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This annual report is translation of the original Finnish version.

The market and forward-looking statements and estimates presented in this Annual Report
are based on the current views of the Company's management. They contain uncertainty
and are subject to changes in the general economic or industry situation.
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YEAR 2020 BRIEFLY
Clinical test results show that ARTEBONE® paste is yielding an outcome similar to
in fusions of the ankle and subtalar joints.
Quality control system and production validation process preparations are in good shape,
and the product development process is nearing the end.
The Company has signed a contract with a Notified Body concerning handling the
application and related audits for the CE marking of Artebone. The agreement involved
additional documentation requests and further evidence of the functionality of the products
. The company commissioned animal experiment and the results of the first and second
time point are, according to our interpretation, promising and presumably will fulfil the
authority requirements.
The company received a convertible working capital loan of max. 300 000 euros from
Finha Capital Oy, 200 000 euros of this loan were withdrawn.
The company organised a directed rights issue that raised 5,47 million euros which after
deduction of fees and costs amounted to 4,8 million euros. The working capital loan from
Finha Capital Oy was converted to company shares.
The consolidated result for the review period was EUR -2,73 million (EUR -1,69 million in
2019). BBS Plc had no revenue during the financial year 2020
on December 31st 2020, were EUR 3,44 million (EUR
0,52 million in 2019).
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CEO LETTER
The year 2020 was labelled by corona pandemic, which imposed its own challenges, making the
operational environment challenging. Despite the circumstances, BBS did well. Our personnel
have been working determinately towards company goals and achieved clear results. At the same
time the compa
documentation and production readiness, which is why we communicated about the delays right
at the beginning of the year. Despite the factors affecting the schedule, the company has
developed its operations and management system to a new level, further strengthening our belief
.
At the beginning of 2020, we communicated that the clinical test indicated that our product
ARTEBONE® Paste is as efficient as the
the ankle
and subtalar joints. This result is so far the most crucial evidence of the operability and shows the
market potential of this technology.
During the year the company strengthened its cash position and secured funding to finalise the
product development and sales permit application period. First 200 000 euros from Finha Capital
Oy as convertible working capital loan and then 5,47 million euros with rights issue directed to
Finland and Sweden. This financing is estimated to be sufficient until summer 2022. The funds
are planned to be used to finalise the CE marking application process finishing the production
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process and validation, USA sales permit process initiation and starting the marketing operations.
We see the successful financing rounds as an indication of trust towards what we are building.
Thus, we are well-positioned to take steps towards launching the product to commercial markets.
In getting the sales permit, we still have a road to go. In autumn 2020, we signed a contract with
a Notified Body concerning handling the application and related audits for CE marking of
ARTEBONE®. However, the authority demanded that the complete documentation be submitted
as a whole, varying from previous conduct.
The results of the animal test formerly required by the authorities have also been delayed. The
results of the first and second time point are already available. As we announced in August,
according to our interpretation, the results are very encouraging and presumably will fulfil the
authority requirements regarding the sales permit. There were inconsistencies in some of the
result interpretations, and for these parts, the testing had to be repeated. We have been forced
to wait for the results from the third and last time point longer than anticipated. We expect to have
them finalised during spring 2021.
In January 2021, we announced that we expect to receive the CE marking at the end of 2021,
assuming that we can submit the application during April. This requires submitting the formerly
mentioned documentation as a whole and the result of the third time point.
The company has invested significantly in personnel, strengthening the management of quality
operations and capabilities and production personnel. These are essential resources moving from
the product development phase to commercial operations. The company has also invested in the
development of production and quality control laboratory and the documentation. I have witnessed
substantial development in the company and its personnel, and with a solid determination, I
believe we will achieve the company goals.

IN OULU 31.3.2021
ILKKA KANGASNIEMI
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ARTEBONE - NEW GENERATION BONE GRAFT
ARTEBONE contains two main components, which bone comprises of, reindeer bone
proteins and mineral scaffold where the bone-forming cell can grow, whereas the majority

Implant

a natural and ecological product

When compared with human-based DBM bone-graft substitutes, ARTEBONE® shows no
risk of transferring human infectious agents or pathogens.
ARTEBONE® although including osteopromotive ability, has not shown excess and
uncontrollable bone growth nor in preclinical or clinical studies.
ARTEBONE is priced competitively and offers superior performance compared with
single-component products.
Easy to use and immediately ready to use
Decrea
Compared to autografts, decreases the occurrence of complications caused by bone
harvesting.
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Year 2020
BBSbiomedical technology Company
that develops, manufactures and commercialises innovative, bioactive medical devices and
implants for orthopea
are in Oulu and production facility in Reisjärvi. The Company has been listed on Nasdaq First
North Growth Market marketplaces operated by Helsinki Ltd (BONEH) in Finland and Nasdaq
Stockholm in Sweden (BONES).
In early 2020 the Company actions focused on quality system and technical file preparations,
process validations as well as finalising the clinical study report. The Company is close to ending
of its product development and is approaching its first product launch to the markets. The
Company collected new equity from markets to secure the finalisation of its product development
and approval of its first commercial product.
To ensure its short-term liquidity the Company decided to take out a working capital loan of EUR
ain owners. In
June 2020 The Company carried out a share issue in the Nasdaq First North GM marketplace in
Helsinki and Stockholm. The issue raised new funds of EUR 5.47 million for the Company. The
previously mentioned working capital loan was converted i
connection with the Rights Issue.
The Company released an announcement in February 2020 about the results of the clinical trial
that showed ARTEBONE® Paste to function as well as human autograft in fusion of ankle.
First interim results of the animal trial requested by regulatory authorities were announced on
August 31st, 2020. Based on the results, it was concluded that the final report is likely to fulfil the
requirements set by the regulatory authorities. Due to inconsistent interpretations of study
samples by the study facility an amendment on analytical method was made to study protocol
and the measurements were partly repeated.
Management of the Company has estimated that the Company will receive the CE marking for
the ARTEBONE® product designed to heal bone fractures and damages during 2021. The
marking application within eight months of the submission of the application. The Notified Body
does not commit to precise application processing times, which means that the Company can
only assess the schedule when the CE marking was granted.
The Company objective was earlier to submit the CE marking application to Notified Body in
autumn 2020. Then the Company could have received the CE marking in spring 2021. However,
in autumn 2020 significant causes of delays were observed.
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The US market approval submission to FDA has not advanced significantly during the financial
period. Company aims to submit the application to FDA after its application for CE marking has
been submitted.
At a general level, the Covid-19 pandemic has caused delays and made the operating
environment more difficult. During autumn, the ongoing commissioning of new Medical Device
Regulation (MDR) in Europe has highlighted significant number of unfinished documents, quality
tests and qualifications of production equipment in the Company. In addition, the Notified Body
demands that all documents must be ready for submission at the same time with the CE marking
application, whereas according to previous practice, the application could be supplemented
during the application process. Furthermore, the further measurements of the animal experiment
required by the authority have had to wait longer than expected as the Company released in
August 2020. The Company took several corrective actions during end of 2020 to correct the
deficiencies due to the above reasons.
To ensure its short-term liquidity the Company decided to take out a working capital loan of EUR
200 thousand in March from Finha C
June 2020 the Company carried out a share issue in the Nasdaq First North GM marketplace in
Helsinki and Stockholm. The issue raised new funds of EUR 5.47 million for the Company. The
previously ment
connection with the Rights Issue.
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LONG TERM RESEARCH AND DEVELOPMENT
2020: COVID pandemic caused delays to development work and certification process.
2020: Positive test results from the clinical experiment were published.
2020: Requirements imposed by the new MDR regulation caused additional delays.
2020: An additional animal study to support the application started in 2019 and was completed in
2020. The final results were expected to be available by the end of June 2020. Due to the research
institutes inconsistent interpretations, we had to make changes to research plans and have the
material analysed again. We are still expecting the final results.
2020: First part of the US patent application was approved.
2020: Investments to product development, production and quality systems that enable
commercial production were made after the financing round.
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2020: The Company recruited a new quality manager, two new production employees and two
new quality control laboratory employees.
2019: FDA certification process was launched.
2019: Quality system ISO 13485 was updated in line with the latest requirements, waiting for
certification.
2019: Ilkka Kangasniemi was appointed as the new CEO
2018: CE marking application was submitted to the Notified Body (BSI-UK) in England. Due to
the Brexit, the cooperation with them ended.
2016: FDA 510(k) pre-submission package filed
--2015: Production line for reindeer bone protein extract established. License for manufacturing
obtained by FIMEA.
--2013 - 2017: All patients operated, and follow-up examinations completed. First approval for
clinical trial received in the year 2013 for the patients requiring ankle fusion for posttraumatic
osteoarthritis
2009-2012: Patented manufacturing line for clinical trial
2007-2014: Preclinical animal trials for ARTEBONE®. Preclinical animal trials for reindeer bone
extract.
--Establishment of BBS-Bioactive Bone Substitutes Company
--Development of the BBS ARTEBONE®. Medical DeviceBuilding of small scale manufacturing
facilities for preclinical animal trials. R&D Project in Bone Transplantation Research Group of Oulu
University.
--Scientific research in the Universities of Tampere and Oulu

10

BBS-Bioactive Bone Substitutes

Ilkka Kangasniemi, CEO
Member of Board since 2019
was appointed as the new CEO since 15th October 2019

Hanna Tölli, COO
In BBS since 2006
COO since August 2020
Merja Haikola, QA Manager
In BBS since 2006
QA manager and member of the Management Team
since August 2020
Soile Hakala, Quality Manager
In BBS since 2020
Mikko Viitanen, Manager, QC laboratory
In BBS since 2006

Hannu Säynäjäkangas, CFO
As CFO from 2015 until 31.1.2021

Liisa Hukka , Talousjohtaja
CFO from 1.2.2021
In BBS since 1.10.2020
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BOARD of BBS-Bioactive Bone Substitutes Plc.

Jarmo Halonen, Chairman of the Board of Directors
born in 1952, M.Sc. (Eng), in Industrial Mechanical Engineering
Member of Board since 2016

owns 10 800 (0.21%) of the Company shares
Pekka Jalovaara
born in 1941, MD, PhD, Professor of Orthopedic Surgery
Member of Board since 2003
Founder of BBS
CEO of BBS 2011-2019
owns 532 850 (10.24%) of the Company shares

Auvo Kaikkonen
born in 1960, MD, PhD, Orthopedic and Sports medicine, Orthopedic Surgery MBA
Member of Board since March 2017

Tomi Numminen
born in 1971, M.Sc.(Econ.)

Member of Board since April 2018
Seppo Nevalainen
s. 1956, M.Sc (Engineering)
Member of the Board since August 2020

Ilkka Kangasniemi, CEO
Member of Board since 2019
was appointed as the new CEO since 15th October 2019

Hannu Säynäjäkangas
s. 1954, KTM ja insinööri
Talousjohtaja BBS-Bioactive Bone Substitutes Oyj 2015-2021
Hallituksen jäsen 2012 - elokuu 2020
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FINANCIAL REVIEW
Key Figures
1.1-31.12.2020
46
795

Other operating income
Personnel expenses
Depreciation and
Amortisation
Other operating expenses
Profit /Loss for the period
The Cash Flow from Business
Operations
Change in Cash Position
Equity ratio %

Number of shares at the end
of
period (BBS)
Average number of shares
during the period

1.1-31.12.2019
53
665

214

225

1 599
-2 731

593
-1 638

-2 418

-1 444

2 923

-1 169

48 %
-0,46
-0,45
6 571 525

31 %
-0,32
-0,31
5 204 820

5 897 533

5 146 887

Cash and cash equivalents
Own capital

31.12.2020
3 438
6 087

31.12.2019
515
3 079

Balance sheet total

12 692

9 833

* Equity Ratio=

* EPS=

Equity
(Balance Sheet Total

Advances Received)

Profit(Loss )
Average number of Shares during the Period

Board of Directors guidance for 2021
The company expects to launch its first product in the EU market
and thus to start its turnover. However, due to Covid-19 and the new MDRregulation there are unusually many added uncertainty factors. Due to the situation turnover
during this year is not expected.
The Company's mediumterm objectives have not changed from last year. The Company expects
• to generate significant revenue growth as a result of a twoyear marketing period
• to become profitable after four years
• To launch also in the US and many other countries
• To develop new products
• To establish partnership agreements with industry leaders
Board of Directors outlook for 2021
• BBS begins its CE marking submission process in April. The submission proc
ess is expected to progress during the year in a
manner revealing the likelihood of acceptance and timeline towards the end of th
e year.
• Preparation of the FDA approval submission continues. The goal is
to conduct an animal test required by the FDA authorities this year.
• The Company starts to prepare its sales and marketing operations, when the f
irst response from Notified Body has been received.
• Preparations for recruiting marketing staff will begin
• Preparations for the Post
market clinical follow up study will begin. The research is mandatory under medic
al device regulations.
• Building of a network of key clinical opinion leaders is initiated.
·The Company will start preparation of production when the first response from Notified
Body has been received.
• New staff recruitment and training will be continued
• New production test rounds are performed to meet the needs of animal testin
g and subsequent clinical work as well as optimization of production.
• The Board of
Directors has confirmed the sufficiency of funds for the Company
business until summer
2022. The Company will make preparations during the year for
a financial arrangement. Such funds are aimed to secure the Company
business continuity and initiation of sales.

