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* Introduction to us — Mads & Lene

* Introduction to Medtech Denmark & our members
* The Danish Healthcare System

* Market Acces in Denmark

« Q&A




MedTech Denmark / Medicoindustrien

The industry organization for companies, which develop,
manufacture or sell medical devices in Denmark

* A broad member base:, app. 250 companies:
*  Danish manufacturers
*  Subsidiaries of international manufacturers and distributers
e  Start-ups
* Consultancies within MedTech

J Main focus:

* We take care of the political interests of the member companies, both on a national
level and in regard to EU-regulation, based on input from the companies

*  We have more than 20 network and expert groups, where people from the industry
meet to discuss specific areas relating to the industry

* We advise our members on tenders, regulatory challenges, and market access.

*  Ourtraining department MedTech Academy offers around 60-80 medtech-specific
courses per year, primarily targeted at our member base.

= Areas that we cover:
= Market Access in Denmark
. Sector specific and horizontal regulation in the EU

. General framework conditions in regard to innovation, uptake, R&D, production, and
export
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Denmark’s
Healthcare System






Challenges in
Denmark
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The Danish health system - Key features

Source: The Ministry of Health

84% 16%

Universal coverage

Self-funded coverage

A [ A

Dentist Medication Corrective lenses
outside hospital Hearing aids




Healthcare
Expenditures

Hospitals {including psychiatric hospitals and hespital medicings)

14,826,201
Primary sector practitioners 1,563 181
Medicine 1,060,738
subsidies
Other (administration, IT etc.} 769,388
Healthcare expenditures — total 18,225,008

Primary sector’s share of total expenditures

16%













GPs are the main entry
point

@
Out-af-hours
Larrica or H2
The vast majority of
medlcal cacos ars
handled by GPx
withaut refarral
- L
(N ' ’
Pationd
Family docter
{GF}
—

B
|

)
C¥)

e
b

@EII:II:"

©

Emergency
Caparimant

Ooo

ooo

Hoxplta

@

N
Q

Privata
Hozpltals

15‘;2_)







Cross-sector
collaboration

The challenge of coordination

between sectors

® =D

Home care Prevention
Community Rehab
psychiatry % M,
— Uny;
. EELE ~< o
’ SN0,
’ N
P \N 2
’ '’
[+ ' \
7 o ! \
T o 1
Q !
Out-patient o 1
treatment 3 1 Point of
: contact
L« @?
& .
L S ~ ’ ‘ <
Specialists — SQ____ . - e‘o\(@
Ge“ .(\o
oo\\ Gatekeeper to
— Py healthcare
® services
Q090
Jifusli] 202
Hospitals

Coordinator

Psychiatry of treatment



The private sector
handles fewear

complex surgeries

Private hospitals

Every 10th doctar at
Denmark™ haspltals
have a second job at 8
private haspltal

Approximately 107% of the

surgeras in Danmark were

patformed at a private
hospital in 2023 compared to
2% 20 years ago
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Basic Requirements for Market acces in Denmark

e CE-mark

* Registration in Denmark:

Manufacturers, authorised reps, importers and distributors and
specialised retailers within medical devices established in
Denmark need to register to the Danish Medicines Agency, DKMA.

« Language requirements:

— Danish on labelling & IFU for both lay and professional
users

— Derogation is possible, however, rarely granted
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Market Access in Denmark — a tender based market!

A broad landscape of stakeholders that differs across device categories.
* Public healthcare system: EU Procurement Directive dominates!

e 3 procurement sectors:

* Regions (4 new structure/

5 old structure) THE STATE
° iCi iti Maorthemn itlamnd Cantral Jutland SOUERE
Municipalities (98) P e i it bt e
* Private ho§pltals | T e ourc
and MD-clinics (minor) o Bt e feguas

and Mn}uiﬁm

* Centralised procurement body: SKI
98 municipalities
some assistive devices and
certain types of equipment used in

primary care

* Centralised procurement body: Amgros (medicines, hearing aids and some additional devices)
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Purchasing power IS becoming France has the highest average tender size, reaching €24.6 Mn

= The averags tandar 5ion 03:0ms ofl cowntiies bs saprackeioly €26 M

increasingly concentrated in the g e S N O O S
medtech sector, while the companies s g

remain relatively small

 Small and medium-sized enterprises face intense
competition.

 Small companies often need to adapt their products and
processes to meet tender and regulatory requirements.

 Ofthe 407 tenders published in Denmark under CPV
33100000 in 2024, 76 were valued at over 5 million euros.

* VBP approach is limited by governmental economic
agreements with regions and municipalities

- The VBP approach demands a tighter connection between i 2 -iﬁ‘."} medical technology
procurement (buying) and operation (doing) — however the LTSSl ¥ companies in Europe
two follow separate budgets (stipulated by the economic . 90% SMES
agreements)
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Purchasing expenses remains low even
if activity & number of patients treated

Keep rising..... "

Graf from the latest purchasing strategi from the Regions.

https://www.e-pages.dk/reqgioner/177/

Udviklingen i sygehusaktivitet, antal patienter og indkebsudgifter
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https://www.e-pages.dk/regioner/177/
https://www.e-pages.dk/regioner/177/
https://www.e-pages.dk/regioner/177/

The Danish App Board

https://laegemiddelstyrelsen.dk/da/udstyr/naevnet-for-sundhedsapps/

Scope: Health Apps — CE-marked & non-CE-marked
Not really a market acces route
However, an app can get recommended

Denmark does not currently have a DiGA

'3;;'

LECEMIDDELSTYRELSEN
EAVIEN MEDIMLL ALANTS

A

Navnet for Sundhedsapps

Fare o There dasriiere beugor iver dag, suodbodsaops pl dures smantphoon, Lkt
Slar e ancken plattan, Sendbedckapys Swer on lang rakie rpe muligheder -

pasempedten | af mpration H ensund Syt forebygeende sundhradstibag

ey iulighed foe at Telge ot spgdomaiorieby. Indesrigs of sundhedosirgileren
MEDICO nedear Nayne dor Saoectnedeapps, der v ersr og ansefaler undhadoappe 1
INDUSTRIEN borgers og smdbedspersener

MEDTECH DENMARK
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https://laegemiddelstyrelsen.dk/da/udstyr/naevnet-for-sundhedsapps/
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https://laegemiddelstyrelsen.dk/da/udstyr/naevnet-for-sundhedsapps/
https://laegemiddelstyrelsen.dk/da/udstyr/naevnet-for-sundhedsapps/

Conluding remarks and Q&A
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