp
Ålandsbanken i ägares ställe

On 28 December 2018, PAXMAN had a total of 554 (2017: 599) shareholders. The fifteen
largest of these held 87 (89.4) % of all issued shares.

DATA PER SHARE

Earnings per share, SEK

2018

1)

2017

-0.44

-0.56

Equity per share, SEK 2)

1.59

2.05

Cash flow from operating activities per
share, SEK 1)

0.03

-0.60

24.10

19.50

Number of shares at the end of the period

16,012,500

16,012,500

Number of shares, weighted
average during the year

16,012,500

11,881,459

Share price at the end of the period, SEK

1) Earnings and cash flow per share are based on the weighted average number of shares during the period.
2) Equity per share is based on the total number of issued shares on balance sheet day.
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Chasing Zero Hair Loss During Chemotherapy
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