w
I
-
£
(2]
Z
-2
-
<
2
o‘
+ &
£
o
2
=
0
T3
w
O
-0
- A‘
e
)




Contents



0]
07

03

b4

Do

g1e
0/

Introduction 4
MedTech Market in FINIaNd ........cceeirnvereeeeceeeeeeeeeeeeeee 5

Finnish Healthcare System in a Nutshell 6
The health and social services reform ... 7
Private Social and Healthcare Sector.........ccccccvivvvvvceceieeenen 8
Largest Private Healthcare Providers in Finland ..o 8
Financing the Healthcare System
Healthcare Costs in FiNland .......cccviiceeeeeeeceeeeee e

Hospital Districts and Population 10
Hospital distrcits and Specialized medical care areas 2020........ M
Specialized Medical Care Ar€as ........oeeeeceeeeerereeeeteeeessesessssesens 12
FINIANA 1S AQING ceuvieieieieieieieieeee ettt b s sesenes 13
Chronic Diseases in Finland in Relation to MedTech Solutions...13
Occurrence of ChroniC DISEASES ......cvveueveeeueeereririririeieeeieeeesesseeeee 14

Medical Device Regulations on the Finnish Market ........ccccceeeeues 18
FIMEA Finnish Medicine Agency
REGISIIAtIONS ...t
Radiation and Nuclear Safety Authority (STUK).....cccecoeeiererecnene. 20
The Finnish Safety and Chemicals Agency (TUKES) .....ccccocvrvrunnee. 20

Public Procurement in Finland 22
The Finnish National Law Regarding Public Procurement........... 23
DireCt ProCUrEMENT......c.cuiiieeee et es 24
Advertising Public CONtractS.......ccovvreieeeeeeeririreeeeeeeeseeeees 25
HILMA Notification System for Public Procurements. .................... 25

Market Entry Options 26
Digital Health Technology Assessment (HTA) ...cccoeveeeverierennne. 27

References 28




0]

troduction



THE SIGNIFICANCE of medical technolo-
gy is increasing rapidly as well as the de-
mand for MedTech solutions. Everyday
millions of people around the world use
medical devices to improve their lives.
There are hundreds of thousands of differ-
ent MedTech solutions available for almost
every possible ailment imaginable.

IN FINLAND, medical devices are a crucial
part of healthcare and without them, there
would not be any healthcare services to
speak of. The aging population is also a
factor that suggests that the demand for
medical devices will increase in the future
in Finland.

THE PURPOSE of this guide is to look at the
Finnish medical device markets. It will
give an understanding what is needed to
place medical devices on the Finnish mar-
kets. The guide will go through the basics
of the health care system in Finland, the
market size, the regulatory aspect need-
ed to consider as well as public procure-
ment and tenders in Finland and options
on how to enter the Finnish market.

THE GOAL is to go through the basics re-
garding the medical device market in Fin-
land and help to make informed decision
regarding market entry options.

SAILAB - MedTech Finland ry (ry = regis-
tered association) is an advocacy and in-
fluencer organization for health technolo-
gy companies. Sailab - MedTech Finland ‘s
goal is to provide patients, healthcare pro-
fessionals and other stakeholders with safe,
high - quality and innovative healthcare
technology solutions and related services.

SAILAB - MedTech Finland ry in develop-
ing Finnish social and health care, pro-
curement, promoting innovations, competi-
tion and cooperation between companies,

1.1

and influencing legislation and the devel-
opment of the industry. In Finland, Sailab

- MedTech Finland ry co-operates with all
bodies and organizations that influence
healthcare decision-making.

SAILAB - MedTech Finland ry is a member
of MedTech Europe.

MedTech Market in Finland

MEDICAL DEVICE markets in Finland are
changing, there is significant challenges
regarding the aging of the population. The
workforce is diminishing, and the num-
ber of elderly people is increasing rapid-
ly in Finland. This means that the need for
MedTech will increase during the com-
ing years as new innovations are needed
to handle the growing pressure regarding
the health care sector.

THE FINNISH medical device market was
valued at $0,99 billion in 2010, which in-
creased to $1,27 billion in 2017. The main
segments were cardiovascular devices,
diabetes care devices, in vitro diaghos-
tics, orthopedic devices and ophthalmic
devices.
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2.1

THE FINNISH Healthcare system is built
on universal healthcare model, by which
means that healthcare services are avail-
able to everyone who is residing in the
country. The constitution of Finland man-
dates that the public authorities shall guar-
antee for everyone adequate social, health
and medical services. In addition to this
there are number of different private
healthcare operatives in Finland.

The health and social
services reform

THE HEALTHCARE system is going through
a big change. The health and social ser-
vices reform will come into effect in the be-
ginning of 2023. The reform will restruc-
ture the organization of public healthcare
and social welfare in Finland. Rescue ser-
vices will also be restructured as part of
the reform.

CURRENTLY, THE municipalities and hos-
pital districts are responsible for orga-
nizing health, social and rescue services.
There are 309 municipalities and 20 hos-
pital districts in Finland in 2022. In future,
21 wellbeing services counties, which are
geographically quite similar to current
hospital districts, and the city of Helsinki
will be responsible for organizing the ser-
vices. The wellbeing services counties will
take responsibility for health, social and
rescue services and start operating on 1
January 2023.The municipalities will con-
tinue to organize certain services, includ-
ing child daycare, education, sports and
cultural services.

HEALTH SERVICES are divided into pri-
mary health care and specialized medi-
cal care. At the moment primary health

care services are provided at municipal
health centers. Primary health care re-
fers to the municipally arranged services
and they include monitoring of the health
of the population; promoting wellbeing
and health; prevention, diagnosis and
treatment of diseases, in particular public
health diseases.

SPECIALIZED MEDICAL care refers to sec-
ondary and tertiary health care, provided
by experts on medical (or dental) special-
ties. To a large extent, specialized medical
care is performed in hospitals, but it is also
offered as consultations to primary health
care.

THE REFORM of health and social ser-
vices will narrow the gap between pri-
mary health care and specialized medi-
cal care. It its likely that in the future, all
kinds of care will be provided by bigger
units where primary health care and spe-
cialized medical care are more integrated
and closer to each other.

SPECIALIZED MEDICAL care is usually pro-
vided at hospitals. The hospital districts
formed by municipalities are currently re-
sponsible for providing specialized med-
ical care in their area. In addition, joint
municipal authorities belong to five catch-
ment areas for highly specialized medical
care, which are formed around the Univer-
sity Hospitals of Helsinki, Turku, Tampere,
Oulu and Kuopio. The most demanding
treatment is provided in these.” After the
health and social services reform, five col-
laborative areas will be established based
on these catchment areas.



2.2

Private Social and
Healthcare Sector

PRIVATE SOCIAL and health services sup-
plement public services. Private service
providers, such as companies, associa-
tions and foundations, may sell their ser-
vices either to municipalities, joint munic-
ipal authorities or directly to clients.

THE DEMAND for social and health ser-
vices continues to increase due to popula-
tion ageing. To meet this demand private
services are needed in addition to public
ones.

service accommodation for older
people

home services for older people and
people with disabilities

child and youth institutional and fam-
ily care

child day care

physiotherapy services
consultations with doctors and dentists
occupational health care

A LARGE amount of private health service
providers operates in the large urban ar-
eas of southern Finland.

2.3

2.4

Largest Private Healthcare
Providers in Finland

THERE ARE three large private healthcare
providers in Finland and a number of
smaller operators.

TURNOVER IN 2017 was EUR 689 million, of
which corporate customers were 54%, pri-
vate customers 37% and public sector 9%

TURNOVER IN 2017 was EUR 424 million,
of which corporate customers were 14.9%,
private customers 16% and public sector
69.1%

TURNOVER IN 2017 was EUR 755.5 million,
of which health services were 70% and so-
cial services 30%.

Financing the Healthcare
System

FUNDING FOR social and health care in
Finland operates in several channels, so
that money for services is collected from
sources of use and allocated through ma-
ny different funding parties. The most sig-
nificant financiers are the state, munici-
palities, households, Kela, employers and
insurance companies.

SOCIAL AND health care is financed by
state and municipal tax revenues, statuto-
ry and voluntary insurance contributions,
employer contributions and customer
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contributions. The state finances services
through state contributions paid to munic-
ipalities. State contributions are not ear-
marked for a specific purpose, so state
funding works indirectly through munici-
pal decisions.

THE HEALTH and social services reform is
planned to change this. A parliamentary
committee has been set up to examine the
possibilities to simplify the multi-channel
funding.

CURRENTLY, MUNICIPALITIES finance
their own contribution to services mainly
through municipal tax revenues and con-
tributions from the state. Along with the
health and social services reform, the new
counties will be, at least initially, funded
completely by central government.

THE FUNDING system for health and social
services will be reformed and be based
on needs-based standardized criteria. The
right of counties to levy taxes will be ex-
amined in a parliamentary process.

KELA FINANCES social and health care
through the health insurance fund, the na-
tional pension fund, and the general social
security fund.

Healthcare Costs in Finland

IN 2019, Finnish healthcare expenditure
was 22 billion €. Compared to the pre-
vious year, health care expenditure in-
creased by 3.0%.

EXPENDITURE PER inhabitant was 3,983
€. The ratio of health care expenditure to
GDP increased by 0.2% from the previous
year, to 9.2% in 2019.

THERE WAS an increase in outpatient pre-
scription drugs (+10.1%), primary health
care (+4.6%) and expenditure on long-term
care and home care for the elderly and
disabled (+4.2%).

SPECIALIZED MEDICAL care (8 billion €) ac-
counted for the largest share of health care
spending individual item of expenditure.
Together with primary health care (3.4 bil-
lion €, incl. outpatient primary care, inpa-
tient care, oral health care, occupational
health care and student health care, and
purchasing services for municipalities and
associations of municipalities from private
individuals), they accounted for just over
half of all 2019 health care expenditure.
Expenditure on specialized medical care
increased by 2.56% compared to 2018.
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3.1

ON JANUARY 1, 2023 there will be 21 well-
being services counties and the city of Hel-
sinki in addition to five collaborative areas.

THE JOINT county authority for the Hos-
pital District of Helsinki and Uusimaa will
be responsible for organising demand-
ing specialised healthcare separately laid

down by law."®

Hospital distrcits
and Specialized
medical care areas
2020

Map nr. County

1. Helsinki

2. Vantaa-Kerava

3. Keski-Uusimaa
4, Itéa-Uusimaa

5. Kymenlaakso

6. Pé&ijat-Hame

7. Etela-Karjala

8. Etela-Savo

9. Pohjois-Karjala
10. Pohjois-Savo

. Kainuu

12. Pohjois-Pohjanmaa
13. Lappi

14. Keski-Pohjanmaa
15. Pohjanmaa

16. Etela-Pohjanmaa
17. Keski-Suomi

18. Pirkanmaa

19. Kanta-Hame

20. Lansi-Uusimaa
21. Varsinais-Suomi
22. Satakunta

23. Ahvenanmaa

Population
08/2020

656 970
273562
198 397
98 071
170121
199 249
127 299
141361
160 259
273597
71916
413 383
176 732
67 972
180 500
187 998
275013
520173
170 766
472 419
480 724
215 867
30074

23,

Pop. change
(%) 2010-2019

121
16,9
67
3,9
63
08
-4
9
2,9
16
87
44
36

1,9
-2,5
0,9
6,6
-7
"
35
-41
78

Source:

MDI (2020)
Hyvinvointi-
alueiden
alueanalyysi
1172020

Pop. change
(%) 2019-2040

16,3
176

99
9,9
1
n7
14,4
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Specialized Medical Care
Areas

HYKS ERVA-AREA is under the HUS pro-
curement. They are working under a cat-
egory model which is divided into seven
different groups:

Surgery, internal medicine and
cardiology

Anesthesia and intensive care
Radiation technology and imaging
Laboratory

Primary health care

Health and social services

Services and ICT

Each category team employs a catego-
ry manager and procurement experts.

IN ADDITION, a separately appointed ten-
dering team supports procurement cate-
gories in the tendering process.

THE PROCUREMENT and logistics services
are responsible for the hospital district’s

centralized procurement of equipment,
movables and services

storage of equipment

own and outsourced delivery logistics
doorman activity

messenger activity

mailing and copying.

Highly specialized medical
care is provided in five

collaborative areas.

THE PROCUREMENT process has been out-
sourced to Tuomi Logistiikka Ltd, which is
a publicly owned organization. The city of
Tampere is the majority shareholder with
50,2%, Pirkanmaa hospital district has
48,2% and others have 1,6%.

TUOMI LOGISTIIKKA Ltd is responsible for
the procurements and tenders of the hos-
pital district (excluding pharmaceuticals
and construction services).

PROCUREMENT HAS been outsourced to
Sansia Ltd. Sansia Ltd is publicly owned
company, that produces procurement and
transportation services to dozens of public
organizations all over Finland. The biggest
shareholders are Northern Savonia hospi-
tal district and the city of Kuopio.

SANSIA LTD is a non-profit limited liability
company. Finance for operations comes
from service fees from sales contracts and
it is based on the number of procurements.

IN 2020 Sansia Ltd had 2202 active pro-
curement contracts and they published
284 new tenders.

IN OoYs ERVA-district, the procurements
are made by their own procurement ser-
vices. The procurements of the whole
hospital district are made centralized
by the procurement office (excluding
pharmaceuticals).

PROCUREMENT SERVICES carry out ten-
dering together with user experts, pre-
pare / make the procurement decision, no-
tify the parties of the decision and act as
an expert in procurement-related matters.
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Finland is Aging

POPULATION IN Finland is aging rapid-
ly, and by 2030, it is estimated that one
in four people in Finland, will be over the
age of 65. The development of this can be
demonstrated by the following chart.

Population and population
projection by age group

o Thousands persons

Agel5to 64 —

Age 65 and over

Age under 15
1890 1870 1910 1930 1950 1970 1990 2010 2030 2050 2070

THE BIRTHRATE in Finland is also declining
and life expectancy is increasing so this
effects greatly to the current situation re-
garding the aging of the country.

Life expectancy

Age| Male Female Male Female Male Female

O | 741 | 810 | 767 | 832 | 792 | 845
10 | 646 | 714 | 670 | 735 | 694 | 747
20| 548 | 615 | 572 | 636 | 596 | 64,9
30 | 454 | 517 | 478 | 53,8 | 501 | 55/
40 | 36,1 | 421 | 383 | 44,0 | 406 | 453
50 | 273 | 327 | 293 | 346 | 313 | 357
60| 192 | 237 | 211 | 255 | 22,6 | 26,5
70 | 120 | 152 | 13,8 | 170 | 149 | 178
80| 66 8.2 76 94 84 | 10,2

THE AGING of the population also means
that there is a huge increase for the need
of elderly care in Finland. As there are lim-
ited number of healthcare professionals

to take care of the aging population, Med-
Tech industry has a chance to offer solu-
tions to ease the workload of the health-
care professionals.

Chronic Diseases in Finland
in Relation to MedTech
Solutions

CHRONIC DISEASES and conditions which
often also have a high mortality rate are
important public health issues. On a gen-
eral level, they affect working capacity,
and their treatment requires the use of
MedTech solutions such as pacemakers
and insulin pumps as well as many other
solutions provided by the medical device
industry. These chronic diseases have a
high burden for the national healthcare
sector and as a result also for the nation-
al economy. By offering solutions to man-
age these diseases, MedTech industry can
have a positive effect on national level not
just economically, but also by improving
people’s life quality.

Cardiovascular diseases
Diabetes

Asthma & allergies,

Chronic respiratory diseases
Cancer

Memory disorders
Musculoskeletal diseases

ALSO, CASES of inflammatory bowel dis-
eases are on the rise in Finland as well
as ophthalmopathy diseases are high in
Finland.

IMPORTANT PUBLIC health issues change
over time. With the rapid decline in
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infectious disease mortality, chronic dis-
eases and accidents have become the
leading causes of premature death in Fin-
land. Over the past few decades, the mor-
tality rate of these causes has decreased,
which has resulted in a significantly lon-
ger life expectancy.

Occurrence of Chronic
Diseases

THE MOST common cardiovascular diseas-
es include ischemic heart disease, conges-
tive heart failure and disorders of the ce-
rebral circulation. In Finland, pacemakers
are placed on more than 6,500 patients
annually, and in 2018 it was estimated that
there will be a total of 50,000 to 60,000
patients with pacemakers in Finland.

THE NUMBER of deaths from cardiovascu-
lar diseases has decreased considerably
since the 1970s, they still cause less than
half of the deaths of working-age people in
Finland. Cardiovascular diseases are the
leading cause of death in Finland. Mortali-
ty from cardiovascular disease has contin-
ued to decline. While in 2012 there were
almost 12,000 deaths from coronary heart
disease, in 2018 about 9,500 people died
of coronary heart disease in Finland. In
2018, approximately 173,000 Finns had a
special right to compensation for coronary
artery disease medication.

IN 2018, approximately 27,000 Finns were
entitled to special compensation for heart
failure medication.

IT IS estimated that there were about
100,000 people with cerebrovascular

disorders in Finland in 2015. About 18,000
Finns have a stroke and about 1,800 Finns
have a cerebral hemorrhage each year.
About 2,500 people have a recurrent
stroke within a year. Transient cerebrovas-
cular accident (TIA) affects about 5,000
people. A total of 25,000 Finns suffer from
cerebrovascular disease each year, i.e., 68
people every day. Approximately 4,500
people die of cerebrovascular disorders in
Finland every year. Cerebrovascular dis-
orders are the third most common cause
of death in Finland.

DIABETES IS the fastest growing disease
in Finland and the world. It s treatment
costs account for about 16% of Finland’s to-
tal healthcare expenditure. The number
of people with type 2 diabetes in Finland
grew rapidly in the early 2000s: the num-
ber of people who used medicines with a
special right to compensation doubled in
12 years. Type 1 diabetes will also increase
by a third in 10 years if the current trend
is maintained.

FINLAND HAS a population of 5.5 million.
There are about 50 000 people with type
1 diabetes and about 400 000 people with
type 2 diabetes in Finland. About 4 000
children under the age of 15 have diabe-
tes. The number of undiagnosed cases of
type 2 diabetes is estimated at between
50 000-100 000.

THE INCREASE of diabetes cases opens
more opportunities for MedTech compa-
nies to offer their innovations to the benefit
of the patients suffering from diabetes.

CHRONIC OBSTRUCTIVE Pulmonary Dis-
ease (COPD) is a common preventable
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disease that needs to be treated. It is es-
timated that 200,000 people on Finland
suffer from COPD. COPD is more common
with men than women. COPD is rare in the
working age population. It is reported that
5% of men and 2% of women between the
ages of 60-69 suffer from COPD. With the
age group of 80 and over the numbers are
9% for males and 4% for females.'®

SLEEP APNEA is a common respiratory
disease in Finland. 9-24% of Finnish pop-
ulation suffer from sleep apnea. It is most
common between the ages of 40 and 65
but it can affect all people regardless of
age and it occurs in both men and women.
Severe sleep apnea is treated with CPAP
device."”

THE INCIDENCE of allergic diseases in Fin-
land is high and has increased in recent
decades. Asthma affects 10 percent of men
over the age of 30 and 14 percent of wom-
en. Asthma medication is used by 7 per-
cent of men over the age of 30 and 10 per-
cent of women.'®

Cancer

THERE WAS a total of 35,327 new cancer
cases diagnosed in Finland in 2019. Of
these, 16,987 were diagnosed in women
and 18,340 in men. The number of people
who died from cancer in 2019 was 13 085.
Nearly 300,000 Finns with cancer were
alive at the end of 2019: 56% were women
and 44% were men. The five-year relative
survival ratio of cancer patients followed
up between 2017 and 2019 was 70%."°

IT HAS been predicted that by 2035 the oc-
currence of cancer cases will almost dou-
ble in the age group of 76 and over and
that there would be a 4% increase in the
number of cancer cases in age group O to
64.7°

OTSIKKO?

Women

Breast

Colon and
rectum

Lung, trachea

Mature B-cell
neoplasms

Corpus uteri

Melanoma of
the skin

Skin, squamous
cell carcinoma

Ovary etc.
Pancreas

Thyroid gland

Bladder and
urinary tract

Kidney

6000 4000 2000 0

Number of cases

Men

Prostate

Colon and
rectum

Lung, trachea

Bladder and
urinary tract

Skin, squamous
cell carcinoma

Mature B-cell
neoplasms

Melanoma of
the skin

Kidney
Pancreas
Liver
Stomach

Oesophagus

6000 4000 2000 0

Number of cases




THE ESTIMATED number of people with
memory-related diseases living in Finland
is 193 000. Approximately 14 500 Finns
develop Alzheimer’s or a related disease
yearly. At the moment, there are approx-
imately 7 OO0 Finns with memory distur-
bances under the age of 65.

THE NATIONAL goal is to enable older peo-
ple to continue living at home for as long
as possible, even until the end of their lives.
When a person needs care, they can get
it at home or in a home-like environment.

OFTEN, HOME care and other support pro-
vided at home consists of services pro-
vided by public and private parties and
organizations. A network that consists of
professionals, family members and volun-
teers can fulfil the older person’s wish to
live in his or her own home.

ONE COULD assume that this would mean
the increase of the demand for MedTech
solutions to help elderly people to keep liv-
ing their lives to the fullest while staying
home and that the need for hospice care
would not be needed until the last resort.

IN FINLAND, about one in five people of
working age suffers from musculoskeletal
disorders. Musculoskeletal disorders typ-
ical of working age include various back,
neck and shoulder ailments. Osteoarthritis
is also common. With age, the ailments be-
come more common and especially the os-
teoarthritis of the knee and hip as well as
the fragility of the bones and the resulting
fractures increase.

MUSCULOSKELETAL DISORDERS were the
most common reason for the start of the
sick pay period paid by Kela (The Social

Security Institution of Finland) in 2016.
They were the cause in 30 percent of sick
pay periods. In total, Kela paid EUR 774
million in sickness benefits in 2016.

IN 2019, there were a total of 10,443 hip
arthroplasties and 13,425 first operations
of artificial knee joints. Hip surgeries in-
creased by 3% for first time surgeries and
knee surgeries by 5.6% for first time sur-
geries compared to 2018. The most com-
mon cause of first surgeries was osteoar-
thritis (87% of hip surgeries and 94% of
knee surgeries).

INFLAMMATORY BOWEL disease is com-
monly referred to as IBD. Chronic inflam-
matory bowel diseases include Crohn’s
disease and ulcerative colitis. IBD is be-
coming more common. At the end of 2020,
there were almost 54,000 people diag-
nosed with IBD in Finland, and more than
2,000 Finns are diagnosed each year.

IN FINLAND, the most common cause of vi-
sual impairment is macular degeneration,
ie degeneration of the fundus.

OTHER CAUSES of visual impairment in
adulthood include diabetic fundus chang-
es, glaucoma, or retinitis pigmentosa, and
other hereditary fundus degenerations
that often cause visual impairment in
young adulthood.

AGE-RELATED DEGENERATION is the most
common severely debilitating disease in
the elderly in the West. There are more
than 100,000 people with age-related de-
generation in Finland. Approximately one-
tenth of those over 60 years of age and
about one-third of those over 80 years of
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age are estimated to have age-related mac-
ular degeneration.?’

ONE IN two people with type 1 diabetes is
estimated to have at least mild diabetic ret-
inopathy. About one in four people with
type 2 diabetes has changes in diabetic
retinopathy.**

IN 2016, there were approximately 90,000
glaucoma patients in Finland who had a
special reimbursement for glaucoma med-
ication granted by Kela. Most patients are
over 65 years of age. It is estimated that in
the West, only half of patients with glauco-
ma know they have it. Glaucoma is diag-
nosed in about 2,500 people in Finland ev-
ery year.”’

Chronic diseases have a high
burden for the national
healthcare sector and as a
result also for the national
economy. By offering
solutions to manage these
diseases, MedTech industry
can have a positive effect
on national level not just
economically, but also by
improving people’s quality
of life.
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CURRENT CARE Guidelines (Kaypa
hoito -suositukset) are independent, evi-
dence-based clinical practice guidelines.
These national guidelines cover important
issues related to Finnish health, medical
treatment as well as prevention of diseas-
es. The guidelines are intended as a basis
for treatment decisions, and can be used
by physicians, dentists, healthcare profes-
sionals and citizens.

THE GUIDELINES are developed by the
Finnish Medical Society Duodecim in as-
sociation with various medical specialist
associations. The Current Care editorial
team are responsible for the production
of the guidelines. The guidelines are pro-
duced with public funding,.

MEDICAL TECHNOLOGY is an area that is
highly regulated in Finland. One must ful-
fill several different regulations to place
your product on the market.

THERE ARE new EU regulations that needs
to be complied with to place devices in the
Finnish market. The new Medical Devices
Regulations (EU) 2017/745 (MDR) and the
Regulation on In Vitro Diagnostic Medical
Devices (EU) 2017/745 (IVDR) replace the
Medical Devices Directives MDD 93/42 /
EEC, AIMDD 90/385 / EEC and IVDD 98/79
/ EC.

The application of the MD regulation
EU / 2017/745 will start from 26.05.2021
The application of the IVD regula-

tion EU / 2017/746 will start from
26.056.2022

4.1

FIMEA Finnish Medicine
Agency

FIMEA, FINNISH medicine agency, is an ad-
ministrative authority of the Ministry of So-
cial Affairs and Health, which supervis-
es medicines, blood and tissue products
and develops pharmaceutical sector. It is
the regulatory body for which one must
comply to place devices into the Finnish
markets.

TO PLACE a medical device on a market
one must first make sure that it will com-
ply with all the relevant regulations. The
manufacturer must draw up a declaration
of conformity and affix the CE marking on
the device to demonstrate conformity.

PLACING A new product on the market re-
quires that the manufacturer has the nec-
essary documentation for evaluation and
verification of product conformity. For a
product to be considered a medical de-
vice, the manufacturer must be able to
demonstrate that its intended purpose
complies with the definitions laid down in
the regulations.

ONCE THE product’s intended purpose
has been defined, the requirements and
procedures set out for the product to es-
tablish conformity must be followed. The
manufacturer must, for example, define
the product’s intended purpose, classify
the product in the correct category in ac-
cordance with the principles laid down in
the regulations, demonstrate that product
requirements have been fulfilled, evaluate
the product risks and present measures
for their elimination.

MORE INFORMATION can be found at
FIMEA (some info can be found in English,
more detailed info is in Finnish).
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Registrations

BEFORE PLACING medical devices on the
market or making them available, the op-
erator must notify Fimea of its activities
and devices. Registration of medical devic-
es should be done in two steps.

THE OPERATOR registers in either the Eu-
damed database or the Fimea CERE regis-
ter, depending on the role of the operator.

1. ONREGISTERED, THE operator will
receive an SRN number from the Eu-
damed database or a reference num-
ber provided by Fimea to the operator,
which the operator must use when reg-
istering the devices.

2. THE OPERATOR registers his medical
devices related to the operation in the
Eudamed database or in the Fimea
CERE register, depending on the role.

EUDAMED OR Fimea notification forms
must be used when reporting information.
The forms contain the information to be
provided in the notifications.

OPERATORS SUBJECT to notification must
keep the information they notify Fimea up
to date. Changes in registered data and de-
letions of operators and equipment must
be notified to Fimea without delay.

entitled to represent the company or
trader

an authorized representative of the
manufacturer, or

any other party responsible for placing
the healthcare device or supply on the
market.

4.3

4.4

MORE INFORMATION can be found at
FIMEA website (in Finnish).

Radiation and Nuclear
Safety Authority (STUK)

(STUK) SUPERVISES radiation and nuclear
safety in Finland. The purpose of STUK is
to protect people, society, the environment
and future generations from the detrimen-
tal effects of radiation. Radiation is utilized
in health care, industry and research

THE USE of radiation is monitored to en-
sure the radiation exposure of patients
and staff is as low as possible. The benefits
yielded by radiation use must outweigh its
harmful effects. These goals are attained
by educating the users of radiation, set-
ting up appropriate guidelines and main-
taining the condition of the devices. STUK
grants licenses for the use of radiation and
carries out regular inspections in work-
places where radiation is used.

The Finnish Safety and
Chemicals Agency (Tukes)

THE FINNISH Safety and Chemicals Agen-
cy (Tukes) is a licensing and supervisory
authority that promotes the safety and re-
liability of products, services and industri-
al activities. Information can be found for
example regarding medical devices under
REACH and CLP.
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PUBLIC PROCUREMENT procedures must
be carried out in accordance with na-
tional procurement legislation and the
procurement directives of the European
Union. The main purpose of procurement
regulation is to increase the efficiency of
the use of public funds and to enhance the
competitiveness of European businesses -
including Finnish undertakings.

THE REGULATION strives to secure the free
movement of goods, services, capital, and
labor. These are the fundamental free-
doms laid down in the Treaty establishing
the European Union.

Transparent and efficient tendering
Equality and non-discriminatory treat-
ment of tenderers.

COMPETITION IN tendering procedures
opens opportunities for contracting au-
thorities to conclude as economically ef-
ficient purchases as possible. The princi-
ples of equality and non-discrimination
require that tenderers are treated equally,
and contracts are awarded based on pre-
viously indicated criteria.

The most economically advantageous
tender or
The lowest price

IF THE contract is awarded based on the
most economically advantageous tender,
tenders are measured against previously
indicated comparison criteria.

The Finnish National
Law Regarding Public
Procurement

IN THE Finnish National Law on Public Pro-
curement and Concessions the aim of the
law is to increase the efficiency of the use
of public funds, to promote high-quality,
innovative and sustainable procurement,
and to ensure equal opportunities for com-
panies and other entities to provide goods,
services and works in public procurement
tenders.

PROCUREMENT ENTITIES shall endeavor
to organize their procurement activities in
such a way that procurement can be car-
ried out as economically, qualitatively and
systematically as possible, taking advan-
tage of existing competitive conditions and
taking into account environmental and
social considerations. To reduce the ad-
ministrative burden of procurement, pro-
curement entities may use framework ar-
rangements as well as joint procurement
or other opportunities for cooperation in
public procurement tenders.

PROCUREMENT MUST be carried out as
appropriate entities. Procurement must
be organized in such a way that small
and medium-sized enterprises and oth-
er entities have equal access to tenders
with other parties who are participating
in the tenders. In the case of contracts be-
low the national thresholds referred to in
this Act, efforts shall be made to consider
sufficient transparency and non-discrimi-
nation in relation to the size and scope of
the contract.



5.2

60,000¢€ for supplies, services and de-
sign contests, subject to paragraphs 3
and 4

160,000¢€ for construction contracts
400,000 for the procurement of so-
cial and health services referred to in
points 1to 4 of Annex E

300,000€ for the procurement of other
specific services referred to in points 5
to 16 of Annex E

500,000 in concessions

Direct procurement

IN DIRECT procurement, the contract-
ing entity negotiates the terms of the con-
tract with the suppliers of its choice with-
out publishing a procurement notice in
advance.

1. NO REQUESTS to participate or tenders
or suitable requests to participate or
tenders have been received in an open
or restricted procedure; an additional
condition is that the original terms of
the invitation to tender are not substan-
tially altered.

2. FOR TECHNICAL or exclusivity reasons,
only a certain supplier may carry out
the procurement; an additional condi-
tion is that there are no sensible alter-
natives or substitutes and that the lack
of competition is not due to an artificial
narrowing of procurement conditions.

. THE PURPOSE of the acquisition is to

create or acquire a unique work of art
or artistic performance.

. THE CONCLUSION of the contract is ab-

solutely necessary, and the time limits
laid down cannot be complied with
because of extreme urgency brought
about by unforeseeable circumstanc-
es beyond the control of the contract-
ing entity.

. THE GOODS to be procured are man-

ufactured solely for the purpose of re-
search, experimentation, product de-
velopment or scientific purposes and
are not mass production in order to
ensure the economic viability of the
manufacture of the goods or to cover
research and development costs.

. THE PROCUREMENT concerns goods

listed on the commodity market and
procured therefrom.

. THE GOODS are procured particularly

advantageously from a supplier, liqui-
dator or liquidator who ceases to carry
on business as a result of insolvency
proceedings, an arrangement or simi-
lar proceedings.

. IT IS a service contract which is made

on the basis of a design contest and
which, in accordance with the rules
of the design contest, must be per-
formed with the winner of the contest
or, if there are several winners, with
one of them; in this case, all winners
must be invited to take part in the
negotiations.



5.3

IN ADDITION to the provisions of section
109 (2), a contracting entity may make a
direct procurement in individual cases for
social and health service procurements in
accordance with this chapter if organiz-
ing a tender or changing service provider
would be manifestly unreasonable or par-
ticularly inappropriate to secure a signifi-
cant care or customer relationship.

MORE INFORMATION can be found at FIN-
LEX (in Finnish).

Advertising Public Contracts

IN ACCORDANCE with the provisions laid
down in section 58 of the Act on Public
Contracts and section 62 of the Act on
public contracts in the utilities sector, con-
tracting authorities are under an obliga-
tion to advertise their contracts.

CONTRACTING AUTHORITIES within the
meaning of the Act on Public Contracts in-
clude the following:

State and municipal authorities and
joint municipal authorities

the Evangelic Lutheran Church and
the Orthodox Church and parishes
and other authorities thereof

state enterprises and bodies governed
by public law

Any purchaser if it has received more
than half of the value of the contract in
aid for the award of the contract from
the contracting authorities referred to
above

5.4

HILMA Notification System
for Public Procurements

IF OPERATING in the Finnish MedTech mar-
kets, one must be aware of the HILMA sys-
tem. It’'s necessary to keep a close eye on
the HILMA database, so that one does not
miss the advertised public contracts. The
obligation to advertise public contracts is
met by publishing a notice in HILMA, the
free electronic forum for publishing con-
tract notices, maintained by the Ministry of
Economic Affairs and Employment.

BUSINESSES CAN use HILMA to acquire re-
al-time information about ongoing procure-
ment procedures and prior information
about future procedures. The obligation to
advertise public contracts in HILMA cov-
ers contracts exceeding national and EU
thresholds. Neglecting to advertise consti-
tutes a procedural error which may lead to
the cancellation of the award decision by
the Market Court. Contracts below nation-
al thresholds can also be advertised in HIL-
MA, even though it is not mandatory under
the procurement legislation. Notices can be
published either in Finnish or in Swedish.

Prior information notice

EU contract notice

EU contract notice, utilities sectors
Contract award notice

Contract award notice, utilities sectors
Voluntary ex ante transparency notice

HILMA FORWARDS the notices to the Sup-
plement to the Official Journal of the Eu-
ropean Union (S series) and the TED da-
tabase. Other EU notices are published
via the Simap website, maintained by the
Publications Office of the European Union.
Further instructions on the publication of
public contracts and filling in the forms
are available on the HILMA website (in
Finnish).
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6.1

THERE ARE various ways to enter the mar-
kets and each company must weigh their
options and choose what would be the ide-
al market entry strategy for them. One of
the most common way to enter new mar-
kets is through distributors or agents. Oth-
er options for market entry strategies
could be for example partnering with an
established company in Finland, having a
joint venture, buying a company or piggy-
backing approach.

SAILAB - MedTech Finland is working
on listing all appropriate distributors in
Finland.

OF COURSE, there are also options for go-
ing big early in the form of turnkey project
or greenfield investment approaches.

Digital Health Technology
Assessment (HTA)

THERE IS also a digital tool for health tech-
nology assessment (HTA). Digi-HTA is a
recommendation developed on behalf of
the Ministry of Social Affairs and Health,
which enables healthcare to obtain a re-
liable and impartial assessment of the
suitability of a company’s product to sup-
port decision-making. The recommenda-
tion process is becoming established as
a national function for digital healthcare
solutions.

DIGI-HTA ASSESSMENT is free of charge
for technology companies and healthcare
providers:

The company produces information

on its own product through question-
naires. The amount of work required
is about one working day. Performing

an evaluation opens up an opportunity
for the company to develop the service
and self-evaluate.

All healthcare professionals need to do
is require a Digi-HTA assessment from
the company, for example, when con-
ducting a market survey, before pro-
curement, in connection with procure-
ment, or when starting to pilot services.
Healthcare professionals can also use
existing Digi-HTA recommendations
for the above uses.

THE DIGI-HTA assessment is based on the
information provided by the company
about its product as well as a literature re-
view. Based on this information, a Digi-HTA
recommendation for the product is issued.
The Digi-HTA criteria and evaluation pro-
cess is suitable for the evaluation of dig-
ital medical devices for healthcare and
well-being, as well as digital non-medical
devices / solutions.

MDD / MDR guarantee CE marking (mar-
keting authorization in the EU), Digi-HTA
assessment complements this by bringing
information about the product:

effectiveness

costs

security

usability and accessibility

security and protection

as well as all key issues to consider
when deploying the product (e.g. re-
quired maintenance process and IT
changes, integration with other sys-
tems, product support, training, etc.).

Sailab — MedTech Finland
is working on listing all
appropriate distributors in

Finland.
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