
 

 

 

  



 
        The English text is an unofficial translation of the Swedish report . 

 

• Revenue amounted to SEK 6.381 (9.104) m whereof SEK 6.007 (9.019) m were capitalized 

costs. 

• Profit after tax amounted to SEK –6.390 (-8.598) m. 

• Earnings per share amounted to SEK -0.42 (-0.72). 

• Revenue amounted to SEK 22.710 (24.978) m whereof SEK 22.220 (24.877) m 

were capitalized costs.  

• Profit after tax amounted to SEK -18.982 (-18.200) m. 

• Earnings per share amounted to SEK -1.24 (-2.08). 

• Equity per share was SEK 3.63 (4.87). 

• The equity/assets ratio was 60 (90) percent. 

• In October the company obtained regulatory approval in the EU for the NeoNavia biopsy 

system. 

• The company signed an agreement to manufacture biopsy products with FDA-approved Asian 

companies. 

• The Board of Directors proposed a rights issue of SEK 45.9 million, in which each share 

entitles to subscribe for a new share for SEK 3, and called for an Extraordinary General 

Meeting to make the necessary decisions. 

• In December, the company signed a loan facility of a maximum of SEK 14 million. 

• The warrants program 2018/19 TO was terminated without subscription..  
 

• An Extraordinary General Meeting on January 28 resolved on a rights issue of shares 

corresponding to SEK 45.9 million. 

• NeoDynamics AB (publ) received notification of a granted patent on biopsy instruments in 

China. 

• An abstract from a clinical breast study conducted at New Karolinska has been approved for 

presentation at the American Breast Radiology Congress Society of Breast Imagings (SBI) 

meeting in April in the United States. 



 

 
 

 
NeoDynamics has now closed the fiscal year 
2019, a very productive year is summed up, 
which ended with the presentation of a fully 
guaranteed rights issue that will raise 
approximately SEK 46 million. Thereby, 
NeoDynamics is very well prepared for the 
launch of the Neonavia biopsy system in 2020. 
 
At the end of October, an important piece of the 
puzzle came into place with the approval for 
marketing of NeoNavia with three micropulse-
driven needle types in the EU. NeoDynamics 
can thus offer radiologists a complete range of 
precision needles for all types of ultrasound-
guided biopsy. 
 
It also stands clear that a so-called 510 (k) 
application is sufficient for the sale of NeoNavia 
in the US, which is a less complex procedure 
than an application for a completely new 
product. This reduces the risk of delays in the 
schedule. Compiling the file for a US approval 
with a submission in the middle of the year is 
proceeding as planned. 
 
At the end of November, an agreement was 
signed for the production of the system’s 
disposable biopsy needles. The agreement was 
signed with an FDA approved Asian 
manufacturer and means that the needles will 
be manufactured at competitive costs. This is of 
course also an important puzzle piece before 
the launch of NeoNavia in the middle of the 
year. 
 
In December, NeoNavia was exhibited for the 
first time to American radiologists at the annual 
meeting of the Radiologic Society of North 
America (RSNA), which gathers over 50,000 
participants from around the world. The 
meeting showed that there is a great interest in 
innovations that help doctors and patients to 
better diagnosis and treatment. It was also 
clear that there are many technologically 
interested radiologists, which may prove an 
advantage when NeoNavia becomes 
commercially available. 
 
NeoDynamics established good contacts with 
several important US centres at the meeting 
and looks forward to continuing to develop 
these relationships during the year. The next 
important event in the United States is the 
Society of Breast Imaging (SBI) meeting in 
Denver in April which brings together 
thousands of breast radiologists, ie our target 

audience. NeoDynamics will participate in the 
congress, including an abstract by Associate 
professor Edward Azavedo about the clinical 
experience of NeoNavia in breast cancer 
patients at Karolinska Hospital. The company 
also plans to participate in the most important 
congresses for the target group in 2020 in 
priority markets in Europe, i.e. in Sweden, 
Germany and the UK. Already today an active 
dialogue with many clinics are ongoing to 
prepare the launch. 
 
In addition to the studies the company conducts 
in Germany and the United Kingdom, it is 
important to also develop good relationships 
with reference clinics, the centres in Europe 
that are pioneers in the use of the product. The 
centres help build knowledge, 
recommendations and experience around how 
Neonavia can be used in clinical practice. This 
way of approaching the market gives a cautious 
start where sales increase gradually as the 
clinical experience grows and spreads to other 
centres through peer to peer recommendations. 
The strategy reduces the risk of setbacks and 
paves the way for a successful introduction on 
a broad front. 
 
The SEK 45.9 million rights issue with 
subscription period February 7-21, will provide 
NeoDynamics the financial strength to continue 
the work of bringing Neonavia to hospitals and 
thus help many women with breast cancer to 
better diagnosis and treatment. Almost half of 
the issue is covered by subscription 
undertakings from major shareholders while the 
remainder is guaranteed. The fact that 
financing is thus secured further reduces the 
risk in the company, which – everything else 
alike – should make it more attractive for 
shareholders to exercise their rights to 
subscribe for new shares at SEK 3 each. At the 
same time, the company welcomes new 
shareholders to participate in the share issue 
and thereby become involved in an important 
period in the company's history. 
 
Anna Eriksrud, CEO, Lidingö, 5 February 2020



 

 

 

During the fourth quarter 2019, the company developed according to plan, with the main costs being associated 

with product development, clinical studies, marketing and personnel. NeoDynamics applies a policy of capitalizing 

development costs to intangible assets, however not personnel costs. 

 

Capitalized costs accounted for SEK 6.007 (9.019) m of the reported revenue of SEK 6.381 (9.104 m). The 

Company had no sales in the period. 

 

The loss after depreciation amounted to SEK -5.944 (-7.372) m in the fourth quarter. External costs decreased to 

SEK -9.421 (-12.580) m, mainly comprising costs related to clinical studies, product development and marketing. 

Personnel costs decreased to SEK -2.715 (-3.598) m. The loss for the quarter before and after tax amounted to 

SEK -6.930 (-8.598) m during the quarter. 

 

At the end of 2019, the equity ratio was 60 percent, compared with 90 percent at previous year-end. 

Shareholders’ equity amounted to SEK 55.581 m, compared with SEK 74.563 m one year ago. Cash and cash 

equivalents at the end of December amounted to SEK 6,195 (25.654 m at year-end 2018). In December 2019, the 

company signed a loan facility of a maximum of SEK 14 million. Total assets amounted to SEK 92.286 m (82.455 

m at year-end). 

 

The working capital requirement for the the next 12 months has been met by a rights issue of SEK 45.9 million 

with preferential rights for shareholders. The Board continuously reviews the company’s financial position to 

ensure that the company has sufficient funding based on the established strategic plan. 

 

No dividend is proposed. 

The complete annual report will be available at least three weeks before the Annual meeting. 

During the fourth quarter, the company received regulatory approval for NeoNavia (EC), entered the final phase of 

verification and validation and begun planning for the production of CE marked products for delivery during the 

first half of 2020. Development costs are expected to decrease sharply in 2020 and onwards. 

  

NeoDynamics AB's share is listed on Spotlight Stock Market since December 7, 2018. The share’s ticker code is 

"NEOD" and the ISIN code is SE0011563410. As of December 31, 2019, the number of shares in NeoDynamics 

AB was 15,303,520 (unchanged from year-end). 

The table below shows the shareholdings and the share of votes and capital of the 10 largest shareholders in 

NeoDynamics AB at the end of December 31, 2019. 

 

 

 



 

 

 
 

1 Boai NKY Medical Holdings Ltd, Kina 4 922 544 32.2% 

2 M2 Capital Management AB 1 278 457 8.4% 

3 Gryningskust Holding AB    914 900     6.0% 

4 Huasheng Fang    768 290 5.0% 

5 ADB Invest AB    360 700 2.4% 

6 Jörgen Vrenning    356 054 2.3% 

7 Humlan Fastighetsutveckling AB    390 041 2.0% 

8 Rentability Sweden AB    290 694 1.9% 

9 Claes Pettersson    242 834 1,6% 

10 Lignin Invest    183 520 1.2% 

 

Interim Report Jan-Mar  26 May, 2020 

Half Year Report Jan-Jun  21 Aug, 2020 

Interim Report Jan-Sep  11 Nov, 2020 

 

The annual general meeting will be held at the Company´s offices, Lidingö, May 28, 2020 at 15:00. 

A number of risk factors could have a negative impact on NeoDynamics AB’s operations. It is therefore important 

to consider any relevant risks in addition to the company’s growth opportunities. For a detailed outline of the risks 

attributable to the company and its shares, please refer to the prospectus published by the Board in October 2018 

and the annual report 2018. 

 

This  report has been prepared in accordance with the Annual Accounts Act and in accordance with the Swedish 

Accounting Standards Board’s general advice BFNAR 2012:1 Annual Report and Consolidated Financial 

Statements (K3). For intangible assets, the activation model in the general council has been applied. The 

company’s assets and liabilities are stated at cost and nominal value, unless otherwise stated. 

 

This report has not been reviewed by the company’s auditor. 

 

 

The Board of Directors and the CEO hereby certify that the full-year- report 2019 provides a true and fair view of 

NeoDynamics’ operations. 

 

Lidingö, February 5, 2020  

 

Anna Eriksrud  Ingrid Salén    Ulf Boberg  

CEO  Chairman of the board Board member 

 

Carina Bolin  Claes Pettersson  Xiaojun Xu 

Board member Board member Board member 

 

NeoDynamics AB, 559014-9117 



 

 

 

Anna Eriksrud, tel 0708-444966 or anna.eriksrud@neodynamics.se 

Jörgen Vrenning, tel 0708-519648 or jorgen.vrenning@neodynamics.se 
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The company has issued 550,000 warrants to senior executives in the company. Each warrant entitles the holder 

to subscribe for one (1) share in the Company at a subscription price of SEK 10.50 during the period October 1-

31, 2021. The warrants entail a dilution of ownership when the price of share exceeds the exercise price of the 

warrants. There was no dilution effect during the period. 

The warrant program was terminated without subscription. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

At least 6 million breast biopsies are performed 
every year in order to detect suspected cancer. 
The number of breast biopsies is increasing by 10 
percent annually. Every year, 2.1 million women 
are diagnosed with breast cancer, a number that is 
increasing by 5 percent per year. The market for 
breast biopsy devices is valued at USD 500 million 
per year. The proportion of non-surgical biopsies is 
increasing at the expense of surgical biopsies. 
Expanded screening programs and new screening 
techniques are enabling an increasing number of 
tumors to be detected at an earlier stage. New 
therapies are increasing the need for biopsies to 
confirm diagnoses but also to follow up on 
treatment results.1 

NeoNavia is the brand name for the entire  
biopsy system intended for use with ultrasound 
guidance. NeoNavia consists of a base unit, a 
handheld driver and three different types of  
biopsy needles. Each needle type is driven by 
micro-pulses, enabling high precision and  
control when inserting and positioning the  
biopsy needle in a suspicious lesion. The  
system is designed to offer accurate lesion  
targeting and high tissue yield for accurate  
diagnosis and individualized treatment. 

The patented micropulse technology is based on a 
pneumatically driven mechanism that enables high 
precision and control when inserting and 
positioning the biopsy needle, regardless of tissue 
type. The pneumatic driver that generates micro-
pulses is placed in a handheld instrument. 
Powered by the base unit, the driver accelerates 
the needle with great control even over a short 

 

 

 
1 Source: NeoDynamics prospectus: https://spotlightstockmarket.com/media/5584/ 

neodynamics-ab-publ-prospekt-2.pdf 

distance, enabling its distinct stepwise insertion 
without risking to destroy surrounding tissue. This 
facilitates ease of access and flexibility in 
sampling, even in very small lesions in delicate 
and difficult locations. 
 

NeoNavia’s micro-pulse technology has received a 
patent protection in many markets. The technology 
is patented in the larger European countries as 
well as in China and the US. Design-specific 
patents for the needle designed by NeoDynamics 
have already been approved. The patent will run 
for a great number of years ahead. 
 

More than 400 patients have undergone breast 
and axillary lymph node biopsy with the new 
technique. Clinical studies are being conducted in 
Germany and are being planned in the UK for 
further evaluation of the technology. 

Our vision is that our micropulse technology will 
become the new standard for all ultrasound-guided  
breast cancer biopsies, and that precision and 
reliability will be improved, thereby helping to save 
lives and improve the quality of life of all women 
with breast cancer. 



 

 

 

 

 

 

 

 

 

 


