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There is a big difference between obtaining regulatory approval
and obtaining market access

Regulatory Approval ¢ Market Access
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"g A long list of CE marked and FDA approved technologies never
achieved market access!!
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Let’s understand the reasons!
'.b Learnings you should have obtained at the end of this session

1. Understand why many CE marked technologies had a difficulty to obtain market access and
reimbursement

2. The key criteria used to prioritize the proposed markets of entry for a technology.

3. Understand how market access and reimbursement parameters affect a technology pricing
strategy

4. The importance of a clearly defined value proposition of your technology and the need for
clinical and health economic evidence to back this up

5. Understand that the time and resources required to obtain market access and optimal
reimbursement will vary significantly depending on the technology and market, and

In general, to gain an understanding of the meaning and relevance of the basic, universal,
concepts of Medtech Market Access
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@ Contents

1. Role of Coding, Coverage and Payment on Market Access Strategy

2. Market Access Strategy Development
- Timeline

- Stakeholders & Value Proposition

3. Market Access Tools:

- Clinical & Economic Evidence
- Health Technology Assessments

- Clinical guidelines

Section questions will provide you with the key areas of focus for a market access
and reimbursement strategy
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<, 'nallmarkets the entities that will acquire your technologies are funded either by public
"b payers, private payers or patients. These funds are used to acquire medical tfechnologies

=P Public Funding Stream
=P Private Funding Stream

Example of Private and Public Care Provider Funding Options

Taxes

Population

EN S

Regional Health
Administrations

Government
(Ministry of
Health)

______1

Primary Care Centers

Public Hospitals

Other Public Care
Facilities

Pharmacies

Private Hospitals

Private Clinicians

I
I
I
I
I
L
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'.g In all markets the entities that will acquire your technologies are funded either by public
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= payers, private payers or patients. It is key to understand the funding pathways.

Example of Private and Public Care Provider Funding Options

=P Public Funding Stream Regional Health

Taxes Government Administrations

=P Private Funding Stream

(Ministry of
Health)

F______

[
|
|
[

Other Public Care I
[

Population

Facilities

EN S

>

Pharmacies

I Private Hospitals I
' |
Health Insurers _I Private Clinicians I

h______
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& Public sector healthcare funding maintains a dominant role in most EU
< markets. Some markets also present an opportunity for private sector funding.

20

Sources of Healthcare Financing as a % of Total Healthcare Expenditure

United Kingdom

Spain

Netherlands

Italy

Germany

France

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

M Government / Compulsory Schemes B Voluntary Schemes B Out-of-pocket

Most EU countries rely on a mix
of private and public funding.

Public funding is used to cover
“medically essential care”.

Private funding is usually
concentrated in certain elective
areas.

Few countries rely heavily on
private funding for medically
essential care

Markets are characterized by
stable or reduced healthcare
expenditure
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& Market Access and Reimbursement consist of 3 core elements:

= Coverage, Coding and Payment

Core Elements of Market Access and Reimbursement: Coverage, Coding, and Payment

Coverage Payment

Often Separate
___________ The amount paid for a

product, service or procedure.
Organized around codes in
some markets.

The criteria under which a
product, service or procedure
will be paid.

Coding

Mechanism by which a
product, service or
procedure is identified.

Step 1:
Understand the impact of these elements on your particular technology in each market

Separate but related processes
and requirements

Very few countries decide all
three factors under a single

process or by a single agency.

Market Access of innovative
technologies can fail due to any
one of these elements.
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& Coverage: Most countries define a basket of basic
healthcare services for coverage from public funds

Spain public sector coverage

e

™ NAORC4:=

GOBIERNO  MINISTERIO MINITERIO MINITERIO % ‘
DEESPANA  DESANIDAD DEDERECHOSSOCIALES  DE CONSUMO o
¥ AGENDA 2030 AGENDA

(©) SERVICIOS AL CIUDADANO | ((@) SEDE ELECTRONICA

== ORGANIZACION ~SANIDAD ~CONSUMO & SERVICIOSSOCIALES & PRENSA A partcipacien pblica

en proyectos normativos

Contenido de la Cartera de servicios

> Prestaciones de salud pablica > Prestacion farmacéutica.
L — : . Prsctn s s utos s st s ot i
1) Atencion especializada. 1> Prestacion de productos dietéticos (dietoterapicos complejos y nutricion enteral domicliaria)

> Atencion de urgencia > Prestacion de transporte sanitario.

Spain private sector coverage ~ BD N \S A dCQlElS MAPFRE
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Private insurance companies offer health insurance covering a predefined basket of services

Spain: “Common Services
Portfolio” contains all healthcare
services covered with public
funds for Spanish citizens

Regions are allowed to cover
additional health services
through regional portfolios

Cosmetic surgery / Dental care
are not “covered”!

>3
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& Coverage: In some markets, regions are free to cover health services in

=~ addition to a national basket

Italy public sector coverage

Ministero della Salute

Servizio sanitario nazionale: i
LEA

Home / Argomenti - | Livelli essenziali di assistenza (LEA)

| Livelli essenziali di assistenza (LEA)

&’
LV KE

CosasonoiLE
=

LEA, Regioni e Provin
tonom

@
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Seguici su: 9 Yy O ° in|
EEN -

Accesso alle prestazioni,
la tessera sanitaria

@

Italy: LEA “Essential Levels of
Assistance”

Example: “Intra Ocular Lens” (IOL):
Cataract surgery is covered by the LEA.
Refractive errors are not, but hospitals
in some regions may charge patients a
co-payment for refractive I0L’s
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Coverage: In some markets private insurance companies
co-define public healthcare coverage

Online treatment for mental
health

Do you need psychological assistance?
Then it is nice if you can get an

appointment fast. Via online treatment (e-

health) you can often start within a few
days.

o~ Zakelijk ~ ZZP  Zorgaanbieder ~ Over(Z
)

Wﬁé

%y,/ @  Zorgverzekering v Vergoedingen v CZExtra v  Service & Contact m

What will be reimbursed for an infusion pump? view the reimbursement in our
health insurance

What is reimbursed?

Do you have medication that you need to administer
continuously parenterally? Then you will receive full
reimbursement from your basic insurance for an
external infusion pump. The following components
are eligible for reimbursement:

Use and use of equipment

Materials for administration (for example syringes,
extension lines, needles, gauzes and gloves)

The batteries and charging equipment that come
with the initial purchase

Care and instruction

Telephone support by nurses

24-hour availability

Maintenance of the equipment

26

The Netherlands Public Sector Coverage

* Insurance companies cover mandatory Basic
Basket of Healthcare Services approved by the
Ministry of Health

* In addition, insurance companies are free to
offer supplementary services through
supplementary voluntary insurance packages
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Coverage of medical technologies is often subject to limitations
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Cochlear implants (pre) implant in children

Cochlear implant after-care in children

Replacement cochlear implant processor in children

Bilateral cochlear implantation in children only complies with
current scientific knowledge and practice and is therefore only
covered for bilaterally deaf and profoundly hearing-impaired
children up to the age of 5 (2012 position). Insured individuals
aged 5 to 18 may be eligible for a second cochlear implant
provided they meet the indication criteria of the CION guideline

(2014 position).
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=, Question; Is your fechnology covered in the market of interest in the public

'9 and / or private setting and at national and/or regional level?

29

* Public coverage decisions are taken at national - and regional — level, depending on the market

* Decisions are usually taken based on prioritization process of requests AND for political reasons

PrTec Prioritization Model Eligibility Criteria Weight
Pathology (severity, frequency, unmet need, vulnerability) 33
Comparative results (safety/effectiveness) 25.5
Economic impact (direct and indirect costs) 20.5
Implications of implantation (organizational, budget impact, ethical, social, legal 10.5

Dissemination (health / efficiency benefits; social, political or professional demand /

interest) 10.5

AVANI
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Sy

* To achieve coverage and reimbursement in Switzerland, an assessment will be conducted (by the BAG) of new

technologies seeking higher reimbursement through a GRADE evaluation.

Technology is Effective Technology is Appropriate

Objectively suitable in achieving
therapeutic benefit

Proven favorable ratio of benefit
and harm compared to alternative
therapies

Study parameters align with
established Swiss clinical practice

Assessment Objectives

Relevant and suitable for patients
compared to alternative
procedures,

Compatible with the legal
conditions, ethical and social
aspects or values and

Appropriate application in practice
are guaranteed

In Switzerland, the criteria to obtain coverage for novel technologies
rely on proven effectiveness, appropriateness and economic efficiency

* Comparable tariffs / cost

* Favorable cost-benefit ratio
compared to the alternative

* Cost implications for compulsory
health insurance are acceptable

AVANI
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Coverage: Questions to ask yourself for each market

The first step of a market access strategy requires defining the coverage limitations applicable to your

1. Coverage: Is your procedure or device “covered” in the target market

technology in each target market

In the public and / or private setting?

At national and /or regional level?

In the applicable setting of care (inpatient, outpatient, other)?

For the relevant indication / subset of patients?

What, if any, coverage limitations exist?

AVANI
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& Coding: In most countries coding is determined by setting of care and
~ technology type.

Setting of Care Type of Technology

Inpatient

Outpatient

Consumables

Implantables
 To understand which coding

Capital Equipment system applies we need to

identify where your technology is

Technical Aids used and the technology type.

Software (as a service)

eHealth

Homecare

Other?
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Coding for outpatient procedures
Outpatient procedures are usually coded in ambulatory care Fee Schedules

Netherlands Hospital Outpatient Fee Schedule
Passantenprijslijst 2025 - UMC Utrecht

Versie 1-jan-25
Ingangsdatum: 1 januari 2025
Einddatum: 31 december 2025 UMC UtrECht

Zorgproduct  Declaratiecode ZorgproductOmschrijving

OV 039507 Begeleiding en interpretatie farmacologische stress-test door cardioloog bij MRI-hart inclusief voor- en nabespreking met radicloog.

OWPRENIEX 039601 Onderzoek pevoeligheid allergenen dmw huidtest(s), met huidpriktests of intracutane injecties, per zitting.
OWPREX0N 0359611 Extra Corporele Membraan Owygenatie (ECMO) incl. toeslag bij behandeling op Neonatale IC of Pediatrische IC (zie 039610 voor ECMO bij behandeling van volwassenen).
OWPRENIEX 039665 Standaard intra-operatieve neuromonitoring.

OV PR 035666 Langdurige intra-operatieve neuromaonitoring.
OV 035667 Zeer langdurige intra-operatieve neuromonitoring.
OVPREN00 035688 Uitgebreide kwantitatieve analyse electromyografisch (EMG).

OV 035702 Standaard electro-encephalografie (EEG), registratie tot 1 uur.

OVPREN00 035705 Langdurige electro-encephalografie (EEG), registratie vanaf & tot 24 uur,

OV PRI 035708 AMBULANTE 24-UURS ELECTRO-EMCEPHALOGRAFIE (EEG)-REGISTRATIE.
OV 039709 Electro-encephalografie (EEG) bij hersendoodprocedure,

OV PRI 038712 24-UURS ELECTRO-EMCEPHALOGRAFIE (EEG)-REGISTRATIE MET DIEPTE ELEKTR.
OV 039715 Aanvullende eenvoudige kwantitatieve analyse electro-encephalografie (EEG).
OWPRENIEX 039716 Aanvullende uitpebreide kwantitatieve analyse electro-encephalografie (EEG).
OWVPRRN00 035717 Aanvullende videoregistratie (tijdens EEG tot 1 uur).

OWVPRHEHEY 039718 Aanvullende videoregistratie tijdens EEG-registratie 1-2 uur, 2-6 uur of 6-24 uur.
DVPIOO0 ELECTRO-DCULOGRAFIE (EOG).

OV 035729 Slaap-Apneu registratie (screening).
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Coding for outpatient procedures
Outpatient procedures are usually coded in ambulatory care Fee Schedules

Bundesamt fur Gesundheit BAG

Der Anhang 1a der KLV enthalt die Liste der nach Artikel 3¢ KLV grundsatzlich ambulant durchzuftihrenden
Eingriffe und die Kriterien zugunsten einer stationdren Durchfiihrung und definiert die Kostenubernahme.

Krankenpflege-Leistungsverordnung KLV, Anhang 1a Ausgabe vom 1. Januar 2025

l. Liste der grundsatzlich ambulant durchzufiihrenden elektiven Eingriffe

1. Augen

1.1 Katarakt (grauer Star)

Kode gemass CHOPJ Bezeichnung
Version 20255

13.11 Intrakapsulare Extraktion der Linse durch inferioren temporalen Zugang

13.19 Intrakapsulare Extraktion der Linse, sonstige

13.2 Extrakapsulare Extraktion der Linse durch lineares Extraktionsverfahren

13.3 Extrakapsulare Extraktion der Linse durch einfaches Aspirations- (und Irrigations-) Verfahren
13.41 Phakoemulsifikation und Aspiration eines Katarakts

13.42 Mechanische Phakofragmentation und Aspiration eines Katarakts durch posterioren Zugang
13.43 Mechanische Phakofragmentation und andere Aspiration eines Katarakts

13.51 Extrakapsulare Extraktion der Linse durch inferioren temporalen Zugang

13.59 Sonstige extrakapsuldre Extraktion der Linse, sonstige

13.64 Diszision einer Sekundarmembran (nach Katarakt)

13.65 Exzision einer Sekundarmembran (nach Katarakt)

13.66 Mechanische Fragmentation einer Sekundarmembran (nach Katarakt)

13.69 Sonstige Kataraktextraktion, sonstige

Anhang 1a der Krankenpflege-Leistungsverordnung (KLV)
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>3



Coding for outpatient procedures

Outpatient procedures are usually coded in ambulatory care Fee Schedules

Coding for Outpatient Procedures - Basque Country Diagnostics Fee Schedule

A.10.1) NEUROFISIOLOGIA

Prestacion Articulo
E.E.G. Simples 10001519
Electromiograma. Guia toxina botulinica. 10001521
Potencial Evocado (unitario). Miogénico/PEAT/PES/PEV 10001522
PEAT menor de 5 afos 10018106
Multitest Potencial Evocado 10001523
EEG con privacion de suefo 10003641
Blink-réflex 10018107
Enf. Motoneurona 10018108
Estimulacion Repetitiva 10018109
Jitter 10018110
ERG 10018111
Estimulacion Magnética 10018112

36
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Coding for inpatient procedures

Inpatient procedures are subject to three different codes

Diagnosis Code

Inpatient Coding

Medical Act / Surgical
Procedure Code

Diagnosis Related Group

“DRG” Code

AVANI
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& Coding for inpatient procedures
= Procedures to treat a particular diagnosis map to a DRG

Procedure coding, DRG mapping, and Tariffs for Benchmark Bariatric Surgical Procedures

Diagnosis Code: ICD9 Disease CIassificati0|| 278.XX “Obesity” I

Technology Procedure Code DRG Code
—
Gastric Balloon 44.93 Insertign of gastric balloon
Gastric banding 44.95 Laparogcopic gastric restrictive procedure
Ll LEL L 44.68 Laparo§copic Gastroplasty
gastroplasty
288
Gastric Bypass 44.31 High gastric bypass procedures for
obesity

Biliopancreatic Main: 43.7 Pgrtial gastrectomy with anastomosis to jejunum
Diversion (BPD)* Other: 45.91 pmall-to-small intestinal anastomosis

. Main: 43.89 Pther partial gastrectomy

*

Gastric Sleeve Other: 44.99 Pther operations on the stomach

>3
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& Coding for inpatient procedures
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—~ Different technologies used to treat the same indication can also map to different DRG’s

Example Procedure Coding and DRG Mapping for Ablation Treatment for Liver Cancer

ICD9 Disease Classification 155.XX “Malignant neoplasm of liver and intrahepatic bile ducts”

Procedure Type Procedure Code and Description DRG Code and Description

99.85 Hyperthermia for treatment of cancer, induced by microwave,
Microwave ablation ultrasound’ |OW energy radio frequency’ probes 203 Ma“gnancy Of hepatObiIiary SyStem or

Cryotherapy pancreas
+ 38.19 Arterial catheterization

50.29 Other destruction of lesion of liver (cauterization, enucleation
Radiofrequency or evacuation of hepatic lesion)

. 191 Pancreas, liver and shunt procedures with
ablation

+50.25 laparoscopic ablation of liver lesion or tissue complications

50.22 Partial hepatectomy / 50.23 Open ablation of liver lesion or

Surgery tissue / 50.30 Lobectomy of liver / 50.40 Total hepatectomy

192 Pancreas, liver and shunt procedures
without complications

Other 50.24 Percutaneous ablation of liver lesion or tissue

(>
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"B Prosthesis coding includes surgical implants, external prostheses & orthesis.

Spain Orthoprosthesis Nomenclator

SE BOLETIN OFICIAL DEL ESTADO s
Nam. 162 Miércoles 8 de julio de 2015 Sec.l. Pag. 56623

WA 1 Implantes endovasculares (conforme a los protocolos de cada administracion
sanitaria competente).

VA1 0 Endavascular cerebral.

WA 101 Stent convencianal.

VA1010
VA1T011

toexpandible.
andible con baldn

WA 10 2 Stgnt derivador de flujo.
VA1 1 Endavascular coronario.

YA 1 10 Stgnt no impregnado.

VA1 100 3mple.
VA1T101 urcado.

WA 1 1 1 Stgnt impregnado.

WA 1 1 1 0 Jon farmaco antiproliferativo.

VA 1110 0)Simple.

VA1 110 1]Bifurcado.

WA 1 1 1 1 Jon farmaco no antiproliferativo.

WA 1 1 2 Sfent biorreabsorbible, para tratamiento de la cardiopatia isquémica en
pacientes con lesiones coronarias de novo en arteria coronaria nativa y enfermedad de
uno o dos vasos, fuera de la fase aguda del infarto de miocardio, sin contraindicacién
relativa a la doble terapia antiagregante y con ausencia de afectacién de tronco coronario
o by-pass aorto-coronario.

AVANI
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& Prosthesis Coding
Implantable prosthesis coding is country specific

2
XN assurance
Maladie

LPP > Fiche

Présentation
Recherche par code
Recherche par chapitre
Téléchargement

Fiche :
Conditions générales

BdM_IT

Présentation

Recherche par code
Recherche par laboratoire
Nouvelles Inscriptions
Medifications de la semaine
Téléchargement

Présentation

Recherche par code
Recherche par chapiire
Recherche sur autres critéres
Téléchargement

42

Liste des Produits et des Prestations

Nomenclatures Amelifr

Fiche

e
. *ﬁ’l‘nssurance

Code LPP : 3243080
Désignation : VALVE CARDIAQUE, VALVE ANIMALE, EDWARDS, PERIMOUNT-BOVIN

Implant cardiaque, valve fabriquée & partir de valve cardiaque d'origine animale,
montée ou non sur armature. EDWARDS LIFESCIENCES SAS, Perimount-Bovin.

Dates J.0. et Arrété

20/05/2005 - 02/05/2005 P8
06/09/2003 - 26/06/2003

Rechercher sur ces dates

Maladie

LPP = Fiche

Présentation
Recherche par code
Recherche par chapitre
Téléchargement

Fiche :
Conditions générales

Présentation

Recherche par code
Recherche par laboratoire
Nouvelles Inscriptions
Medifications de la semaine
Téléchargement

Présentation

Recherche par code
Recherche par chapitre
Recherche sur autres critéres
Téléchargement

Liste des Produits et des Prestations

Nomenclatures AmelLfr

Fiche

Code LPP : 3257739

Désignation : IMPLANT ENDOVASCULAIRE CORONARIEN, MEDTRONIC, WIKTOR |
HEPAMED-PORCIN

Implant endovasculaire dit "stent”, couvert ou non couvert, coronarien, quel qu'en soit
le type, dans la limite d'une unité par lésion et d'un maximum de deux unités par
artére, systéme de pose compris. La prise en charge du stent n'est assurée que dans
les conditions et les indications précisées aux codes 3155559 et 3183194.
MEDTRONIC, Wiktor | Hepamed-Porcin.

Dates J.O. et Arréte
06/07/2023 - 03/07/2023 PN

20/05/2005 - 02/05/2005
06/09/2003 - 26/06/2003

Rechercher sur ces dates

>3
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Medical Aids coding

fbf Local coding also applies to medical aids

Italy Prosthesis Nomenclator (by function)

ELENCO N. 2:
Tavola di corrispondenza fra sistemi di classificazione

FAMIGLIE DI AUSILI SECONDO IL
NOMENCLATORE TARIFFARIO
EX D.M. 28/12/92

CLASSI DI AUSILI CORRISPONDENTI
SECONDO LA CLASSIFICAZIONE A NORMA
1SO

AUSILI PER LA TERAPIA DELIL’ERNIA

POSTURA E DEAMBULAZIONE

22 - AUSILI PER LA STABILIZZAZIONE,

12 AUSILI PER LA MOBILITA’ PERSONALE
129 Auglli per deambulazione (stampelle,
i, quadripodi, deambulatori)

lette (a due ruote)

rozzine (a telaio rigido, ad autospinta
rale, motocar-rozzine)

sseggini (tipo chiudibile ad ombrello)
12.36 Solevapersone

18.09 Sedgiolone normale

101 AUSILI PER L'INCONTINENZA

09 AUSILI PER LA CURA E LA
OTEZIONE PERSONALE

ili per evacuazione

ili per stomia

coglitori per urina

ten esterni e vescicali

ili assorbenti I'urina

RNITURE ED ADATTAMENTI PER
CASA
i (traverse assorbenti)

201 AUSILI PER LA FUNZIONE VISIVA

USILI PER LA CURA E LA
OTEZIONE PERSONALE

ogi

sili per la misurazione della tem-
tura corporea

| PER LA MOBILITA' PERSONALE
ili per la deambulazione (bastoni per
n vedenti)

USILI PER LA COMUNICAZIONE E

(AUSILI ADDOMINALI)
CODICE EX CODICE
DESCRIZIONE D.M. CLASSIFICA-

28/12/92 ZIONE ISO
L’applicazione e la fornitura di questi ausili ¢ fatta da
tecnico ortopedico abilitato.
VENTRIERE COSTRUITE SU MISURA
Post - operatoria (appendicectomia, erniotomia) alt
cm. 18 28.01.001 03.12.06.003
Per ptosi viscerale (gastrica, renale) con cuscinett
sottocoscia alta fino a cm. 30 28.01.003 03.12.06.006
Per sventramento semplice o per ptosi o per diastasi de
retti 28.01.005 03.12.06.009
Per sventramento addome pendulo, con tirant
sovrapubico ed eventuali bretelle, su misura:
- per uomo o donna fino a cm. 120 28.01.009 03.12.06.012
- per uomo o donna oltre em. 120 28.01.011 03.12.06.015
CINTI ERNIARI SU MISURA PER ADULTI
Possono essere forniti esclusivamente ad invalidi no
operabili.
Inguinale semplice o crurale
- in tessuto elastico 28.05.001 03.12.06.033
- amolla 28.05.003 03.12.06.036
Inguinale doppio:
- in tessuto elastico 28.05.005 03.12.06.039
- amolla 28.05.007 03.12.06.042
Scrotale per ernia incontenibile e sospensorio:
- normale 28.05.013 03.12.06.045
- per ernia voluminosa 28.05.015 03.12.06.048
AGGIUNTIVI
Foro per stomia su ventriera - 03.12.06.103

AVANI
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Medical Aids coding

Italy Single Use Medical Aids Nomenclator

AUSILI MONOUSO
I disposity medd elencall devong essere canformi ald. lgs. 24 febbralo 1997, n. 46 in affuazione dela direffvae S342CEE

Classe 09 "Ausili per la cura e la protezione personale”

| 09.18 ausili par stomia

08.18.04 sacche par stomia, a un pezro, a fando dhiuso
dizpeaitvi dotati & firo anticdese, barriera profetiva aulcporanie in idrocolloidi o anello prolelive (in gomma natrale Karaya o diverse
materiale), supporlo adesivg MICRoPpofoss & ipoallergenics; sul balo-conpo, rvestmento antitraspiranis §n THT o analoge malerale) & sul lato
esposio, rvestiments in materal opaco o Fasparenis.

09,18, 04,003
09 18. 04.006

0. 18.05. 003
0. 18.05. 06

sacca par colostomia a fondo chiuso
sacea per colestomia a fendo chiuse perstomi intreflessl (stema a filo, retratto, situate in una piega cutanea o In una el catrice)

NOTA - Le quantitd massime erogabili sone da intendersi per ogni stomia e sone incrementabill, & giudizie delle specialista
prescritiore, fina al 50% nel perodo iniziale di assisienza od addestramento all'uso df durata non superdore a B mesi.

| 09,18.05 sacche per stomia, a pil pezzi, a fondo chiusa

sistema per colestomia (placca adesiva con flangia + sacche a fondo chiusa)
slatema per colostomila (plecca adesiva con flangla a comvesslts integrale per stoml Introflessl (stoma a flle, retratto o situate In une

OTA - Le gquantité massime erogabilfi sono da intendersi per ogni sfomia @ sono hmh.bll. a giudizio dello specialista

9, 18,07 acche per A, 8 un pazza, a londo aparo con vahols
La zacca per ilecsztomia deve essere dolala di fliro anlicdore, bamiera auloporianie in idrocolloidi o anello proleflivg (in gomma naturals
Karaya o diverso materiale), supporto adesive micropoross & ipoallisrgeni co, mesiments antiraspiranis (in TNT o analogo mateniale) sul lado
COMpo @ rvestimento opac o irasparente sul lalo esposio, valvola anti-reflusso, La sacca per urostomia deve essere dotata di un sislema d
scanco (preferenzialments con rubinelio a scomparsa) raccordabie al raccogilore da gamba o da lello, con o senza dnlura di fissaggio. Par
entrambe | il sistema di avectamenio e di chivswa dells seeca deve egaere facle da usare, sicwro ed efficace nel prevenire eventusll fuoniuacite.

Single use medical aids are subject to local coding, and coverage limitations

Coverage Limitations

The maximum quantities that can
be dispensed are intended for
each stoma and can be increased
at the discretion of the prescribing
specialist, up to 50% in the initial

period of assistance and training
in use, not exceeding 6 months.

(>
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[\ All diagnosis and medical acts are coded but different coding systems are used
tb depending on country and setting of care. What setting of care and coding system
applies to your technology?

Country

Setting

Diagnosis Coding

Procedure Coding

Inpatient ICD-10-GM Diagnosis Codes, OPS (Operation and Procedure Coding System,
P German Modification Operationen- und ProzedurenSchlissel
Germany
. ICD-10-GM Diagnosis Codes, EBM: Uniform Value Scale Einheitlicher
Outpatient e L
German Modification Bemessungsmassstab
CCAM: Common Classification onf Medical
Inpatient ICD-10 Diagnosis Codes Acts Classification Commune des Actes
France Médicaux
Outpatient ICD-10 Diagnosis Codes CCAM coding
UK All Se.ttlngs (Public ICD-10 Diagnosis Codes OPCS: Office fqr ngulatlon Censuses and
Hospitals) Surveys Classification
Inpatient ICD-9 Diagnosis Codes ICD-9 Procedure Codes
Italy Local NTPA: N latore Tariffario dell
Outpatient ICD-9 Diagnosis Codes oca . omenc a.to.re ariffario delle
Prestazioni Ambulatoriali
Inpatient ICD-9 Diagnosis Codes ICD-10 CM Procedure Codes
Spain
Outpatient ICD-9 Diagnosis Codes Local coding

Some countries also code medical
devices used as part of a
procedure

Capital equipment is not coded

Implantable / Ortho-prosthesis
device coding is country specific

(>
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e Coding: Questions to ask yourself for each market

The second step of a market access strategy requires defining the coding system applicable to your
technology in each target market

1. In which setting of care will your product be provided: inpatient / outpatient / homecare / other?

2. Coding: Does existing coding describe your technology adequately?
|. Inpatient: Does an existing procedure code describe your technology
o What DRG does this code map to?

Il. Outpatient: Does an existing ambulatory care Fee Schedule procedure code describe your

technology?

AVANI
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"b reimburse healthcare providers for he

=P Public Funding Stream
- Private Funding Stream Taxes

53

Public and private payers use different mechanisms to

alth services provided

Example of Private and Public Care Provider Funding Options

(

Population

EN S

Government

Co-payment Other Public Care §
Facilities

Out of pocket

Regional Health
Administrations

Ministry of
Health)

Primary Care Centers 2=

Public Hospitals

Fee per procedure

Voluntary
Insurance fees

Insurance Companies >

Pharmacies

mg Private Hospitals

—> Private Clinicians

Fee per procedure

Global Budget /
DRG payment /
Procedure Tariff /
Negotiated fees /
Other

(>
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Coding for outpatient procedures
Outpatient procedures are usually coded in ambulatory care Fee Schedules

Netherlands Hospital Outpatient Fee Schedule
Passantenprijslijst 2025 - UMC Utrecht

Versie 1-jan-25
Ingangsdatum: 1 januari 2025
Einddatum: 31 december 2025 UMC UtrECht

Zorgproduct  Declaratiecode ZorgproductOmschrijving

OV 039507 Begeleiding en interpretatie farmacologische stress-test door cardioloog bij MRI-hart inclusief voor- en nabespreking met radicloog.

OWPRENIEX 039601 Onderzoek pevoeligheid allergenen dmw huidtest(s), met huidpriktests of intracutane injecties, per zitting.

OWPREX0N 0359611 Extra Corporele Membraan Owygenatie (ECMO) incl. toeslag bij behandeling op Neonatale IC of Pediatrische IC (zie 039610 voor ECMO bij behandeling van volwassenen).
OWPRENIEX 039665 Standaard intra-operatieve neuromonitoring.

OV PR 035666 Langdurige intra-operatieve neuromaonitoring.

OV 035667 Zeer langdurige intra-operatieve neuromonitoring.

OVPREN00 035688 Uitgebreide kwantitatieve analyse electromyografisch (EMG).

OV 035702 Standaard electro-encephalografie (EEG), registratie tot 1 uur. 331,34
OVPREN00 035705 Langdurige electro-encephalografie (EEG), registratie vanaf & tot 24 uur, 1.145,66
OV PRI 035708 AMBULANTE 24-UURS ELECTRO-EMCEPHALOGRAFIE (EEG)-REGISTRATIE. 596,99
OV 039709 Electro-encephalografie (EEG) bij hersendoodprocedure, 382,17
OV PRI 038712 24-UURS ELECTRO-EMCEPHALOGRAFIE (EEG)-REGISTRATIE MET DIEPTE ELEKTR. 505,08
OV 039715 Aanvullende eenvoudige kwantitatieve analyse electro-encephalografie (EEG). 172,59
OWPRENIEX 039716 Aanvullende uitpebreide kwantitatieve analyse electro-encephalografie (EEG). 170,92
OWVPRRN00 035717 Aanvullende videoregistratie (tijdens EEG tot 1 uur). 63,42
OWVPRHEHEY 039718 Aanvullende videoregistratie tijdens EEG-registratie 1-2 uur, 2-6 uur of 6-24 uur. 141,81

OV PR 035722 ELECTRO-OCULOGRAFIE (EOG). 402,41
OV 035729 Slaap-Apneu registratie (screening). 217,18



Coding for outpatient procedures

Outpatient procedures are usually coded in ambulatory care Fee Schedules

Coding for Outpatient Procedures - Basque Country Diagnostics Fee Schedule

A.10.1) NEUROFISIOLOGIA

Prestacion Precio Articulo
E.E.G. Simples 101 10001519
Electromiograma. Guia toxina botulinica. 190 10001521
Potencial Evocado (unitario). Miogénico/PEAT/PES/PEV 127 10001522
PEAT menor de 5 afos 251 10018106
Multitest Potencial Evocado 378 10001523
EEG con privacion de suefo 245 10003641
Blink-réflex 190 10018107
Enf. Motoneurona 378 10018108
Estimulacion Repetitiva 251 10018109
Jitter 631 10018110
ERG 378 10018111
Estimulacion Magnética 251 10018112

56
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Outpatient Payment

~ Psychological tests are also subject to coverage limitations and tariffs

Reimbursement conditions

To be eligible for reimbursement under the basic package, you
must have a valid referral letter from your general practitioner
based on a suspected DSM disorder (such as depressive disorder,
anxiety disorder or cognitive disorder/dementia). These are
considered insured care. Unfortunately, a number of DSM
diagnoses are no longer reimbursed: adjustment disorders,
relationship problems, phobias or work-related problems.
These are considered uninsured care.

Rates for insured care

Based on your symptoms, when a DSM diagnosis has been made
and based on the care demand classification, national maximum
rates apply for reimbursement per consultation. The number
of consultations you are reimbursed for depends on the care
demand classification. An average of six to eight sessions can
be taken as a guideline.

I~
r
Ouderenpsychologie Made

Tarieven 2025 (vastgesteld door de Nederlandse Zorgautoriteit)

Type consult

Minuten per sessie

Maximumtarief

per sessie

Diagnostiek

60

€ 190,88

Behandeling

45

€ 142,29

Behandeling

60

€ 168,94

(>
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Inpatient Payment
» Different procedures to treat the same indication may lead to different DRG’s with
significantly different tariffs

Procedure Coding and DRG Mapping for Ablation Treatment for Liver Cancer

ICD9 Disease Classification 155.XX “Malignant neoplasm of liver and intrahepatic bile ducts”

Tariff

Procedure Type

Microwave ablation
Cryotherapy

Radiofrequency
ablation

Surgery

Other

Procedure Code and Description

99.85 Hyperthermia for treatment of cancer, induced by
microwave, ultrasound, low energy radio frequency,
probes

+ 38.19 Arterial catheterization

50.29 Other destruction of lesion of liver (cauterization,
enucleation or evacuation of hepatic lesion)

+ 50.25 laparoscopic ablation of liver lesion or tissue

50.22 Partial hepatectomy / 50.23 Open ablation of liver
lesion or tissue / 50.30 Lobectomy of liver / 50.40 Total
hepatectomy

50.24 Percutaneous ablation of liver lesion or tissue

DRG Code and Description

203 Malignancy of hepatobiliary
system or pancreas

€3.115

191 Pancreas, liver and shunt
procedures with complications

192 Pancreas, liver and shunt
procedures without
complications

€14.198

€8.437

(>
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Inpatient Payment
"E Within a country different tariffs may apply to the same DRG code and depending
on setting of carel

Procedure coding, DRG mapping, and Tariffs for Benchmark Bariatric Surgical Procedures

ICD9 Disease Classification 278.XX “Obesity”

Technology

Gastric Balloon

Gastric banding

Vertical banded
gastroplasty

Gastric Bypass

Biliopancreatic
Diversion (BPD)*

Gastric Sleeve®

Procedure Code

44.93 Insertion of gastric balloon
44.95 Laparoscopic gastric restrictive
procedure

44.68 Laparoscopic Gastroplasty

4431 High gastric bypass

43.7 Partial gastrectomy with anastomosis
to jejunum
45.91 Small-to-small intestinal anastomosis

Main: 43.89 Other partial gastrectomy
Other: 44.99 Other operations on the
sftomach

DRG

288
Procedures
for obesity

Emilia
Italy Lombardy Romagna Tuscany
Ordinary
Ordinary Ordinary Stay: Ordinary
Stay: Stay: €5.397 - Stay:
€5.681 €5.681 €6.079 €6.363
0-1 days: 0-1 days: 0-1days: 0-1days:
€2.518 €4.261 €2.392 - €2.820
€2.694
(>



& Prosthesis payment
Countries may issue maximum prices for surgical implants by category or brand

o
f,QTI'llssuram:e
Maladie

LPP > Fiche

Présentation
Recherche par code
Recherche par chapitre
Téléchargement

Fiche :
Conditions générales

Présentation

Recherche par code
Recherche par laboratoire
Nouvelles Inscriptions
Modifications de la semaine
Teléchargement

Présentation

Recherche par code
Recherche par chapitre
Recherche sur autres critéres
Téléchargement

67

Liste des Produits et des Prestations

Nomenclatures Ameli fr

Fiche

Code LPP : 3243080
Désignation : VALVE CARDIAQUE, VALVE ANIMALE, EDWARDS, PERIMOUNT-BOVIN

e
. *ﬁ’l‘nssurance

Implant cardiague, valve fabriquée a partir de valve cardiague d'origine animale,

montée ou non sur armature. EDWARDS LIFESCIENCES SAS, Perimount-Bovin.

Dates J.0. et Arrété

20/05/2005 - 02/05/2005 P8
06/09/2003 - 26/06/2003

Rechercher sur ces dates

Date début validité : 08/09/2003
Date fin validité : 20/05/2005

Ancien code : 302A01.1

Tarif : 2 655,66 Euros
Prix unitaire réglementé : 2 655,66 Euros
ontant max remboursement : Nean

Maladie

LPP = Fiche

Présentation
Recherche par code
Recherche par chapitre
Téléchargement

Fiche :
Conditions générales

Présentation

Recherche par code
Recherche par laboratoire
Nouvelles Inscriptions
Medifications de la semaine
Téléchargement

Présentation

Recherche par code
Recherche par chapitre
Recherche sur autres critéres
Téléchargement

Liste des Produits et des Prestations

Nomenclatures AmelLfr

Fiche

Code LPP : 3257739

Désignation : IMPLANT ENDOVASCULAIRE CORONARIEN, MEDTRONIC, WIKTOR |
HEPAMED-PORCIN

Implant endovasculaire dit "stent”, couvert ou non couvert, coronarien, quel qu'en soit
le type, dans la limite d'une unité par lésion et d'un maximum de deux unités par
artére, systéme de pose compris. La prise en charge du stent n'est assurée que dans
les conditions et les indications précisées aux codes 3155559 et 3183194.
MEDTRONIC, Wiktor | Hepamed-Porcin.

Dates J.O. et Arréte
06/07/2023 - 03/07/2023 PN

20/05/2005 - 02/05/2005
06/09/2003 - 26/06/2003

Rechercher sur ces dates

Date début validité : 07/07/2023
Ancien code : 302A05.1

Tarif : 841,52 Euros

Prix unitaire réglementé : 841,52 Euros

>3
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S Payment: Several methods to reimburse care providers
= for care services may co-exist within a country

Payment Methods used by a Selection of Countries

Sample Country Public Reimbursement System Analysis

Country DRG FFS Global Budget

Australia (AU) @

Belgium (BE) ® @
Brazil (BR) ® @
Canada (CA) ®
China (CN) L)) ® ©
France (FR) ]

Germany (DE) [ ] L))

India (IN) L) ®
Italy (IT) L @ ®
Japan (JP) @ ®

Mexico (MX) 9
Netherlands (NE) ® o
Poland (PL) ®

Russia (RU) ® ® ®
South Africa (SA) ®
South Korea (SK) L) ®

Spain (SP) © o @
Taiwan (TA) L)) ®

Turkey (TK) ® ®
United Kingdom (UK) ®

Capital equipment is treated as an investment
and usually paid out of yearly healthcare
provider or healthcare administrator budgets

AVANI
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& The evolution of EU payment systems is shiffing away ffém'DRGs, TOWdrds. more
= conventional budget-based funding and price volume contracts.

Germany
~ * Shift to outpatient: hybrid DRG’s with general provision budget

* DRG-Driven

* Budget impact, cost benefit focus

* G-BA: HTA review of outpatient, some inpatie

ap England
«» ° DRG-Driven
* Nationalized procurement
* NICE: Cost effectiveness
* Locally flexible payers
* Emerging Value Based Procurement

L]
4 -‘r"
‘ ) France
* DRG-Driven f
* HAS: Cost effectiveness -
* CEPS: Budget Impact
s VRN
/ AN <
‘ Spain ' ‘
* Hospital annual budgets ‘) italy ‘

* DRGs for tracking only i
« Regional HTAs MIX'Of DRG and Ann.ual budgets
« Emerging VBP programs Nat!onal + Local coding .
* Regional coverage and funding
* AGENAS: HTAs
* Emerging VBP programs

(>
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Payment: Questions to ask yourself for each market

The third step of a market access strategy requires defining the reimbursement system applicable to your technology

in each target market

1. How are care providers financed for the use of your product in the aplicable setting of care?
1. Payments related to inpatient DRG, outpatient Fee Schedule, Prosthesis coding?
2. Annual budgets?
3. Mix/ Other?

2. Reimbursement: What is the applicable reimbursement rate for your technology and will this tariff be sufficient to

cover the proposed selling pice?

3. Change process: How transparent is the process to change the Coverage, Coding and Reimbursement system in
the market of choice?

1. Do alternative pathways exist, such as: innnovation funding, add-on payment, other?

AVANI
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Where coding and tariffs become an issue
@ A medical fechnology is not coded and therefore not reimbursed / the value
= proposition of your technology does not resonate with the reimbursment system!

Procedure coding, DRG mapping, and Tariffs for Benchmark Bariatric Surgical Procedures

Tariff

Technology Procedure Code Emilia
Italy Lombardy Tuscany
Romagna

Gastric Balloon 44.93 Insertion of gastric balloon Where would the
, : innovative “Gastric Vest”
Gastricbanding 44.9_'.3 L.aparoscoplc gastric fit??
restrictive procedure
i . A novel coding
Vertical banded | ) ¢g Laparoscopic Gastroplasty Ordinary ,
gastroplasty Ordinary Ordinary Stay: Ordinary requirement
Gastric Bypass 44.31 High gastric bypass 288 Stay: Stay: €5.397 - Stay: immediately impacts the
d €5.681 €5.681 €6.079 €6.363 time and resource
Main: 43.7 Partial gastrectomy with procedures e — freliE
Biliopancreatic anastomosis to jejunum for obesity ™7 days: 0-1 days: 0-1 days: 0-1 days: e T e
Diversion (BPD)* | Other: 45.91 Small-to-small €2.518 €4.261 €2.392 - €2.820
intestinal anastomosis £€2.694 of a Market Access
strategy

Main: 43.89 Other partial
gastrectomy

Other: 44.99 Other operations on
the stomach

Gastric Sleeve*

(>
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Where coding and tariffs become an issue

Example: The selling price of a medical technology exceeds the tarift

Ablation of Neoplasm of the Liver or Pancreas Procedure Coding and Italy Tariff

Procedure Type Procedure Code and Description DRG Code and Description Tariff
) ) 99.85 Hyperthermia for treatment of cancer, induced by _ N
Microwave ablation  mijcrowave, ultrasound, low energy radio frequency, probes 203 Malignancy of hepatobiliary €3.115
Cryotherapy system or pancreas
+ 38.19 Arterial catheterization
50.29 Other destruction of lesion of liver (cauterization, _
Radiofrequency enucleation or evacuation of hepatic lesion) 191 Pancreas, liver and shunt €14.198
ablation procedures with complications
+ 50.25 laparoscopic ablation of liver lesion or tissue
Surger 50.22 Partial hepatectomy / 50.23 Open ablation of liver lesion
gery or tissue / 50.30 Lobectomy of liver / 50.40 Total hepatectomy 192 Pancreas, liver and shunt €8.437
procedures without complications )
Other 50.24 Percutaneous ablation of liver lesion or tissue

Hospitals “lose” money when the proposed selling price of a novel technology is higher than the applicable tariff.

This directly affects their willingness to adopt and pay for an innovative technology.

Requesting an Add-On tariff; Modify or Split existing DRG; apply for Innovation “pass-through” funding requires
time, resources, possibly additional evidence and directly impacts the time to adoption.

(>
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Where coding and tariffs become and issue:
"b The selling price of your medical aid is higher than the tariff

Italy Prosthesis Nomenclator

AUSILI PER LA TERAPIA DELL’ERNIA

(AUSILI ADDOMINALI)
CODICE EX CODICE
DESCRIZIONE D.M. CLASSIFICA- EURO
28/12/92 ZIONE ISO

L’applicazione e la fornitura di questi ausili ¢ fatta dal
tecnico ortopedico abilitato.
VENTRIERE COSTRUITE SU MISURA
Post - operatoria (appendicectomia, erniotomia) alta
cm. 18 28.01.001 03.12.06.003 61,46
Per ptosi viscerale (gastrica, renale) con cuscinetto
softocoscia alta fino a em. 30 28.01.003 03.12.06.006 79,48
Per sventramento semplice o per ptosi o per diastasi dei
retti 28.01.005 03.12.06.009 99,57
Per sventramento addome pendulo, con tirante
sovrapubico ed eventuali bretelle, su misura:
- per uomo o donna fino a em. 120 28.01.009 03.12.06.012 139,60
- per uomo o donna oltre cm. 120 28.01.011 03.12.06.015 177,97
CINTI ERNIARI SU MISURA PER ADULTI
Possono essere forniti esclusivamente ad invalidi non
operabili.
Inguinale semplice o crurale
- in tessuto elastico 28.05.001 03.12.06.033 54,85
- amolla 28.05.003 03.12.06.036 20,79
Inguinale doppio:
- in tessuto elastico 28.05.005 03.12.06.039 72,77
- a molla 28.05.007 03.12.06.042 101,54
Scrotale per ernia incontenibile e sospensorio:
- normale 28.05.013 03.12.06.045 104,74
- per ernia voluminosa 28.05.015 03.12.06.048 152,82
AGGIUNTIVI
Foro per stomia su ventriera - 03.12.06.103 29,39

AVANI
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<, Where coding and fariffs become an issue
'b An innovative technology allows a shift from inpatient to outpatient freatment which

leads to a code with a significantly lower tariff!

* Animportant value proposition of the Greenlight or Holmium Laser Technology to treat benign prostate hyperplasia
(“BPH”) is that it may avoid hospitalization.

*  However, the cost of the laser fibres required per procedure is > €1,250

* Existing coding and tariffs for the BPH procedure apply, with a significant difference in tariffs between the inpatient and
outpatient (“day hospital”) setting.

* The cost of the technology in the outpatient setting is in excess of tariffs. Therefore, the value proposition of this
technology may not be applicable in certain markets.

Lazio Regional DRG Mapping and Tariffs for BPH Surgery

I S N N

Transurethral Transurethral
Prostatectomy Prostatectomy
DRG with CC w/o CC Prostatectomy Prostatectomy
with CC w/o CC
Ordinary Stay €4,953 €4,230 €3,394 €2,652
Day Hospital €1,857 €1,121 €1,109 €1,109

AVANI
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Where coding and tariffs become an issue

too low

Example: E-health application substitutes an existing — manual =

procedure and the tariff is

* No coding available to describe automated fundus photography interpretation based on machine learning to detect

diabetic retinopathy.

* Tariffs would be equal to existing, manual Fundus Photography.

Ambulatory Care Coding and Tariffs

Natlonal Emilia
Ambulatory Fee Schedule Description Lombardy

95.03.3 Retinal Tomography (OCT)

If performed
by technician

95.11 Fundus Photography
» { 95.11.0 Fundus Photography (retinography) — DX Eye?
95.11.1 Fundus Photography (retinography) — SX Eye!

If performed
by clinician

95.09.1 Fundus Exam
95.11.1 Photography of the anterior segment

Angiography with fluoresceine or ocular angioscopy

e Retinal Tomography, IGCA?

95.17  Optic Coherence Tomography, retina analysis

1: Incl. also the method used for screening diabetic retinopathy
2: In Emilia Romagna only

€3,87

€7.75
€3,87

€46,48

N/A

€4,50

€8,50
€4,50

€46,50

N/A

€53.50

€4,00 N/A
€3,90

€3,90

€8,00 €7.80
€4,00 €3,90

€47,00 €46,50

€90,00 N/A

AVANI
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Where coding and tariffs become an issue

The value proposition of your tfechnology excedes coverage limitations!

Italy Single Use Medical Aids Nomenclator

AUSILI MONOU SO

| disposiv med'd elencall devong essere canformi ald. Igs. 24 febbralo 7997, n. 46 in afuvazione dela drefiva 5342'CEE

Classe 09 "Ausili per la cura e la protezione personale”™

09.18.04.003
09. 18.04.006

09.18.05.003
09.18.05.006

| 09,18 ausili per stomia

09.18.04 sacche per stomia, a un pezzo, a fondo chiuso
dispositd dotati di fire anbodode, bammera profeliva auloponianie in sdrocolioidi o anello proletive (in gomma nalurale Haraya o diverao

maleniales), supporte adeshve mMicTopirose e ipcalisngenics; sul lalo-corpo, Mveatimento anbiraspirants in THT o analogo matenals) & sul lato
eqposio, nvestiments in matesiake opaco o rasparents,

sacca per colostomia a fondo chiuso

sacta per colostomia a fondo chiuso perstomi introflessi (stoma a filo, retratto, situate in una plega cutanea o in una ¢l catrice)

NOTA - Le quantitd massime erogabili sono da intendersi per ogni stomia e sono [ncrementabili, a giudizie deffo specialista
pgrescritiore, fing al 50% nel perodo inizide di assisienza o addestramento all'uso di durata non superore 3 6 mesi,

| 049,18.05 sacche per stomia, a pil pezzl, & fonda chiuso

quantita
erogsbile

G0

sistomna par colostomia [placca adesiva con flangia + sacche a fondo chiusao)
slstema per colostomia (placca adeslva con flangla a convessith Integrale per stoml introflessl (stoma a flle, retratte o sltuate In ung
piega cutanea e/o in una cicatrice + sacca a fondo chiusa)
NOTA - La quantitéa massime erogabilfi sono da intendersi per ogni stomia @ sono incrementabili, a giudizio dello specialista
prescrittare, fino al 50% nel perloda infziale df assistenza ed addestramento alfuso df durata non superfore a 6 mes .

quanfta
arogabile

20 + 60

20 + 60

| 09.18.07 sacche par slomia, aun pezzo, a fondo aperto con valvola anl-reflusso

La sacca per ileostomia deve essere dolata o flro anlicdore, bamiera auloporiants in idrocolloidi o anello protefivg (in gomma nalurals
Karaya o diverse materiale), supporto adesive micropoross & ipeallergenico, esiments antiraspirantes (in TNT o analogo matenale) sul lai
COMpo & rivestimento opaco o trasparente sul o esposio, valvola anf-rellusso, La sacca per urostomia deve essere dolata di un sistema d
scanico (preferenzialm ente con rubinelio a scomparsa) racoordabile al raccogitore da gamba o da letlo, con ¢ senza anlura di fissaggio. Per
antrambe , il sistema di svuctamento e di chiusura della sacca deve essere facle da wsare, sicuro ed efficace nel prevenire eventusll fuoneacite.
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The availability of coverage and existing procedUré_' fciiédes as well as adequate
& tariffs for technology remains the key question to explore for CI|| levels of mnovo’rlon in

almost every market.

Is the technology / Yes
procedure covered, for —>
the relevant indication?

Will the product “fit”
into an existing
procedure code?

Yes

No

* Does the technology address an
unmet clinical need that
physicians would be willing to
support internally?

* What tools / evidence is required

to support adoption and
reimbursement?

Will the corresponding
DRG assignment / Fee
schedule pay
adequately?

Yes

Rely on existing code
and tariff

(>
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Question
'b Are existing tariffs sufficient to cover the cost of your tfechnology in the local market?

Funding Options in Case of Inadequate Coding or Tariffs

Characteristic Coding Tariff

Similar technique or Modify / Split existing DRG Code . o .
procedure ‘ Modify Nomenclator Code ‘ S SR

Clearly differentiated Create new DRG ‘ e Assist authorities define new
technique Outpatient Nomenclator Code tariff

* Pass through payment
Create new DRG

* Add-on tariff
Novel techni : i i
ovel technique or ‘ Outpatient Nomenclator Code ‘ * Innovation Coding

procedure * Innovation funding
e Special budgets

(>
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Coverage Pathways for Innovations
Innovative payment schemes exist in many European couniries

An innovative payment scheme is a bilateral (e.g. payer & manufacturer) or multi-lateral (e.g. payer, provider,

manufacturer) agreement that provides temporary coverage and/or funding to enable patient access to medical

technologies and procedures outside the general reimbursement and funding frameworks

To date there are some 21 Innovative Payment Schemes across 8 European countries
— 18 Coverage under Evidence development schemes +
— 3 Unconditional innovation payment schemes

In over 50% of schemes a direct payment is provided to cover the cost of the technology / procedure

. AVAN|
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Coverage Pathways for Innovations
Examples of Innovative Payment Schemes

Examples of Innovative Payment Schemes

Austria

Provisional/analogous MEL Procedure Codes

Belgium

Limited Clinical Application
Validation Pyramid Level M3 Light

England

Artificial Intelligence in Health and Care Award?
MedTech Funding Mandate?

NHS Innovation Accelerator?

Small Business Research Initiative (SBRI)?

NHS Insights Prioritization Program (NIPP)?
Rapid Uptake Products (RUP)?

France

Article 51 of Social Security law (2018 & 2019)

Health Economic Research Program (PRME)

Hospital Clinical Research Program (PHRC)

Forfait Innovation

Repository of Innovative Acts Outside the Nomenclature of
Biology and Anatomical Pathology (RIHN)

Remote Patient Monitoring program (ex-ETAPES)
Transitional Coverage

Germany

137e - Trial Regulation
137h - Trial Regulation for Highly Invasive Medical Devices

... (Germany continues)

= Digital Health Applications (DiGA)

= Innovation Fund

= NUB

= Selective Contracts

Netherlands

= |nnovation for Small-scale Experiments

= Promising Care

= Appropriate Care

= Efficiency Research program

Portugal

= Medical Device Reimbursement

Scotland

= |IMTO Process by Health Technology Scotland
= Accelerated National Innovation Adoption (ANIA)
Spain

= Monitoring Studies

= Supervised Use

Switzerland

= Analogue CHOP code nomenclature

= Coverage with Evidence Development (CED)
= Individual Sickness Fund

Wales

= NHS Wales
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& Germany innovation pathway example
=~ The German NUB provides temporary reimbursement for innovations

, rEimbursement. Home DRG Analysis Application ~
/ INSTITUTE

NUB Application — Basics

The NUB reqguest procedure (or NUB application procedure) is used for the temporary remuneration of new examination and treatment methods which, due to their novelty,
have not yet been included in the calculation of the existing aG-DRG system and are therefore not remunerated appropriately. Additional NUB fees therefore serve to
compensate for innovative methods that are not yet part of the SHI service catalogues.

* Individual hospital “New examination and treatment methods” NUB applications to the InEK:
— Before 31 October
— hospitals submit together & Support by a specialty society recommended.

* If approved individual hospital negotiation of temporary supplemental fees with local SHis.

* Technology qualification criteria:
— Not be properly reimbursed via existing coding and fees;
— Used for less than 4 years in German hospitals; and
— Cause significant additional costs for the hospital stay.

* Some NUB items are later assigned a ZE (Zusatzentgelt) permanent supplemental payment if they do not
otherwise “fit” into the DRG structure.
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Germany Digital Health

"b DIiGA fast track for coverage, coding and payment of Digital Health Apps

102

* BfArM DiGA Fast Track provides permanent or temporary
reimbursement with evidence generation. Upon
prescription

* Registration within 3 months (data protection,
functionality, user-friendliness, and interoperability) with
negotiated price during maximum 1 year.

DiGAs applicable for DIGA Fast Track:
CE-marked, Risk class | or Illa and Ilb (from 2024)

Requires evidence of positive healthcare effects through

comparative clinical studies

Main objective: digital technologies with medical purpose
by way of its digital function.

Supports the recognition, monitoring, treatment,
alleviation or compensation of diseases / disabilities.

German DiGA Fast Track Process
Does the app meet
the DIGA requirements?

@Mmkum« sk class lor i + |lb

START he recognit

Health app @mumm and/or aleviation of the
Gisease, injury. or disabllity

Is used by the patent,
with of without the HCP

@B&s«i on Digital Technologhes

The provider submits a
178-question application
to BfArM

Does the app provide
Positive Care Effects?
Ex: medical benefit, structural,
and procedural improvements

BfArM oxamines the requitemonts

regarding the security, functionality,
qualty, data protection, data
socurity and evidence design

Rejection /
cancellation

' —)' === 12 months -----) ' — x

to defiver evidence

Sclentific evidence Prelminary for positive caro effocts Evidence
bs still lacking listing \ not peovided
\
FINISH

Scientific Permanent listing in the DGA

ovidonce directory + price n

provided with GKV-SV, List of verified
apps that can be prescribed
and reémbursed

* Between 2019 - 2024: 64 apps provisional or permanent approved by BfArM: 67% of DiGA offering constitutes mobile apps

* From 2024: Extended to Class IIB devices. Requires submission of a prospective comparative study. A mere improvement of
a patient-relevant structure or procedure is not sufficient for the inclusion into the SHI catalogue of reimbursable products.

* On March 26, 2025, the DigiG Law came into force to accelerate the digitalization of the healthcare system. Implies increased

data security requirements!
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',g Germany Innovation Pathway example: Examples of products that
have successfully made it into the DIGA directory

&9 colexon

Aphasie-App

d
s Ge &
sy 3C10° ges O ving r
est e |RUNC! 8
g fOf ov o0 "“ ges,\s\a compa“‘} b ey, Q *
sore™ 20 sca W\ cnal® \-wa““g ) ;)’77@‘ ings. Yoy eh
ap0 " agh *° \a\ed“ea e 195" L eignt 2 © TighyTepey,. Yig; ab
ches \ivas e “d'\e""‘e -qaﬂ"‘e“" o tneil tend@/‘rt/ far o . 4
o\fNa\a v ‘m')_‘\‘.ow“o\-wew“ W\m% s} OGr{h,.JI; /th v;‘;b/s, t h
octo eV L PER)” a0 - erg, OF
a8 g 10 P2 cation e Wit Sateq sver jhee O
?&g‘ﬂ‘e coe" e po? el P s e g, Wa .y, e
i{es' < A\ on feg Qi SNt Nt .
““1-.5 ‘\‘5‘0_:‘9; eve? mo“‘:‘h“ﬁﬂgh “ts in 0:’_7 C{l;-tlth ouer' Tley
st ned in . Ve, ' ps, You
e bt ey a5 teq Vi
s N K I on. stajy, Seng, Wayy
a, Q, 5%
Patin:’ A Digit it
- m, e/ At
- at’ents a, Th a5y Yoo
7| DigigaMtS, Is Noy,

@Cephalea

Indikationen fur sinCephalea

Die DiGA sinCephalea ist fur Migrane zugelassen (ICD-10 G43.0 und G43.1) und kann auf Kassenrezept verschrieben werden (ref.). sinCephalea reduziert die Haufigkeit von Migraneanfallen und Belastungen im Alltag (ref.). Damit ist
sinCephalea fur eine prophylaktische Behandlung geeignet. Laut der aktuellen Leitlinien der Deutschen Gesellschaft fur Neurologie ist eine prophylaktische Behandlung indiziert bei hohem Leidensdruck, Einschrankung der
Lebensqualitat oder der Gefahr, dass durch zu viele Schmerzmittel ein Kopfschmerz durch MedikamentenUbergebrauch vorliegen oder entstehen konnte.
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& In France reimbursement of innovation pathway relies on the evaluation of
=~ comparative added clinical value

CE Marking : requirement to be on the market

Standard P&R Process steps apply to Digital Health

Health Technology Assessment

1) Medico-technic assessment by the HAS H
CNEDIMTs committee provides ASA comparative /AS\ T ic He
ini H HAUTE AUTORITE DE SANT Ammittes Assessment Committee(CEFSP)
clinical added value rating, used to set AR S ko el {CEESs
reimbursement price.
_ : Before inclusion on a positive list of reimbursed products (LPFR)
* Digital therapeutics should demonstrate a — o Supplementary list (“list en sus”)
sufficient efficacy/safety ratio in a robust /7 Rewmiled " Hospital
. . Pharmacies ‘ \ y, Retrocession
clinical study. < Srlagipsondl el list
CEPS committee negotiation of the digital i EN l | B G e e
of patients

therapeutic price. = ST
O =, | Healthcare Product Economic
o . Committee(CEPS) : MD Pricing

Alternative pathways if lack of evidence: “forfait
innovation”, telemonitoring experimentation (in

five pathologies) or article 51. 7 e PRrre e
Reimbursement Rate Final decision (Offidal Journal publication)

>3

AVANI

104



1>

105

France innovation pathway example
France has several pathways to promote innovation

Innovation Package

Early access (« Prise en
charge transitoire »)

Framework for innovative
non-nomenclature

procedures

Digital

Hospital clinical research
program/
Medico-economic research
program

Health solutions

(>
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PECAN is short for Prise

Eigalieé
Fratermivé

en Charge Anticipée
Numerique des

Dispositifs Médicaux

(“Anticipated

Reimbursement for

Digital Medical Devices”)

=, France innovation pathway example
The G.NIUS PECAN program stimulates digital health innovations

=3

GOUVERNEMENT GNIUS R
Libereé

ciliter la vie des entrepreneurs
sané

Stimulating digital
health innovations

+ Understand the e-health ecosystem
+ Identify the funding you can benefit from

~ Practical content to guide you

J:L Digital advance care @ remote surveillance
A% (PECAN) i solution
=
A
I 1

AL
_®_ FINANCING

Early access to
reimbursement for
digital devices (PECAN)

. v
_®_ DISCOVER

Checking to see if

you're eligible for early How to demonstrate
access to the clinical and/or
reimbursement organizational benefits
(PECAN) of your solution

Get a refund for your

EN | FR

Getting reimbursed for
your remote monitoring
solution

& services

& Access

ibility ()

Financing ~  eHealth regulations -~ Ecosystems ~ National programs -~ What's new ~

AVANI

>3



>

107

France innovation pathway example
RIHN Nomenclator for innovative test coverage under development scheme:

#TeamhospitaliersVol2 Notre observatoire Santé & vérités FHF Cancer #SANTEXPO Contact Presse Nos sites >
ans . : La En i ] FAQ La .
1n| AU GEEUR Actualités  Expertises w Emploi  Annuaire Q @ Connexion
'FHF DELA SANTE FHF régions RH Revue

Accueil > Expertises > Finances > Budget EPRD > RIHN 2.0 Liste des Actes Hors Nomenclatures 2024 (a titre dérogatoire)

RIHN 2.0 Liste des Actes Hors
Nomenclatures 2024 (3 titre dérogatoire)

RIHN Nomenclature for innovative tests outside the Nomenclature of biology and
anatomocytopathology, and the Supplementary list of medical biology and anatomocytopathology
S = /e== RIHN catalog includes innovative tests with the objective of testing their value prior to the

Tl RN 21\ Tests are funded outside social security insurance via research and innovation
budget (MERRI, part of MIGAC budget) distributed by the Ministry of Health. The Supplementary list
includes tests, which were initially considered innovative, but for which a decision either about
discontinuing reimbursement or about introduction in the NABM catalog should be made. The
Supplementary list is also funded via the MERRI budget.

(>
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H ‘ s S Médicament Vv Vaccination Vv Dispositif v Evaluation économique VvV Moyens d'information Vv Agenda
.

Prérequis

Criteres déligibilité évalues par la
CNEDIMTS

Déposer un dossier
Accompagnement

Voir aussi

France innovation pathway example
< LATM pathway examples of innovation coverage and reimbursement

Dispositifs médicaux numeériques : liste des
activites de telesurveillance

GUIDE PRATIQUE - Mis en ligne le 01 mai 2024 - Mis a jour le 01 mai 2024

Le dépot des dossiers se fait viala plateforme Sésame.

Afin de soumettre les dossiers dans les versions en vigueur, vous trouverez en
bas de page un guide ainsi que les matrices nécessaires a la constitution de
votre dossier (documents réguliérement mis a jour).

Le décret n® 2022-1767 du 30 decembre 2022 décrit les modalités de prise en charge pour les dispo-
sitifs medicaux numériques (DMN) de telésurveillance inscrits sur la liste des activités de télésur-
veillance médicale (LATM) prévue a l'article L162-52 du code de la sécurité sociale.

Tous les DMN de télesurveillance peuvent faire l'objet d'une demande d'inscription sur la liste des
activites de télésurveillance medicale. C'est a l'exploitant de prendre linitiative de la demande.

(>
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France innovation pathway example
LATM pathway examples of innovation coverage and reimbursement

deprexis® is a digital psychotherapy accessible online. Its a software
used by patients independently, without any interface with health
professionals.

Moovcare® is a web application that detects relapse or
complications during follow-up of lung cancer patients.

The DBLG1 System is an external hybrid closed-loop medical device
connecting continuous glucose monitor, patch insulin pump and a
hosting Diabeloop algorithm.

Diabeo® is a medical device software and associated service to assist
in processing by insulin in a basal-bolus regimen coupled with
remote medical monitoring.

AVANI
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UK Innovation pathway examples
®» NHS Innovation Accelerator

[WIZEY tonovation service

Getsupport v News Casestudies  About the Service

Your gateway to innovation in
the NHS

Read the latest news, case studies and funding opportunities for
healthcare innovators. Understand the key stages to bring your
product or idea to the NHS and access tailored support through
the NHS Innovation Service.

NHS Innovation Service

Supporting healthcare innovators
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Sign in to the Innovation Service

Accelerated

Access
Collaborative

pinpoint

Pinpoint Test

The PinPoint Test is an
Artificial Intelligence (Al)-
driven, affordable blood test
for cancer, designed to
optimise MHS urgent cancer
referral pathways. It has the
potential to transform the
patient experience, reduce
systemic overloading and
allow clinicians to focus their
time on the patients that
need them mast.

Driving healthcare
innovation

The NHS Innovation Accelerator (NIA) supports
exceptional individuals to scale promising
innovations across England’s NHS for greater
patient and staff benefit.
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CardMedic is an inclusive ’”tEIIigE: E' Al M"“fir:al
communication app that Po erad .
di
enables clinicians and A ath"n that qita]

patients to overcome
communication barriers at
any time. The app provides a
rich, growing library of pre-
scripted, pre-interpreted
conversations that are
commanly had between
patients and clinicians, which
can be converted into 44
languages and formats,
including sign language.
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=, UK Innovation pathway examples
> NHS Insights Prioritisation programme (NIPP)

NHS Insights
Prioritisation
Programme
(NIPP)

Supporting post-pandemic priorities

The NHS Insights Prioritisation Programme (NIPP) was set up to accelerate the evaluation and implementation of promising innovations -
selected for their potential to support the evolution of post-pandemic ways of working, build service resilience and deliver ongoing
benefits to patients.

Working together to generate insights for ICSs

Launched in 2021 by NHS England and the NHS Accelerated Access Collaborative (AAC), the programme invited AHSNs and Applied
Research Collaborations (ARCs) to bid for a share of £4.2m investment to test and evaluate promising innovation within their Integrated
Care Systems (ICSs).

Each of the AHSN and ARC projects is now gathering momentum and will demonstrate impact on health inequalities, focusing on one of

four priority areas: .
P y * Remote consultation

¢ Remote monitoring
* New approaches to service delivery

¢ Health and social care workforce innovation

AVANI
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UK Innovation pathway
"b Artificial Intelligence in health and Care Award

NHS England - Transformation Directorate

.

The Artificial Intelligence in
Health and Care Award

. 7‘ The Al Award is funding and supporting promising Al technologies for health and social care.
< ; ;

The Artificial Intelligence (Al) in Health and Care Award aims to benefit patients by combining the power of artificial intelligence with
the expertise of the NHS to improve health and care outcomes.

ng
one s(&“'test The Award has committed £123 million to accelerate the testing and evaluation of technologies most likely to meet the aims set out
smaﬂ‘)h - ssare in the NHS Long Term Plan.
sehow Pax‘er: nat nelps
g o{'tf\ from » disease: The Al in Health and Care Award is increasing the impact of Al systems in helping to solve both clinical and operational challenges
be\'\e\ daney X . i . X . . . . . K . -
setect \ across the NHS, including reducing waiting times, improving early diagnosis and saving staff time. It will speed up the most promising
e

technologies through the regulatory process by building an evidence base to demonstrate the effectiveness and safety of artificial
intelligence in health and care.
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In 2020 gebruikt 10% van Nederland e-health voor persoonlijke preventie. Dat is 1 van de
concrete doelen van de ‘AHealth DealStimulering gezondheid door persoonlijke preventie via
e-health.’

AVANIA



114

Netherlands Innovation Pathway: Many innovations can be covered, coded and
reimbursed through the standard DBC coding system

Since January 2023: Add-on coding for Telemonitoring

Overig Zorgproduct: 039133 “Telemonitoring”

CROHN® .o
COLITIS NL mljnlBDCOGCh

Met elkaa

‘Financiering is doorbraak voor
e-healthproject voor IBD-pati-
énten’

Samen met de patiéntenvereniging Crohn-colitis.nl en collega’s uit
zowel academische als niet academische ziekenhuizen zette maag-
darm-leverarts Marieke Pierik in het MUMC+ een e-healthproject
op voor patiénten met chronische darmontstekingen (IBD).
Financiering was er aanvankelijk niet voor. Sinds 1 januari wordt het

nu toch vergoed. 'Een doorbraak.

leveren AA English Zakelijk Vo
== Kruis

Verzekeringen Vergoedingen Zorg regelen Betalen Gezonder leven Service & Co

Consumenten » Vergoedingen » Telemonitoring bij chronisch hartfalen

Telemonitoring bij chronisch hartfalen
Vergoeding 2023

Heeft u hartfalen of een pacemaker? Dan kunt u vanuit huis uw gezondheid in de
gaten houden met een meetapparaat. Uw arts kan de gegevens op afstand bekijken. U
hoeft dan minder vaak naar het ziekenhuis. Bij Zilveren Kruis krijgt u hiervoor een

vergoeding.
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Netherlands Innovation Pathway
Several websites offer client friendly assistance for developers of health innovations

) ZORG VOOR
/ INNOVEREN

Jij stippelt de route uit,
wij wijzen de weg

Kennisbank v Financiéle wegwijzer  Nieuws Agenda Podcast Overonsv Contact Q

Zorg voor il is het centrale p punt vanuit de heid voor

adviseren en verbinden. Maak gebruik van ons netwerk en wissel ervaringen uit. Neem contact op met het

en bestrijd Lees alles over het i i inonze
regelingen en subsidies, met onze financiéle wegwijzer.

Samen brengen we jouw visie tot leven.

° Meer over ons..

. Wij informeren,

Duik in de actuele

Mi nhg

Guide

MiGuide is een app voor patiénten met diabetes type 2, speciaal gericht op leefstijl en
gedragsverandering. Met de app ontvangt de patiént coaching op het gebied van
voeding, beweging, glucose en ontspanning. MiGuide is hierdoor het digitale
verlengstuk van de praktijk bij de patiént thuis.

Guide to Care Technology, e-health and
digital care

Physiotherapy
Examples care providers

e ActiFytaal 2

e SocialFysio 2

e Fit Thuis 2

» Join2Move 7

e AudioFysio 2

¢ FysioSupplies A

For physiotherapists

e MijnZorgApp 7/
e Physitrack 2

(>
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& Netherlands Innovation Pathway example:
=~ Innovations for Small-Scale Experiments

Innovations for small-scale experiments facilitate the collaboration between providers and insurers in small-scale experiments

The program applies to innovative procedures/programs that improve the quality of care or the efficiency (price/quality).

Nederlandse Zorgautoriteit Vul 1 of 2 woorden in

uitgebreid zoeken

Home Zoeken Zorgsectoren Collecties Werken met dbc's

Home > Zoekresultaten

Beleidsregel Innovatie voor kleinschalige experimenten - BR/REG-19158

Bezoek-historie "D

Innovatie

De beleidsregel ‘Innovatie ten behoeve van nieuwe zorgprestaties' heeft als doel zorgaanbieders
de ruimte te geven om kortdurend en kleinschalig te experimenteren met innovatieve
zorgprestaties. Een innovatieve zorgprestatie is een prestatie die nog niet eerder door de NZa is

vastgesteld als reguliere zorgprestatie.

AVANI
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Netherlands Innovation Pathway
>~ Insurance companies evaluate and support coverage of health innovations

achmea [¢)

Achmea Innovation Fund

For promising innovators

With our Achmea Innovation fund we invest in entrepreneurs who want to be at the forefront of our strategic
focus areas with proven product-market fit and innovative business models. Are you a start-up or scale-up?

Share your pitch with us ->

] B | ] “
Living together sustainably Carefree living and working Smart mobility }
Health closer by Income for now, tomorrow and later Climate action }

(>
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Netherlands Innovation Pathway example
Insurers can cover care services beyond those covered at national level through pilof

programs

e oeccAd Breast O VGG Z

Evaluation period ends
‘Q' ’!’ Iﬁ’

Together with VGZ, we are offering the possibility in a pilot @
to have Qups reimbursed from the basic insurance. This
applies to all insurers affiliated with Cooperatie VGZ. This
scheme will run until 31 December 2022. After that, the
option expires because we choose it ourselves.

Qups no longer reimbursed

AVANI
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<, Spain Innovation Pathway example

tb Monitoring Studies to evaluate coverage of innovations through the Common Service

Portfolio

Jornadas cientifico-técnicas abiertas de la RedETS

2 e
£ TR o ecron
COOPERACION PARA AFRONTAR LOS NUEVOS RETOS EN EVALUACION DE TECNOLOGEAS SANITARIAS EN ESPANA Y EN EUROPA - -

16-17 de Noviembre 2017 (Tenerife)

Estudio de Monitorizacion: “Sistema de reparacion percutaneo de la valvula mitral mediante clip”

Resultados de los primeros 6 meses de seguimiento
José Asua, Anai Moreno, Eva Reviriego.

.. 00, = .. 90 =
@ = PY °
[ ®
- o Objetivos
@ °
® °
) . ) o
L ] ®ge . [ ] o o/ .
Desde la obtencion del certificado de Conformidad Europea en 2008, se han
implantado mas de 20.000 dispositivos de cierre mitral percutaneo mediante v’ Describir el perfil de paciente al que se le implanta
Clip en Europa. De ellos, aproximadamente 750 han sido en Espafa. Desde Clip Mitral.
entonces se han publicado varios informes de seguridad, eficacia y coste- v’ Valorar la seguridad.
efectividad del dispositivo por diferentes organismos independientes, en su v' Valorar la efectividad a medio y largo.
mayoria de ambito internacional. v Valorar el coste-efectividad.
Sin embargo, no existia hasta la actualidad en Espafia un Estudio de
Monitorizacién (EM) que permitiese conocer el perfil del paciente al que se le En el marco de la cartera comun de servicios del SNS.
implanta un dispositivo de este tipo, cuales son los resultados del mismo en la
salud de los pacientes y cudl es el impacto que supone para el Sistema ..0 e i

Nacional de Salud (SNS). Py .

121
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Spain Innovation Pathway example:

iInnovations in clinical practice

CatSalut. Servei Catala de la Salut

Inici El CatSalut Serveis sanitaris Centres Tramits Professionals Ac

Compra plblica d'innovacié en I'ambit de salut

nici > Professionals > Financament de projectes >

Compra publica d'innovacié en l'ambit de salut

La compra publica innovadora (CPI) és un
instrument de contractacio plblica que fomenta la
innovacié com a instrument clau per avangar cap
a un model de creixement més intel-ligent,
sostenible i integrador, en tant que contribueix a
la transformacié i la millora dels serveis publics i,
per tant, a l'augment de la qualitat de vida de la
ciutadania.

Compra
publica

dinnovacié
en salut

Unio Europea

il Generalitat

En I'ambit de la salut, l'adopcid de solucions
innovadores és cabdal tant per la naturalesa i

Fons Europeu

All¥ de Catalunya de Desenvolupament Regional

122

Regional Innovative Public Procurement funding exists to incorporate healthcare

Inicio Proyectos CPI Eventos Documentacion Actualidad Contacto

Comunidad de Madrid *%%*

Fondo Europeo de Desarrollo Regional
Una manera de hacer Europa

Compra publica de innovacion
sanitaria de la Comunidad de Madrid

Publicadas las licitaciones de los proyectos: Medigenomics, Infobanco
e Integra-Cam

Fin de plazo: 03/01/2022
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Spain Innovation Pathway example:
¥ Market access and reimbursement for innovations is based overall on local initiatives

‘MHEART’, UNA ‘APP’ PARA
MEJORAR LA ADHERENCIA
POSTRANSPLANTE

HOSPITAL DE LA SANTA CREU | SANT PAU

El Servicio de Farmacia y la Unidad de Transplante
Cardiaco del Hospital de la Santa Creu i Sant Pau han
desarrollado, con el apoyo tecnoldgico de Nabelia y el
patrocinio de Astellas, una app que ayuda a mejorar la
adherencia de estos pacientes.

PARA LA ADHERENCIA

HOSPITAL MATERNO INFANTIL GREGORIO MARARNON, EN MADRID

El Servicio de Farmacia del Hospital Materno Infantil

ejercicios didacticos.

‘ADHAN’: EL USO DE
INTELIGENCIA ARTIFICIAL PARA
PREVENIR FALTAS DE ADHERENCIA

HOSPITAL UNIVERSITARIO RAMON Y CAJAL

Teresa Gramage, farmacéutica especialista del Hospital Ramén
y Cajal, explica a Diariofarma el proyecto Adhan, basado en la
aplicacién de la inteligencia artificial para prevenir la falta de
adherencia a antineoplasicos orales.

‘FARMAVENTURA’, UN PROYECTO
LUDICO CON IMPLICACIONES

Gregorio Marafion ha impulsado un proyecto para mejorar
la adherencia en menores a través de cuentos, juegos vy
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Private Sector

'b Private health insurers across Europe provide funding and support for health innovations

126

Condcenos Sostenibilidad Vida Saludable Arte Innovacién Talento Sala de Prensa

DKV INNOLAB

DKV Innolab tiene como objetivo contribuir a la mejora de la sostenibilidad
del sistema sanitario bajo el marco conceptual de Salud Positiva Inteligente

Forma parte del Barcelona Health Hub y se encuentra ubicado en el espacio modernista del Hospital Sant Pau. Un antiguo hospital que ahora es un
museo, sede de eventos y un espacio destinado a la innovacién.

NUESTRA MISION: DEL LAB AL MERCADO

Promover la investigacidn y la innovacién abierta bajo el enfoque de Salud Positiva Inteligente.
Fomentar la implementacién de soluciones de salud digital

que permitan alcanzar y mantener un adecuado equilibrio de bienestar o salud personal 6ptima, mediante el uso adecuado de
los recursos cotidianos a nuestro alcance.

Inicio » Premios vy ayudas » Ayoedas a la investigacidn

Premios  Ayudas alainvestigacién  Convocatorias de ayudas

Un impulso a la investigacion

Ayudas a la investigacion de Ignacio H. de Larramendi

e -_al

creemos firmemente que es el medio para mejorar la calidad de vida de las

personas que conforman nuestra sociedad.

Los proyectos de investigacion relacionados con la promocion de la salud tendran
una dotacion bruta maxima de 30.000 euros por ayuda v deberin explorar alguna de

las siguientes tematicas:

(>
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Innovation Pathways Take Away'’s

Most countries count with specific pathways to support the adoption of medical device innovations that:
* Lack sufficient evidence to determine positive coverage decisions

* Do not “fit” in the current healthcare coding and reimbursement system

Almost all of these pathways rely on the evaluation, or prospective collection of clinical and health economic

evidence

For companies wishing to apply it is important to understand the evidence requirements of these processes and to

invest in collecting the “right” type of evidence required.

« AVANI
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Lack of timely Market Access planning leads to uncertainty as to-market—
> size and time to market from an investor due diligence perspective

* Often market access planning is initiated late in the product life cycle: At that point it largely consists of reactive
efforts after launch to rectify existing limitations

Market Access — The Overlooked Hurdle

Clinical Development

Regulatory Pathway

Product
Launch
|

Limited Access

Significant time lapse between product launch and broader access:

optimal access may never be achieved

v

AVANI
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S, Investors will want to understand which strategic market access planning-activities
< and resources are required to ensure optimal market access and reimbursement

Optimal Strategic Market Access Planning Timeline for Medical Devices

“

Clinical
Selepa Regulatory Pathway Product Launch Limited Access Optlmal Access
I
- Ongoing Evaluation |
MA Planning J |
| ]
:

Initiatives to support market access

7

 d ~
7 N
Minimized time lapse between product launch
and OPTIMAL ACCESS

Early MA planning

AVANI
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'§ Companies need to think about Market Access and Reimbursement
< throughout the product lifecycle

Product Lifecycle Stages

Animal / Early RA
Engineering Strategy, Pivotal Trials

FDA Approval +
Studies Evidence Plan CE Mark

Post Market /
oding, Coverage,
Payment Support

Market Access and Reimbursement Analysis Scope by Product Stage

: :

e Early Market Access * Integrated clinical e Health economic
and Reimbursement and resource evidence design
pathway analysis utilization evidence  and generation.

design

e Initial evidence plan
e Confirm critical
path requirements

e Coordinate
stakeholder

support

e Support RWE
collection

v

e Apply for novel codes /
coverage under
evidence development

e Design and support
reimbursement

e Dossiers for coverage /
HTA reviews

e Lifecycle MA&R
support

>3
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& Question: MedTech market access is affected by a variety of stakeholders; Can you

134

= identify the relevant key stakeholders for your technology in the target market?

* Priorities, and approach to allocation of healthcare resources and coverage of healthcare services depends on
individual stakeholder needs and perspectives.

Physicians

Healthcare
Resources

Public

Payers

(>
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Within the context of providing more
care with equal or less resources it is
of paramount importance to
demonstrate the value of innovative
medical devices to relevant
stakeholders

Strong value demonstration needs to
address payers' concerns in each
market to achieve the critical clinical
and economic benchmarks necessary
to gain optimal market access

Expansion into
merging Markets

Price
Transparency

Stricter
Regulations

The — comparative - value proposition of a technology will need to be
demonstrated to the relevant stakeholders

Key Challenges

Tightening Aging
Budgets Population

Increased
Compeﬂtlon

Demand for Better
Quality Care

Decreased
Reimbursement

Global
Communication

Outcomes

(>
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Market access stakeholders:

W Examples of value criteria from a hospital administrator perspective

“Value” from a Health Administrator Perspective

AN Quality of care & QALY
Patient Health Benefits & Legal Compliance ' Mortality

v Morbidity
AN Workflow

Productivity & Efficiency AN Patient throughput

*  “Doing more / same, cheaper”

* Attract patients / clinicians
Reputation
* Hospital / clinician reputation

AN Workflow

Profitability

AN Return on Investment

AVANIA
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<

Market access stakeholders:

Examples of value criteria from a payer perspective

“Value” from a Payer Perspective

Health Benefits for Patients

0

Quality of care & QALY
Mortality

Morbidity

Benefits for Health Care Systems

2
2
0

Efficiency, quality and organisation of care
Cost effectiveness, budget impact
Opportunity cost

Net gain on public health and wellbeing

Benefits for Society

Productivity
Population health
Support for disadvantaged population groups (rare diseases,...)

Benefits for innovative technology sector

Non health benefits for Patient and
Caregiver

Costs to return to work

Burden of Care

AVANIA



Question: Resource allocation is evaluated by each stakeholder with their own
@E;; perspective of “Value”: How do stakeholders in your target market perceive the —
comparative - value of your devicee

“Value” from a Clinician Perspective

A\ Safety & Efficacy

AN Patient outcomes
Health Benefits for Patients AN Quality of care & QALY
V' Mortality

Morbidity

Physician payment
Reputation

Benefits for Physician
Attract patients

Ease of use

Efficiency, quality and organisation of care
Benefits for organization
Reputation

=D DD D> D> > €&

Benefits for Society Population health

» AVANI
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Ultimately, the value of your technology will be compared by stakeholders 1o
standard of care in ferms of changes in effectiveness and cost

SoC Patient Treatment Pathway & Clinical Stakeholders

Pediatrician Pediatrician Pediatrician
Regular Pediatrician Adjusted treatment /
Pediatrician specialist visit ::} patientvisit @3 | Continued prescription for
months stable patients

Impact of Technology X on SoC Patient Treatment Pathway & Clinical Stakeholders

Pediatrician Pediatrician Pediatrician
Regular Patient visit @ 6 Adjusted Optimal treatment /

Pediatrician specialist visit months to evaluate disease Continued prescription for
progression using Tech X stable patients

Pediatrician

Inte:‘jmedlate :'.e\(l;st;on of ’ Intermediate
ata supplied by needed patient visit
Technology X

AVANI
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Market Access Steps

» Question: Based on the value proposition of your technology, what is the farget

indication and the initial utilisation?

Think about:

* Subset of patients with specific
characteristics,

* A specific stage of a pathology

* Type of treatment center

e Particular Key Opinion Leaders

e Other?

The level of willingness to adopt
and fund an innovative technology

is inversely correlated to the
patient volume of the indication
and price of the technology

Theoretical utilisation / indication

Target
utilisation

e e
- .‘.

Initial / Current
utilisation

—
— -
al R R

AVANI

>3



Example of target population identification
'b Technology to treat chronic lower back pain

Further elements that may narrow down the initial target patient population:
- SoC patient treatment pathway: Patient referral, place in treatment pathway (15t line, 2" line), need for specific imaging in

diagnostic work up

- Patient access to the technology: Clinical stakeholder by country, physician training, availability of the technology

CLBP >6 Months

Exclude patients with
CLBP >6 Months adequate relief from
w/ Modic 1 or 2 conservative therapy
Primary etiology
vertebrogenic pain

}

S - Target Indication

(>
AVANIA
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Market Access Steps
'b Question: Market access challenges depend on the objectives set out for the technology:
what are the objectives for your technology?

Establish initial
utilisation

Grow to Target
Indication

Grow share of use within
current / evolving
utilisation

Identify the target indication / setting of care / type of provider
Establish reimbursement mechanism and payer acceptance
Identify if a formal change is required in the system
Remove formal hurdles

Increase the utilisation

Convince hospitals / clinicians about the value to adopt your technology

Increase the market share within an established / evolving utilisation

Use clinical and economic evidence, tools and activities

(>
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Market Access Steps

'b Step | of a strategic assessment focuses on the external market access environment

152

Patient access to
Care

Reimbursement
/ Funding

mechanisms

Reimbursement
/ Funding
Approval
Pathways

Complete or partial coverage?
Setting of care?
Role / strength of patient associations?

Funding mechanism?

Is coding linked to hospital financing?

Process and timeline for new coding?

Innovation funding available / needed?
Pass-through / supplemental or add-on payments
available?

Centralized or decentralized approval?

Frequency of updates and data required?
Transparency of process?

Role and use of Health Technology Assessments?

Step 1 assessment objectives

Understand a market’s
unique characteristics and
options available

Identify the main
stakeholders IN EACH
MARKET and their
interaction

(>
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Market Access Steps

"B Step 2 of a strategic assessment focusses at micro level on the characteristics of a
technology and how it fits in the market

External

Device/Procedure
factors

Internal

Device/Procedure
factors

Therapy = key focus?

Level of coverage?

Physician support / training required?

Require change in treatment pathways / organization?

Role of clinical guidelines?

Clinical value proposition?

Economic impact; cost—Benefit; cost effectiveness?
Addresses unmet needs?

Competitive advantage?

Clinical value proposition in relation to price?

Step 2 assessment
objectives

Evaluation of external
factors that can impact

support

Understand and
VALIDATE the core clinical
and economic value
proposition IN EACH

MARKET

AVANI
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Clinical and health economic evidence
Health technology assessments

Clinical guidelines




Clinical and health economic evidence
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The Regulatory / Reimbursement Dilemma
(b Uncertainty about the incremental value is the main reason for the gap between CE

marking and adoption. Only the right type of evidence can mitigate this gap.

Risk Assessment Criteria for
Regulatory Approval

Risk Assessment Criteria for Market Access and
Reimbursement

1.

Is the product Safe?

Is the product technically sound
(performance tested)?

Are there any additional post
licencing requirements?

What is the unmet need?
How is your solution better than the alternates?
What is the history and cost of those alternatives?

What am | currently paying?

Can | afford your device?

What are the consequences of NOT funding this?

© N o U A W NhoRE

Which patients should get access?

What is the selling price of your device cost and why is it worth it?

CE mark (regulatory) evidence determines acceptability,

Reimbursement determines value.

This is consistent across all health systems

AVANI
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profile faulty medical devices

Bayer to stop selling Essure birth control device in US

By Susan Scutti, CNN
w®

0502 HKT) July 20, 2018

2015: Essure sterilization method under fire 01:54

PIP breast implant scandal: Here’s what you
need to know

HEALTH | WORLD | FRANCE | BREAST IMPLANTS |  Thursday 20 May 2021, 4:04pm

The victims of defective breast implants made by a French company should receive

financial compensation, ruled a Paris appeal court in France. The case involved around 2,700 women,

540 of whom were Britons.

Thursday's ruling, which might not be final and could go to another higher court, was announced by France-

based association PIPA, which represents victims.

SA lawyers launch
medical class action
against use of pelvic
mesh device

Two legal firms are taking five companies to
court over the device which has caused suffering
among women worldwide

& BL PREMIUM
29 AUGUST 2021 - 17:17 by ALISTAIR ANDERSON

A group of lawyers are launching a class action over defective trans-
vaginal mesh devices which have caused women worldwide to suffer.

The decision to launch the class action follows a legal victory in
Australia two years ago...

& Trend towards post market evidence collection was triggered by a variety of high

UK breast implant victims welcome
compensation ruling

UK News | Published: Jun 3, 2021

A French appeal court said German company TUV Rheinland committed
negligence by certifying the PIP implants as safe.

British women affected by the PIP breast implant scandal have welcomed the ruling of a
French court that around 2,700 victims are entitled to compensation.

An appeal court said German company TUV Rheinland committed negligence by certifying
the implants as safe.

Thursday's ruling, which might not be final and could go to a higher court, was announced
by Fi based i PIPA, which repi victims.

AVANI
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<, Even breakthrough innovations have had issues to become standard of care
tb or take far too long to reach broad adoption, due to uncertaintly.

Is Medtech a Successful Failure?

—

HTA Decision,
Reimbursement,
Coding & Funding

Physician and User Learning Curve

Volume )
& Time | |

Evidence of Launch Adaptive Comparative Adaptive Comparative
Safety and (CE Mark) Trial Design Evidence Results
Efficacy
M =1
Regulatory Clinical Market
Submission Trial Access

The medtech industry filed 15,300 patents worldwide in 2021 worldwide,
Equal to 8,1% of total patents filed

55% of medtech patents are granted vs. 33% of pharma patents

(>
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« Clinicaland Health Economic Evidence
B Payers reduce uncertainty by demanding evidence to inform market access and

reimbursement decisions

Economic benefit

Clinical benefit

A= E] o == |
Evidence-based decisions Decisions based on cost- Decisions based on
clinical data effectiveness data budgetary impact data

® i

N . B N T . D
Caola Nemsrands Austaia v S & ‘m
— L= e

Y
Fad
.lu
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Clinical Evidence
'b Types of studies to collect clinical evidence

Randomized
Conftrolled Trials
Experimental Studies (RCT's)
(Intervention of the
researcher, observation
of what happens)

Non-Randomized
Controlled Trials

Cohort Studies

Observational Studies
(Subjects are observed, Case Control
no action from the Studies

researcher)
Cross Sectional
Studies

(>
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Health Economic Evidence

fb Types of studies to collect health economic evidence

167

Cost Benefit Analysis  Transformed and measured Expressed in
(CBA) in monetary units money units

Expressed in natural units
(humber of life years saved,
incidence of disease, etc)

Cost Effectiveness
Analysis (CEA)

Expressed in
money unifs

Expressed in

SRR ATl Expressed in QALYOs money units

(CUA)

Cost consequence Listed in natural units Listed in money
analysis (CCA) units

* Also exists: Cost minimization analysis, budget impact analysis

Expressing outcomes (the price
of a human life) is quite
challenging

The most common analysis

Special type of CEA

Outcomes and costs are
reported separately, no ratio

AVANI
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Higher
Cost

Lower
Cost

Question: The demand for evidence varies depending on the cost impact of the
technology and competitive landscape: What evidence will you be required to provide
in the target market?

What scenarios drive demand for evidence?

\% I
High cost entrant, High cost entrant,
Low volume, physician preference market High volume, highly competitive high risk market
Focus: Evidence scenario most variable, single  Focus: Comparative studies, cost effectiveness data
arm studies may be feasible in some markets most needed

Focus: Single arm studies most accepted

Low cost entrant,
Few competitors, relatively low risk product

[l
Low cost entrant,
Highly competitive high risk market
Focus: Comparative studies, noninferiority to
competitors, cost effectiveness

Lower

Higher
Evidence Demands

General factors to bear in mind

Price relative to competitors
Patient volume and total cost of treatment

AVANI
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Societies may publish recommendations on the evidence required to
support the adoption and reimbursement of medical technologies

JOURNAL ARTICLE EDITOR'S CHOICE

Standardized assessment of evidence supporting
the adoption of mobile health solutions: A Clinical
Consensus Statement of the ESC Regulatory Affairs

Committee: Developed in collaboration with the
European Heart Rhythm Association (EHRA), the
Association of Cardiovascular Nursing & Allied
Professions (ACNAP) of the ESC, the Heart Failure
Association (HFA) of the ESC, the ESC Young
Community, the ESC Working Group on e-
Cardiology, the ESC Council for Cardiology Practice,
the ESC Council of Cardio-Oncology, the ESC
Council on Hypertension, the ESC Patient Forum,
the ESC Digital Health Committee, and the European
Association of Preventive Cardiology (EAPC)

Enrico G Caiani &%, Hareld Kemps, Petra Hoogendoorn, Riccardo Asteggiano, Allan Bohm,
Britt Borregaard, Giuseppe Boriani, Hans-Peter Brunner La Rocca, Ruben Casado-Arroyo,
Silvia Castelletti, Ruxandra Maria Christodorescu, Martin R Cowie, Paul Dendale,
Fiona Dunn, Alan G Fraser, Deirdre A Lane, Emanuela T Locati,
Katarzyna Mataczynska-Rajpold, Caius O Mersa, Lis Neubeck, Gianfranco Parati,
Chris Plummer, Giuseppe Rosano, Martijn Scherrenberg, Amie Smirthwaite,
Piotr Szymanski
Author Notes

European Heart Journal - Digital Health, Volume 5, Issue 5, September 2024, Pages 509-
523, https://doi.org/10.1093/ehjdh/ztae042
Published: 04 June 2024  Article history »
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Reflections on Clinical and Health Economic Evidence

Questions to ask yourself for each market

1. What is the core clinical and economic value propostion of your device?

* Versus competitors and standard of care?

2. What evidence on clinical outcomes and/ or economic evidence will you require to back up the core value

proposition(s) for clinicians to adopt your technology?

What clinical and economic evidence will likely be required by further stakeholders to support

coverage and reimbursement?

AVANI
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Published evidence is the base for Health Technology Assessments
used to inform national / local pricing and reimbursement decisions and evidence based

clinical guidelines

What is HTA?

Health Technology Assessment (HTA) is
a multidisciplinary process that uses explicit meth-
ods to determine the value of a health technology

at different points in its lifecycle. INAHTA

®

The purpose isto
inform decision-
makers in order to
promote an equita-
ble, efficient, and
high-quality health
system.

HTA can cover both clinical and non-clinical
aspects of a healthcare technology, which mani-
fest in different domains.

HTA domains

|
Q.

Clinical domains:

Health problems and current
use of health technologies.

+ Description of health technolo-
gy under assessment.

Relative clinical effectiveness.
Relative safety

Non-clinical domains

Economic evaluation
Ethical aspects
= Organisational aspects
Social aspects

= Legal aspects

AVANI
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& HTA: Health technology assessments are carried out at every level of decision making:
=< European (from 2025), national, regional and locall

HTA in the context of market access pathways for medical technologies

Member R&D
States
EU legislation for — l
medical devices & = HTA (from 2025) T
in vitro diagnostics CE marking - . -
- Joint Clinical Assessment

e ~
HTA i HTA —

HTA o || HTA
Member - hospital based or - hospital based or

States - clinical £ economic - clinical + economic

3 4

i
P&R ﬁR P&R &R

1

—

HTA’s contribute to the sustainability of health systems by providing scientific evidence / input for local pricing

and procurement processes for medical devices

(>
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HTA: Multiple national and regional HTA agencies exist across Europe

European HTA Map

Instituto
de Salud
fot il

" HII} Generalitat de Catalunya
y L www.gencat.cat

HAS

-
HAUTE AUTORITE DI SANTE

AYA
AN Ludwig Bolzmann Instut

e TSy At

% ASSISTANCE HOPITAUX
PUBLIQUE DE PARIS

M UNIVERSITY«TARTU

Gesundhait Ox2eerech

\jusen s

b m =
R /)] ‘\\

Czech e Y '
¥Ry NACIONALAIS VESELIBAS DIENESTS kunnskapssenteret

I

:
svevsz ( ) .
-

Switzerland:

<= (. Swiss Network for
7 &. Health Technology Assessment

Spain: o
§ § AETS - I1SCIII National
S8  UETS-ALE Madrid
%Eg AETSA Andalucia
& §°§ Avalia-T Galicia
% E E AIAQS / AATRM Cataluna
E g SESC Canary Islands
%‘J' E OSTEBA Basque Countries
8 IACS Aragon
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HTA: In Europe, national and regional HTA agencies are coordinated through EUnetHTA

European HTA Projects:

HTACG: Subgroup for Joint Clinical Assessments

EUnetHTA Network:

* Joint Clinical Assessment

* FP-7 Research

MedtecHTA

European
Commission

eunethta

AdvanceHTA

-

Z AdHopHTA

Adopting Hospital Based
—— HealthTechnology Assessment

[k
/]

/]
lill

(>
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',g European Joint Clinical Assessments from 2025 are focused on evaluating the clinical domains

~ only of some medical technologies, to enhance availability of innovation

Health Technologies affected by Joint Assessment

] ; "

IV Diagnostics

+

Drugs Medical Devices Medical Devices

Atam's e
[ | # H=] HH %
| e

12 Jan 2025 After 12 Jan 2025 13 Jan 2028 13 Jan 2030

Cancer & Advanced Medical Device Orphan Drugs All medicinal
Therapies In Vitro Diagnostic products
Medical Device

L

Selection of high-risk implantable MD classified as Class llb or lll and IVDs class D for which relevant expert panels have
provided a scientific opinion in framework of clinical evaluation consultation procedure of clinical domains only

Selected for Joint Clinical Assessment based on one or more of the following criteria:

* Unmet clinical needs

+ Firstin class

» Potential impact on patients, public health or healthcare systems

* Incorporation of software using artificial intelligence, machine learning technologies or algorithms
« Significant cross-border dimension

* Major European Union added value

AVANI
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Health Technology Assessments: The implication of HTA's on
Market Access




<, HTA: National and regional level HTA organizations issue HTA's to guide
coverage, payment and adoption of appropriate treatments.

>

195

Swedish MTP Councilrecommended
delaying the introduction of robotic
surgery for knee, hip, and spine

27 Jun 2023

On June 13, 2023, the Swedish Medical Technologies Product (MTP) Council recommended that all regions
delay the introduction of robotic systems for knee, hip, and spine surgery until they have been evaluated as

part of the Orderly introduction framework. For now, MTP Council recommends robotic systems in these
indications only to be used in the context of research.

Rapid HTAs of two medical devices
released in|Tuscany

23 Jun 2023

The HTA body of the Tuscany Regional Healthcare issues three types of documents: full HTA reports, rapid
HTA reports, and motivational forms. With regional decree 11957 of June 07, 2023, Tuscany Regional
Healthcare has published assessments of two medical devices in the cardiovascular and spine areas.

The following technologies have been assessed:

@ Cobalt-chrome external stent Vest 2.0 by Vascular Graft Solution for patients undergoing a coronary
artery bypass graft procedure for the treatment of severe arteriosclerotic coronary artery disease;

@ Removable percutaneous interspinous fusion device QFusion by Techlamed for patients affected by
neurogenic claudication due to symptomatic stenosis of the vertebral canal associated with instability
and who are not candidates for open surgery due to contraindications or comorbidities.

AVANI
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& HTA: In Switzerland, the Federal Office of Public Health uses HTA’s to
< determine coverage of novel technologies or procedures

196

O

Topics

Federal Office of Public Health FOPH Med

Diseases Insurances Professions Policy & laws Research Services The FOPH

Published on 29 May 2024

Use of multigene-expression tests for breast cancer

Multigene-expression tests for patients with breast cancer are designed to help decide whether to proceed with

chemotherapy following breast cancer surgery. This HTA report assessed the compulsory reimbursement of the
multigene expression tests OncotypeDX, MammaPrint, EndoPredict and Prosigna for breast cancer. The HTA
report reviewed the clinical efficacy, cost-effectiveness and budget impact, as well as the ethical, legal, social and

organisational aspects.

AVANI
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< NICE conducted an evaluation and provided recommendations on digitdl
tb cognitive behavioural therapy technologies for children

National Institute for .
NICE Health and Care Excellence SR NS E

- Standards and Life British National British National Formulary for Clinical Knowledge
Guidance

indicators sciences Formulary (BNF) Children (BNFC) Summaries (CKS)

fHome > NICE Guidance » Conditions and diseases > Mental health, behavioural and neurodevelopmental conditions > Anxiety

Guided self-help digital cognitive behavioural therapy
for children and young people with mild to moderate
symptoms of anxiety or low mood: early value

assessment
Health technology evaluation | HTE3 | Published: 08 February 2023 | Last updated: 05 Sept

NICE recommended four guided self-help digital CBT technologies to be used

WRegister as a stakeholder

as an initial treatment option for children and young people (aged 5 to 18)

Guidance  Toolsandresources  Information for the public  History with mild to moderate symptoms of anxiety or low mood while evidence is
) being generated. These technologies can be used once they have Digital
Download guidance (PDF) Overvlew
Technology Assessment Criteria (DTAC) approval from NHS England. The
Olene Early value assessment (EVA) guidance on guided

self-help digital cognitive behavioural therapy for technologles are:

children and young people with mild to moderate
2 The technology symptoms of anxiety or low mood. e Lumi Nova (by BfB labs);

1Recommendations

¢ Online Social anxiety Cognitive therapy for Adolescents (by OSCA);
¢ Online Support and Intervention for child anxiety (by OSI);
e Space from anxiety for teens, space from the low mood for teens, space

from low mood and anxiety for teens (bv Silvercloud):

AVANI
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- HTA's form an obligatory or advisory role in informinséﬁr'ié‘imbursem'ehf"gnd pricing =
(g decisions depending on the country: What is the case in your target markete

Number of countries where HTA’s are used to Number of countries where HTA’s are
inform reimbursement decisions used to inform Medtech pricing decisions

\\

N4

Number of countries where HTA's are of Number of countries where HTA’s have
obligatory compliance an advisory role

o A

(both) only) - Device)

(>
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HTA: Hospital based HTA's are frequently used for local decision making
» around the adoption of innnovations

* Hospital based HTA — “Mini HTA” allow hospital decision

Medical devices makers ol to assess and prioritize
0% 2% 4% 6% 8% 10% 12% 14% o
————————————————————u - Investment decisions
] |
————————— - Improve clinical practice through innovation
|
 S——————————— - Adapted to hospital clinical practice, comparators,
: organization of care
1
——— - Uses hospital level data
|
= - Challenge Industry claims
B Safety D Efficacy B Effectiveness . . .
O Cost-effectiveness B Technical productivity DBudget impact *  Most common dimensions: safety, efficacy and (cost)
O Organizational impact O Ethical sswes B Patient perspective :
Oom ot o effectiveness

* Further key criteria: budget impact and organisational
impact.

* Technical productivity and patient satisfaction rank
much lower.

AVANI
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Health Technology Assessments
Take Away's

Health technology assessments inform clinical and economic stakeholders take decisions around the coverage and
adoption of medical technologies.

- HTA’s are always based on published clinical and health economic evidence

- HTA’s by some agencies can have a worldwide impact on technology coverage and adoption. Therefore
voluntary engagement in a HTA should be carefully considered

HTA’s can form an obligatory or advisory role in informing coverage, adoption and reimbursement, depending on the
market.

From January 2025 European wide Joint Clinical Assessments will be performed on class llb and class Ill devices that
comply with specific criteria.

- JCA’s will focus only on 4 core domains.

- Domains to be evaluated at local market level: Cost and economic effectiveness, Ethical, Organizational, Patient
and Social as well as Legal aspects

- AVANI

>3



Clinical Guidelines




& Guidelines: Question: what do clinical guidelines say about your technology or the
= standard of care in the target market?

* Guidelines are not fixed protocols but are intended for health care professionals and providers to consider.

* They identify and describe generally recommended courses of intervention

Clinical Practice Guidelines

Systematically developed statements to assist practitioner and patient decisions about appropriate health

What e :
care for specific clinical circumstances

Who Specialist Societies / Public Administration / Care Providers

(>
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& Guidelines: American guidelines are often considered in the development
= of European and local guideline driven care.

Recommendation

AMERICAN COLLEGE Archritis Care & Research EULAR recommendations for the management of

B Vol 73, No. 7, July 2021, pp 924-939 . . w . . . .

f RHEUMATOLOGY D01 10.1002acr 2455 rheumatoid arthritis with synthetic and biological
¥ . American College of Rheumatology

disease-modifying antirheumatic drugs: 2022 update

Josef S Smolen ©," Robert B M Landewé @ ,* Sytske Anne Bergstra @,

2021 American COI I ege Of Rh eumato I Ogy Gui de I ine fO r th e Andreas Kerschbasumer ! Alexandre Sepr‘\asno " Daniel Aletah?a ,

H H Roberto Caporali,” Christopher John Edwards,” Kimme L Hyrich @,
Treatment of Rheumatoid Arthritis Janet E Poplz 2 Savia dE Souza @ ,°Tanja A Stamm y,wTsutomu Takeuchi @ "

Patrick Verschueren @ ,'2 Kevin L Winthrop @ ,'* Alejandro Balsa @ "

Liana Fraenkel,' '2) Joan M. Bathon,? Bryant R. England,? = E. William St.Clair,* Thurayya Arayssi,® Joan M Bathon,'® Maya H Buch @ ,"® Gerd R Burmester @' Frank Buttgereit @,
Kristine Carandang,” = Kevin D, Deane,” ) Mark Genovese,” = Kent Kwas Huston,” Gail Kerr,' Joel Kremer,"' Mario Humberto Cardiel,"® Katerina Chatzidionysiou @ ,'® Catalin Codreanu,*
Mary C. Nakamura,' Linda A. Russell,'”* Jasvinder A. Singh," 2} Benjamin J. Smith,"* ") Jeffrey A. Sparks,'® Maurizio Cutolo @ 2" Alfons A den Broeder,”? Khadija El Aoufy,? Axel Finckh @ !
Shilpa Venkatachalam,'” Michael E. Weinblatt,"® Mounir Al-Gibbawi,'"® Joshua F. Baker," {2} Kamil E. Barbour,? Jo&o Eurico Fonseca nszJvaUGS'E”C GOYggnbEfg «ZEEESPG" A Haavardggolm,”
Jennifer L. Barton,” Laura Cappelli,”” "2} Fatimah Chamseddine,"” Michael George,” ' Sindhu R. Johnson,* Annamaria lagnocco ® ,* Kim Lauper @ ™" Zhanguo Lj™ lain B Mclnnes,

Eduardo F Mysler,*' Peter Nash © ,** Gyula Poor,** Gorica G Ristic,**

Felice Rivellese @ ,** Andrea Rubbert-Roth @ ,*® Hendrik Schulze-Koops
Nikolay Stoilov,” Anja Strangfeld © ,"®*° Annette van der Helm-van Mil®
Elsa van Duuren,” Theodora P M Vliet Vlieland @ ,*' René Westhovens © |
Désirée van der Heijde

Lara Kahale,'® Basil S. Karam,'® Assem M. Khamis,"® %' Iris Navarro-Millan,* (2 Reza Mirza,* Pascale Schwab,”

37
Namrata Singh,” Marat Turgunbaev,” Amy S. Turner,® (%) Sally Yaacoub,'® " and Elie A. AkI™ '

12

Guidelines and recommendations developed and/or endorsed by the American College of Rheumatology (ACR) are intended to

. . . X , ) pry Handling editor David S ABSTRACT or failure of two csDMARDs), any bDMARD should be
p.rowde g?neraf guidance for lcommonry encountered clinical scené.mos. The fecommefﬁdat{ons do not dictate the clare for anl inddi Pisetsky Objectives To provide an update of the EULAR added to the csDVIARD: after careful consideration of
vidual patient. The ACR considers adherence to the recommenaations described in this guideline to be voluntary, with the ultimate For numbered affiiations e eUmatoid arthritis (RA) management recommendations  risks of MACEs, malignancies and/ar thromboembolic

. R . . L PR o . . e e e . ~ e and of article. addressing the most recent developments in the field. events tsDMARDs may also be considered in this phase.

"¢20Z JOqUIBAON 0L U0 9SEEZZ-220Z-PIE/9ELL 0L SE PaysIignd 1Siy :SIQ WwNByy uuy

2p pue 1xa) 0} pajejal sasn Joy Buipnjou ybukdos Aq peyoaroig

Methods An international task force was formed and If the first bDMARD (or tsDMARD) fails, any other
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Guidelines: European guidelines often form the basis of local guideline driven care.

Federatie
Medisch
Specialisten

RICHTLLINEN Q ZOEK NIEUWS INSTRUCTIES WERKWIJZE OVER CONTACT APP

Richtlijnendatabase

£ 10GIN

€ Terug naar zoekresultaten

Herseninfarct en hersenbloeding

@ Bijlagen [ Download richtlijn

Behandeling afasie na herseninfarct/-bloeding -

1. Is taaltherapie effectief voor het herstel van communicatie bij patignten met afasie door een herseninfarct of

Initiatief: NVN Aantal modules: 43

Herseninfarct en hersenbloeding a
Beoordeeld: 12-09-2024

Zoeken binnen deze richtlijn Q
Uitgangsvraag

Alles openklappen Behandeling van afasie ten gevolge van een herseninfarct of hersenbloeding
Subuitgangsvragen

1. Startpagina - Herseninfarct en hersenbloeding?

EUROPEAN
Guideline STRUKE 10 U R NAI-

European Stroke Journal
1-32
© European Stroke Organisation 2025

European Stroke Organisation (ESO) -
guideline on aphasia rehabilitation O

Article reuse guidelines:
sagepub.com/journals-permissions
DOI: 10.1177/23969873241311025

journals sagepub.com/homeleso

S Sage

Marian C Brady'(”, Claire Mills'2*?, Hege Prag @ra**

Natalia Novaes®, Frank Becker**'", Fofi Constantinidou”,
Agnes Flsel®”, Katharina S Sunnerhagen®'”, Jytte Isaksen'®!!
Caroline Jagoe'?”, Luis MT Jesus'*”), Paola Marangolo'*2,
Marcus Meinzer®”, Ineke van der Meulen'®'®

Pauline Campbell”!, Leonard Ho'"'*®), Salman Hussain
and Katerina Hilari'?

Abstract

Evidence of effective aphasia rehabilitation is emerging, yet intervention and delivery varies widely. This European Stroke
Organisation guideline adhered to the guideline development standard procedures and Grading of Recommendations,
Assessment, Development and Evaluation (GRADE) methodology. The resulting multi-disciplinary, evidence-based

rarAammandarinne cunnart tha Adsalivary Af hish_Aualieg La_ralatad anhacia rahahilitarian Tha warkine araun
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, Guidelines: Specialist societies emit guidelines, position papers

and quality standards that constitute standard of care.

/ SOCIEDAD ANDALUZA
/_ DE ANGIOLOGIA Y CIRUGIA VASCULAR

sacva.es

Inicio L.a Asociacion Congresos Documentacion Formacion, Premios y Becas

"El futuro de nuestra especialidad seria una combinacion de

CLINICAL PRACTICE GUIDELINES Ir?)igtoig;fecmcas de minima invasion: endovascular y

forthe Mlanagement of Patients with

Rheumatoid Arthritis [ RTE—

SPANISH SOCIETY OF RHEUMATOLOGY
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Guidelines: Payer guidelines may indicate optimal

organization of care and even indicate coding recommendations

Prioritd del PDTA Regionale delle Demenze

UN NUOVO APPROCCIO ALLA DEMENZA
UNA MAPPA A SUPPORTO DEL PDTA REGIONALE

5 | REGIONE pet VENETO

ACCESSIBILITA’ QUALITA’ DI
Al SERVIZI VITA
Accesso tempestivo Le persone con
@ e appropriato \y demenza devono
alle cure ed a una poter vivere nella
adeguata assistenza loro comunita

PREVENZIONE DIAGNOSI

Q8

FINE VITA

Rispetto delle
scelte per il fine
vita/morte
dignitosa

Tempestivita

nella diagnosi
Piano di Cura
Rivalutazione

\ Il rischio di
sviluppare
la demenza
viene minimizzato

Il Percorso Diagnostico
Terapeutico Assistenziale
(PDTA) delle Demenze

3.2 Fase diagnostica

Obiettivi. Confermare o meno il sospetto diagnostico
Rete. Il paziente affetto da decadimento cognitivo si caratterizza per una complessita clinica che deriva dalla
comorbilita’ e dalla fragilita®. E quindi necessario elaborare un approccio clinico-diagnostico dedicato e

multidisciplinare da parte dell'équipe multiprofessionale del CDCD.

Attivita. La diagnosi di demenza spetta al medico specialista del CDCD supportato dalle competenze

«Mi sono state date
tutte le informazioni su
come ridurre il mio
rischio di sviluppare una
demenza»

DOVE AGIRE?

Prevenzione
Riduzione del rischio
Informazioni sanitarie
Ricerca

«Mi & stata fatta una
diagnosi tempestiva»
«Sono in grado di
prendere decisioni e
posso fare delle scelte
piu appropriate»

DOVE AGIRE?

Valutazione Cognitiva
Diagnosi

Comunicazione

Piano di Cura Integrato e
pianificazione anticipata
dell'assistenza

«Sono stato trattato con
dignita e rispetto»

«Ho ottenuto le cure e il
supporto migliori che
potessi avere per la mia
malattia»

DOVE AGIRE?

Gestione di esiti della
diagnosi di demenza
sulle scelte da
affrontare;

dei disturbi
comportamentali;
della domiciliarita;
dell’accesso al PS/H

«Mi sento parte di
questa societa»

«So che chi mi aiuta &
supportato»

DOVE AGIRE?

Servizi integrati

Cure coordinate
Comunita sicure e
accoglienti
Promozione
dell’indipendenza
Supporto ai caregiver

«Sono sicuro che
verranno rispettate le
mie scelte per il fine
vita»

«Mi aspetto una morte
dignitosa»

DOVE AGIRE?
Cure palliative
Fine vita

Preferenza del luogo di
morte

specifiche dello psicologo esperto in neuropsicologia. Il medico del CDCD prende in carico il paziente, formula
un’ipotesi diagnostica, prescrive gli esami strumentali e condivide con lo psicologo I'ipotesi diagnostica. Lo
specialista prescrive I'esame neuropsicologico e lo psicologo seleziona i test idonei (tabella 3).

Tabella 3. Codici del nomenclatore regionale relativi alla valutazione neuropsicologica completa

c0d.94.09_9

Colloquio psicologico clinico

cod. 94.01.2_0

Somministrazione/ interpretazione di test per il deterioramento

c0d.94.02.1_6

Test di attenzione

cod. 94.01.3

Valutazione monofunzionale; test semplice del linguaggio

cod. 94.08.1_0

Somministrazione/interpretazione test funzioni esecutive

cod. 94.08.2_0

Somministrazione/interpretazione abilita visuo spaziali

cod. 94.02.1_3

Somministrazione/interpretazione test della memoria

- AVANI
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e Clinical Guideline Take Away'’s

1. Clinical guidelines are systematically developed statements to assist practitioner and patient decisions about
appropriate health care for specific clinical circumstances and can be issued by specialist societies, payers and
care providers.

- They identify and describe generally recommended courses of intervention and strongly reference
clinical evidence.

2. ltisimportant to understand what guidelines say about a particular technology or procedure

- If a technology is recommended against in a clinical guideline it will likely impact decisions around
coverage and adoption.

o Robust evidence, stakeholder support, time and resources will be required.

AVANI
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& Strategic choice of stakeholders to support your market access sirategy
=~ Some sources of stakeholder identification: google is your friend

Physicians

Public
Healthcare
(HTA's)

232

Authors / collaborators of - Specialist Society — Guidelines
Members of specialist society organization

Expert reviewers of HTA's

Research project PI’s ( Pubmed)

Reference centers: Specialist society guidelines / Patient society website /
Ministry of Health

High volume specialized centers (Registries)

Articles in press

National and European (EUnetHTA) health technology assessment agencies

Relevant patient societies

Top insurance companies + smaller insurance companies!

(>
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'b Stakeholders: Authors of specialist guidelines

EUROPEAN
Guideline STROKE JOURNAL

Relevant KOL's Europesn ke Joura
and hospitals!!
(for evidence
generation and

European Stroke Organisation (ESO) © European Siroke Organsaion 2025

. - . epge . rﬂoxeﬂ
guideline on aphasia rehabilitation ,_,gmde,m

sagepub.com/journals-permissions
DOI: 10.1177/23969873241311025

market access
upport)

Marian C Brady'@, Claire Mills®1'3, Hege Prag ﬁra“'5®,

Natalia Novaes®, Frank Becker“'s@, Fofi Cnnstantinidou’@,
Agnes Floel®?, Katharina S Sunnerhagen"@, Jytte Isaksen'®!1(),
Caroline jagoe”@, Luis MT Jesus'*", Paola Marangnln"‘@,
Marcus Meinzer®”, Ineke van der Meulen'5'¢(2),

Pauline Campbell@', Leonard Ho'”'#(), Salman Hussain'®
and Katerina Hilari'?®
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Stakeholders
'b PlI's in local research studies

N’ ZonMw Financiering vindenv  Onderwerpen  Actualiteitv  Over ZonMw v

—: Revalidatie

Revalidatiegeneeskunde (VRA)

Kenmerken
Status: Afgerond
Budget: € 2.632.000

Looptijd: 100%

2013 2017

Vervolg op programma:

Revalidatieonderzoeksprogramma Il

Subsidies

Bekijk alle open en gesloten subsidies 9
van dit programma.

Projecten

Het llle programma Revalidatieonderzoek concentreert zich op onderzoek naar het

Bekijk de projecten van dit programma. >
effect van revalidatie-interventies vanuit het perspectief van de patiént.

Aanleiding Contact

In 1997 verscheen het RGO Advies Revalidatieonderzoek; stimulatie van revalidatieonderzoek en

inbedding van revalidatieonderzoek in medische faculteiten in Nederland. De conclusie was dat Martun van Costa

ontwikkelingen binnen het revalidatieonderzoek versnipperd plaatsvonden en gestreefd moest Programmacodrdinator
worden naar meer afsternming en codrdinatie van onderzoek. De kwaliteit van het onderzoek was R, 31703495245
onvoldoende en de inbedding in de universitaire centra was te beperkt. & costa@zonmw.nl
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Stakeholders

& Authors of scientific publications (PubMed)

Pu bmed ® biomimetic sperm selection technology] ¢ m

Advanced Create alert Create RSS User Guide
Email Send to Sortby: | Best match Display options LF
¥ CUSTOM FILTERS 6 results Page

RESULTS BY YEAR

[] A biomimetic sperm selection device for routine sperm selection.
1 Vasilescu 5A, Goss DM, Gurner KH, Kelley RL Mazi M, De Bond FK, Lorimer J, Horta F, Parast FY, Gardner
DK, Nosrati R, Warkiani ME.
Repred Biomed Online. 2025 Feb;50(2):104433. doi: 10.1016/).rbmo.2024,104433. Epub 2024 Sep 11.

I PMID: 39721152 Free article.
L RESEARCH QUESTION: Can a biomimetic microfluidic sperm sorter isolate motile sperm while

2025 minimizing DNA damage in comparison with density gradient centrifugation (DGC)? ..CONCLUSIONS:
Channel-based biomimetic sperm selection can passivel ...
LICATION DATE
Sperm quality metrics were improved by a biomimetic microfluidic selection
- platform compared to swim-up methods.
) 5 years Ci Vasilescu SA, Ding L Parast FY, Nosrati R, Warkiani ME.
10 years Microsyst Manoeng. 2023 Mar 28;9:37. doi: 10.1038/541378-023-00501-7. eCollection 2023.
PMID: 37007605 Free PMC article.

Conventional sperm selection methodologies typically produce a higher total number of sperm with

() 1year

() Custom Range

SVAILABILITY variable motilities, morphologies, and levels of DMNA integrity. ...Here, we demonstrate a 3D printed,

biclogically inspired microfluidic sperm selection ...

[] Abstract

[] Free full text Sperm Selection by Colloid Centrifugation.

Morrell JM.
[] Full text
Methods Mol Biol. 2025;2897:249-265. doi: 10.1007/978-1-0716-4406-5_18.

ARTICLE ATTRIBUTE PMID: 40202641
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Stakeholders

) Reference centers for specific disease or patient populations or high volume centers
participating in registries

(\ ALLEANZA ) ) )
CONTRO About us Projects Governance Members Working Groups Tenders and contracts Committees
IL CANCRO

News Cerca... Q

Oncology Reference Center

ISTITUTO DI RICERCHE
et FARMACOLOGICHE §
H ! !
SANTORSOLA H MARIO NEGRI - IRCCS
Istitute Mazionale d Fisica Nucleare.

i IEO

= Istituto Europeo di Oncologia

istituto nazionale
Sistema Socio Santaro

A,
s&i"»

@rosmonencss, B Rosiene,, O ostroenterologic "‘\f( Gemelli SYNL/\BV

Fondasians Pecaneco Untveritaro Agerins Garmes BECS

Unbversith Cotaten dol Sacrs Curs IRCCS SDN
de Bellis - Castellana Grotte IRCCS

IDI @ Maugeri

o
FONDAZIONE A
) i o —te
et Orten o s o oA PeRELCNA Bambino Gest
e . OSPEDALE PEDIATRICO
wemsepmisbontinepmnt

S0
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& Stakeholders
< Patient Societies!!

ANMAR

Associazione Nazionale
Malati Reumatici

Home Cosafacciamo News& Docs Chisiamo

Associazione

Nazionale
Malati Reumatici

{

Numero Verde Anmar

800.910.625 )
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Stakeholders
Articles in press

galthcare-in-europe

World's first robot-assisted vascular surgery for
aneurysm

London, UK - A Hansen Sensei* robot has been used to perform vas-
cular surgery on a 78-year-old patient for an aneurysm that would
have been thought too high-risk for conventional surgery.

During the operation a robotic catheter
was manipulated by the surgeon at a con-
sole outside the operating theatre, using a
steerable tip through the blood vessels.
Viewing the blood vessels onscreen, a
stent was accurately fitted in the aneu-







& Do you now understand how a well though out market access & reimbursement
= strategy may positively influence market size and time to markete!

Market size
Define target patient population

Clear definition of the comparative value proposition: Clinical stakeholder adoption
Indepth understanding of the patient access (treatment pathway / standard of care)
Indication of willingness to pay (Tariffs / competitor pricing)

Indication of the optimal business model (public / private sector)

Time to market

Identification and anticipation of formal market access hurdles: coverage, coding and
payment

Anticipate Evidence requirements (clinical and health economic)

Anticipate HTA requirement for coverage and adoption

(>
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So, if you take a structured approach and don’'t skip any step, you have
already initiated a market access and reimbursement strategic plan!

Comparative
health

Coverage .
Technology T.argfei Seffing of Coding & Clinical and Standard of .C.ompar.ahve .
Value Indication / b ¢ Target Market!! : Care clinical evidence economic
= ; Care eimbursement econonomic requirements
Proposition Population landscape stakeholders comparator q

evidence
requirements

(>
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& The answers to these questions for each market will provide
= you with the key elements of a market access strategy

1 Is your technology covered in the market of interest in the public and / or private setting and at national
and/or regional level?

2 How are care providers financed in your market of interest and how are they financed for the use of your
technology?

3 What is the impact of coding and tariffs on market access in your target market?

4 What is the setting of care for your technology in the target market?

5 How is your technology coded in the target market?

6 Are existing tariffs sufficient to cover the cost of your technology? If not, are innovation pathways
available?

7 What is the target indication and the initial utilisation of for your device?

8 Are there any guidelines on the treatment pathway of this indication and what are the recommendations?

9 Has a HTA been performed on your technology or a similar / competitor technology?

10  What is the role of patient societies on technology adoption, and are they relevant to your technology?

(>
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& The answers to these questions for each market will provide
=~ you with the key elements of a market access strategy

11 Where does your technology “fit” in the patient treatment pathway for the target indication?

12 Who are the key clinical and economic stakeholders in this treatment pathway that contains your in the target
market?

13 What is the current standard of care patient treatment pathway?

14 What is the unmet need?
15 How does your technology alter the SoC pathway and / or stakeholders involved?

16 Resource allocation is evaluated by each stakeholder with their own perspective of “Value”: How do stakeholders in
your target market perceive the comparative value of your device (versus price and competitors)?

17 What scientific evidence will be required by clinical and economic stakeholders to back up the value proposition of
your technology

18 What is the willingness to pay for your technology based on the comparative value proposition versus SoC and
competitor technologies?

19 What is the preferred business model(s) in each setting of care and market?

(>
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Questions?e

Your plan

S -

Reality

Meike Bomhof
Vice President Europe
Avania Market Access
meike.bomhof@avaniaclinical.com

(>
AVANIA



\/

o
AVANIA

Services

/.

AVANIA~



"E Global Capabilities Backed by Deep Expertise

Industry Leading Certifications On a Global Scale
900+ Discrete Projects 150 9001 IS0 13485 IS0 27001

B Footprint [l Office locations || Affiliate network

500+ Regulatory Submissions

Fully Compliant With Industry
400+ MD&D Trials Regulatory Frameworks

* 1S0O 14155:2020 — Good Clinical Practice
for Medical Devices

40+ Countries * Code of Federal Regulations Title 21 —
FDA Regulations of Medical Devices

* GCDMP - Good Clinical Data
Management Practices

25+ Breakthrough Designations * MDR — Medical Device Regulation

* IVDR —In Vitro Diagnostic Regulation

* GDPR - General Data Protection
Regulation

* USA: California (San Diego and San Jose), Massachusetts
(Boston and Marlborough), Ohio (Cleveland)

EU: Germany (Frankfurt), Netherlands (Bilthoven), Spain
AUS: Melbourne, Sydney

UK: Nottingham

CAN: Toronto, ON

Product Types

N . di ) q Qualified suppliers in following regions:
: g/ Invitro diagnostics an % Eastern EU, Asia, Latin America
/ Device (Class I, 11, 111) // point of care diagnostics SaMD/AI
—) MHealth I
/ @ Imaging diagnostics // Qﬂ Combination products E] o meoab’icle(o\ll\;i?crzeas)es
/

>
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@ Advancing Your Medical Technology From Innovation to Commercialization

Discovery Invention and Pre-Clinical Regulatory Product Post-Market
and Ideation Prototyping Testing Approval Launch Support

v

Emerging Technology
and Project
Development Strategy

Data Analytics, Safety, /
and Compliance

Clinical Operations /

SN X X

v
v
v v v

>
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Capabilities
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Support from Concept to Commercialization

4

Unified Regulatory,
Clinical Evidence,
Product Development
and Market Access
Strategy for Novel
Products

Concept Development
and Evaluation

Market Appraisals

Due Diligence &
Scientific Evaluation

Human Factors &
Industrial Design

Path to Market
FDA Pre-Sub

Breakthrough
Designations

Orphan Product
Designations

Special Access

Systems Design

QMS Setup and
Certification
Management

Software Development
(Embedded and
Applications) to

IEC 62304

Electronic
Development
(EMC, 60601-1)

Mechanical &
Industrial Design

Labeling, Operator’s
Manuals

Turnkey Product
Development

QMS Set-Up &
Certification Support

Project Rescue
Design for Compliance

Clinical Trial Design
& Strategy

Biostatistics

Software Validation
Biocompatibility

& Toxicology
Sterilization & Shelf Life
EMC & Safety

Bench Testing &
System Validation

Compliant Clinical
Operations Support

Clinical Trial Design
& Strategy

Animal Testing
Animal Study Design
Clinical Study
Protocols & Reports
IDEs & ITAs

Verification and
Validation

FCC/CSA/60601-1
Series Certifications

PMAs, De-Novos

Technical File
Development
& CE Mark

Health Canada
Licencing

Australia (TGA)
And other locations

Regulatory
Submissions

Clinical Evaluations

Rescue of Failed
Regulatory
Submissions

Ongoing QMS Support
(Audits, Resolving
Findings

Design for
Manufacturing

Tooling Design

Device Master
Record Generation

Contract Manufacturer
Identification
& Selection

Internal Audits
Audit Remediation

Concept Development Implementation limifee] Market Clearance I U L S
P P P Non-Clinical Testing & Operations & Reimbursement

FDA Approvals (510k),

Evidence Planning
and Optimal Product
Positioning

Field Support for
Coverage, Coding
and Payment

Economic Models
and Health Economic
Studies

Product Hotline
Support

Global Strategic
Evidence Design

Coding Strategy

Health Economic
Analysis to Support
Product Value



"E Integrated Solutions For Your Journey From Concept to Commercialization

316

Emerging Technology & Product
Development Strategy

* Clinical and Regulatory
Strategy Consulting

* Project Delivery
* Field Clinical Management

Data Analytics, Safety,
& Compliance

Data Analytics

Biostatistics

Safety Management

Regulatory and Medical Writing

LJ.” Clinical Operations

* Clinical Monitoring
e Late-Phase Project Delivery

Market Access

Reimbursement Strategy
& Market Access

Patient Access & Support
Center Services
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& The acquisition in 2023 of Hull Associates Market Access by Avania CRO integrates core
= expertise across the entire MedTech development and adoption pathway.

AVANIA~ l- |
ADVANCING YOUR MEDICAL TECHNOLOGY Hull Associates e
MARKET ACCESS

30 Years of Global Experience in 17 Years of Global Experience in

Analytics Evidence Planning

linical Trial
Clinical Trials Market Access

Consulting

Reimbursement

Medical Writing

Health Technology Assessment

Quality Management

Regulatory Pricing Strategy
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& Market Access and Reimbursement services are applicable
< throughout the product lifecycle

Strategic consulting services span from early product development and evidence planning

They are most needed around the time of launch.
Product Lifecycle Stages
Animal / Early RA

Engineering Strategy, Pivotal Trials
Studies Evidence Plan

Product
Concept Stage

FDA Approval +

CE Mark

Post Market /
oding, Coverage,
Payment Support

Market Access and Reimbursement Services by Product Stage

X X

* Early Market Access * Integrated clinical « Health economic * Coordinate
and reimbursement and resource evidence design & stakeholder
pathway analysis utilization evidence  generation. support

design * Support RWE

* Initial evidence plan )
* Confirm critical collection

path requirements

et Dt et Dt

A key function of the market access team is to advise clients on the evidence requirements to obtain market
access and reimbursement and therefore the design of clinical and health economic evidence to achieve this
goal, as well as CE / FDA marking and approval.

318

Apply for novel codes /
coverage under
evidence development

Design and support
reimbursement

Dossiers for coverage /
HTA reviews

Lifecycle MA&R
support
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& We offer a fully integrated assessment to obtain and improve reimbursement and
< market access

Typical market assessment process , ,
Design optimal

positioning, price,
and market plan

Determine price sensitivity by
setting of care

Affirm clinical and health
Determine core value economic evidence

proposition requirements

Assess reimbursement/
funding options

Our field experts apply their knowledge of payment systems

and health policy to a well-defined methodology for each product

* Assess and understand the product’s core value in each * Determine price sensitivity for adoption using the best
local market context adapted method for each market
* Understand the influences and opportunities for * Affirm local evidence requirements to design an optimal

coverage and reimbursement clinical and health economic evidence strategy
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Core Services — in all global markets

* Reimbursement Assessment and Strategy

e Evidence Planning

* Product Positioning

e Pricing Strategy, Value-Based Pricing™ Analysis

Strategic Advisory Services

* Development of health economic models, prospective

Health Economic . .. .. . :
studies, and management of publication strategies in all international

Services

markets
Expert Focus Implementation of expert payer and key stakeholder focus groups in all
Group Support major markets of the world
Reimbursement Execution of targeted reimbursement strategies for specific products
Execution and Advocacy across multiple markets

Ongoing support in international markets to manage product portfolio
reimbursement and economics
Liaison support between distributors, local reps, and key stakeholders

AVANI

Market Portfolio
Management
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Avania Market Access has local expertise & a worldwide reach allowing for

> strategic consulting, globally.

Eric Lam, Phd

Sr. Vice President

Headquarter © Consultant Locations

Toronto

Minneapolis
P Chicago—e Boston

Bogota ————©o

EXECUTIVE LEADERSHIP

Stephen Hull

Sr. Vice President

Brussels o————— Stockholm

London ——o o———— Warsaw
Paris ———o ©——————— Munich

ltaly ————o

Meike Bomhof

Vice President, Europe

Valencia —=© -

o—— Sdo Paulo

& Santiago
©-—— Buenos Aires
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Istanbul

Mumbai

o——Tokyo

©—————— Shanghai

Melbourne
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'.g For the last 20 years we have served over 500 companies across multiple product
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Thank you!
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