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MArS Virtual Reality Preparation Camps

Get equipped for your AMNOG process

and make your personal consultations, hearings,
meetings and price negotiations

more efficient with the

MArS Virtual Reality Preparation Camps.

MArS developed specific Virtual Reality Preparation simulations to successfully

prepare your next face-to-face meetings in the AMNOG and other market access processes like
e early consultation
* oral hearing
® price negotiations

to ensure an efficient and optimal outcome. All simulations are especially

designed and developed based on latest educational research.

These preparation camps include...
® general training sessions on consultations, hearings & negotiations
e specific guide book for each event
* dedicated VR sessions on various scenarios including Avatars with the
known stakeholders in the AMNOG system
* adaptations specifically for your product

Contact us in order to start your successful AMNOG process
with our Virtual Reality Boot Camps.

Contact us for more information and availability. B 00 k VO ur
MArS Market Access & Pricing Strategy GmbH VR

https:/mark i e

T: +49 152 22 82 97 73 E-Mail: stefan.wal K pricingstrategy.de BOOtcamp!

www.marketaccess-pricingstrategy.de
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Virtual Reality Negotiation Training Increases
Negotiation Knowledge and Skill

Joost Broekens!, Maaike Harbers!, Willem-Paul Brinkman®,
Catholijn M. Jonker!, Karel Van den Bosch®, and John-Jules Meyer?

! Delft University of Technology
joost.broekens@gmail.com, {m.harbers,v.p.brinkman,c.m. jonker}@tudelft.nl
2 Utrecht University
jjecs.uu.nl

Broekens J., et al. (2012) Virtual Reality Negotiation Training Increases Negotiation Knowledge and
Skill. In: Nakano Y., et al. (eds) Intelligent Virtual Agents. IVA 2012. Lecture Notes in Computer Science,
vol 7502. Springer, Berlin, Heidelberg



Questions welcome! Ulla\YY)

Market Access & Pricing Strategy

* Feel free to ask questions. After the presentation, we will
nave time for your questions.

e Use either the Zoom chat function or the Q&A function to
raise your questions or comments.

* As always, slides will be provided afterwards, and the video
will be published on our website.

www.marketaccess-pricingstrategy.de
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Missed the webinar?

If you missed our last webinar, you can watch it here:

https://youtu.be/3qUg72Henzs

i Innovative pri ctin
Download PDFs of our recent Seminars I“Mm_mml:mumi_g_‘m7

O Stefon Wolzer e Roman Spelsberg
Morke Accuns &
Prcing Streredy GmbH ‘ Lutz Volimer

Market access & reimbursement for health apps (24.09.2020) 2910

Subscribe here: marketaccess-pricingstrateqy.de/en/wabinars 9pm
120m

Innovative price contracting in the German AMNOG process (29.10.2020) e
EU-HTA to come? (27.08.2020)

A possible second wave of Covid-19 in Germany (25.06.2020)

Covid-19 pushes digitalization in health care (26.05.2020)

The economic impact of Covid-19 in Germany (23.04.2020)

www.marketaccess-pricingstrategy.de 6
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Momentum for Digitalisation ULl

Market Access & Pricing Strategy

* The pandemic was defined as the biggest boost for digital transformation
initiatives in hospitals: Hospitals normally only invest their money in
projects which have a direct financial benefit for them; Now they were

forced to invest in digital projects and realised that they also provide
financial benefits

* A lot of hospitals hold their investment budgets back in these days as safety
reserves but they will invest once the pandemic is over

* The current situation also led to a shift in the mind-set ®
of physicians: There is a greater willingness to use digital

Innovations N

www.marketaccess-pricingstrategy.de



.. where does Germany start at? Ulla\T




General hurdles for Market Access in Germany Ul

Market Access & Pricing Strategy

103 Individual health insurance funds

16 “Lander” (regions)

Strict separation of in-and outpatient sector with different

[gf 17 associations of statutory health insurance physicians and
ﬂﬂﬂﬂﬂ regulations and very limited integration

‘ Diverse hospital landscape with private hospitals, big
5= university hospitals and smaller hospitals

www.marketaccess-pricingstrategy.de



Status Quo: Digitalisation in Germany Uilla\ YY)
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Current Level of adoption of HITL.2:
60% of German hospitals at stage 2 of EMRAM scale

36% fully introduced internal Wi-Fi
11% fully implemented EHR systems

Ranking of hurdles for digitalisation?-3;
1. Lack of funding

2. Missing qualified IT-personal
3. Interpretability of IT-systems

Political will for digital transformation*:

Several national initiatives targeted on digital transformation in
health system = e.g. hospital future act

Momentum through pandemic and market pressures

1: Klauber, Jurgen, et al. Krankenhaus-Report 2019: Das digitale Krankenhaus. Springer Nature, 2019.
2: Deutsches Krankenhaus Institut: Das Digitale Krankenhaus

WWW. mar k e 1‘ access- p r i C | n g S 1' r a 1‘ e g y ) d e 3: https://www.marburger-bund.de/bundesverband/themen/krankenhauspolitik/digitale-modernisierung/check-it-das-marburger-bund

4: https://www.bundesgesundheitsministerium.de/krankenhauszukunftsgesetz.html



Key Issues for Digital

Transformation |
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Was sind aus lhrer Sicht zentrale Probleme und Herausforderungen bel der Digitalislerung Ihres Krankenhauses?

(Krankenhauser in %)

Unzureichende finanzielle Mittel / hohe Kosten

Fehlendes Personal in der IT-Abteilung

Mangelndes IT-Know-how bei den KH-Mitarbeitern
in den Fach-/Funktionsbereichen

Unzureichende Interoperabilitdt vorhandener
IT-Systeme im KH

Unzureichende Vernetzung mit externen Einrichtungen
Offener dkonomischer Nutzen / return on invest

Gewahrleistung der IT-Sicherheit

Mangelnde Akzeptanz bei den KH-Mitarbeitern
in den Fach-/Funktionsbereichen

Veraltete [T-Landschaft im KH

Offener klinischer Nutzen fiir die Versorgungsqualitat
Fehlende Digitalisierungsstrategie

Unzureichende Qualifikationen in der IT-Abteilung

Unzureichende Priorisierung der Digitalisierung durch die GF
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How is digital health care now being implemented in

Germany~ Ulla\Y>)
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Funding of digitalization in German hospitals LIV J,
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Most projects are financed through the hospital's own funds

- Hospital Future Act / ( & Innovation fund)
Macro Level + Additional, necessary money for investments
- Burocratic and inflexible process & design requirements
N
R
Hospitals own budgets (savings or money from the capital market) is the most
common way of funding = advantage for private chains
A

www.marketaccess-pricingstrategy.de



Hospital Future Act Ulla\lY)
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* 3 billion Euros for digitalisation projects in hospitals

* Will be an opportunity for smaller hospitals to achieve a
minimum digitalisation stage

* Projects funded through this fund need to be interoperable with
the hospitals EMR system it will be therefore important to
implement MMT systems with the common interfaces like HL7 or
fire

* The states and/or the hospitals cover 30 percent of the
investment costs.

* Hospital will get budget cuts if they do not achieve a minimum
digitalisation infrastructure by 2025

www.marketaccess-pricingstrategy.de



Application to the hospital context in one region LTV I,

P Py . . ) ) ) ) Market Access & Pricing Strategy
Lander” (Regions) are responsible for the funding of investments in hospital

infrastructure

Prioritization of digitalisation projects in Baden-Wirttemberg

T Unofficially these funding programs are linked to
i specifications

@ Baden-Wiirttemberg focuses their funding on hospital
= mergers
o Projects which include the closure of hospitals are also

AR prioritized

www.marketaccess-pricingstrategy.de



Outpatient reimbursement codes were set-up already in

2016 Ul
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* Outpatient reimbursement codes were set-up before but

especially also during the Covid-19 outbreak:
* Monitoring of patients with a defibrillator or CRT system (introduced in 2016!)

E-Health-Gesetz: Telemedizin kommt im EBM an

Telekonsile zwischen Arzten bei der Befundbeurteilung von Réntgenaufnahmen und Online-Videosprechstunden
sind ab 1. April 2017 im Einheitlichen BewertungsmaRstab (EBM). Ab 1. Juli kbnnen Praxen digitale Vordrucke

nutzen.

* New codes during the Covid-19 pandemic:
* Monitoring of patients with a defibrillator or CRT system (introduced in 2016!)
e Telemedical applications
e Teleconsultation
* Video consultation

www.marketaccess-pricingstrategy.de Source: KVNO 2017 18
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GOVERNMENT ~HEALTH ENVIRONMENT AGRICULTURE ENERGY RESEARCH TRANSPORT EDUCATION FINANCE WORKPLACE TECHNOLOGY NORTHAMERICA ASIA

Special Reports || Health & Social Care Reports

On the fast-track to
reimbursement: Germany

unlocks business
opportunities for digital Want to See the Future of

health innovators Digital Health Tools? Look
to Germany.

by Ariel D. Stern, Henrik Matthies, Julia Hagen, Jan B. Bronneke, and
Jorg F. Debatin

Follow Open Access Government

Harvard
Technology E Rusjness
eview

December 02, 2020

HBR Staff/Andrea Colarieti/EyeEm/Getty Images

https://www.openaccessgovernment.org/digital-health-innovators/101218/

WWW. mMmar k e 'l' agccess- p r i C i n g S ‘I‘ r a 'I' e g y . d e https://hbr.org/2020/12/want-to-see-the-future-of-digital-health-tools-look-to-germany 19
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Definition: Digital Health Application (,DiGA")  UWALa\T®)

Market Access & Pricing Strategy

Medical device class | or lla according to MDR and MDD
transitional periods (class lla, if applicable I)

Main function relies mainly on digital technologies

DiGA
according to
§ 33aSGBV

Purpose: Support of insured persons or in (mainly outpatient) care
by service providers

www.marketaccess-pricingstrategy.de 20



Types of DiGA-listings L TVIFMA\ J;
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Permanent registration

Type of application

Preliminary registration (with subsequent permanent
registration)

www.marketaccess-pricingstrategy.de 21



Process of preliminary registration in DiGA-listing Uil
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Permanent
registration

Application for

_ prelimir?ary. Decision by BfArM within 3 Evaluation and submission Decision by BfArM within 3
registration in DiGA- months of further data months Extension of
listing — e
preliminary phase
(up to 12 months
- possible)

Preliminary registration Complete and sufficient

possible? evidence?

For how long? (maximum of Results of preliminary usage?

12 months is possible)

Rejection

Rejection

Legend

Decision requiring binding criteria

www.marketaccess-pricingstrategy.de 22
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Time to reimbursement ULla\P™)
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— 12-month participation in the standard
Application for .. e
PP BfArM decision care with free price of the manufacturer Arbitration if Regular

|nFIu5|qn in the within 3 menths and reimbursement obligation of the necessary reimbursement
DiGA directory health insurance

Price negotiation with the SHI
system

3 months 12 months 3 months

EBM adjustment within 3 months
for medical services associated
with the DiGA

23



DIGASs successful?

Ulla\Y>)

Wie viele Antrage wurden seit demn Start des
DiGA-Antragsportals zur Priifung beim BfAri eingereicht?

53 Antrage
gesamt

Bundesinstitut X -
* fiir Auneimliuel Grafik aktualisiert am:
und Medizinprodukte 21.01.2021

www.marketaccess-pricingstrategy.de
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Wasist das Ergebnis zu den bisherigen

Priifungender Antrigeim BfArM? ‘= Im Verzeichnis
IQS versffentlicht: 10

= Negativ

I‘.
‘ ‘W - beschieden: 1
Q ® Zurlickgezogen: 18

Eingereichte Antrige Prafprozess 1 Aktuellin der
seitens der Hersteller im BfArM

Bearbeitung: 24

* Bundesinstitut
fir Arzneimittel Grafik aktualisiert am:
und Medizinprodukte

21.01.2021

https://www.bfarm.de/DE/Medizinprodukte/DVG/ node.html:jsessionid=E34F80E40C47D6FFO88977F3F66E572E.2 cid344
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For what are these 10 DiGAs available?

Ulla\Y>)
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Rehappy /

Cerebral transient ischaemia,
Rehappy

Subarachnoid haemorrhage, ...

Study planned

€ 449.00
(prescription period of 90 days)
€299

. .. Permanent Preliminar . .
DiGA Company Indication . . . . y Evidence Price (gross)
inclusion inclusion
e l.e\/l da GAIA Multiple Sclerosis X RCT in Germany? (prescriptioﬁ Z::?izj of 90 days)
Agoraphobia, \
|nvi|’to Sympatient Social phobias, RCT planned € 428.40
Panic disorder / (one-off costs)
\ mynoise Tinnitus aurium German study €116.97
X y / planned (prescription period of 90 days)
German RCT €219.99
-sense N I Migrai
m ewsenselab 'graine X planned (prescription period of 90 days)

(for further 90 days)

www.marketaccess-pricingstrategy.de

a. https://jnnp.bmj.com/content/89/9/970.long



https://jnnp.bmj.com/content/89/9/970.long

For what are these 10 DiGAs available? LIV J;

Market Access & Pricing Strategy

Permanent Preliminary

DiGA Company Indication . . . . Evidence Price (gross)
inclusion inclusion

SOMNIO  mementor Non-organic insomnia RCTin DACH _ £464.00
das digitale Schlaftraining y countries® (prescrlptlon penOd Of 90 day5)

Selfa Debression German RCT € 540.00
Py P , planned® (prescription period of 90 days)

GAIA Social phobias, Panic disorders, RCT in DACH €476.00
Generalised anxiety disorder, ... , countries® (prescription period of 90 days)

osteochondrosis, gonarthrosis, \ .

% VIiVIiRA Vivira Health Lab non-specific knee pain, Retrospet;tlve . € 239.'97

. / study (prescription period of 90 days)
koxarthrosis, ...
*- aidhere Obesity X RCT planned (prescr tioi 429:{;33 of 50 dave
zanadio ’ prescription p y

www.marketaccess-pricingstrategy.de

a. https://www.zora.uzh.ch/id/eprint/157067/1/randomized_controlled _trial_to_test_the efficacy of an_unguided online_intervention_with_automated_feedback
for the treatment of insomnia.pdf

b. https://www.drks.de/drks web/navigate.do?navigationld=trial. _TML&TRIAL ID=DRKS00017191
https://www.cambridge.org/core/journals/psychological-medicine/article/abs/effects-of-a-transdiagnostic-unguided-internet-intervention-velibra-for-anxiety-
disorders-in-primary-care-results-of-a-randomized-controlled-trial/88E13C63F3C601D46A62C88E11EABIF 7#
https://www.drks.de/drks_web/navigate.do?navigationld=tria. HTML&TRIAL ID=DRKS00021785 & Prospective RCT, retrospective study and meta-analysis planned



https://www.zora.uzh.ch/id/eprint/157067/1/randomized_controlled_trial_to_test_the_efficacy_of_an_unguided_online_intervention_with_automated_feedback_for_the_treatment_of_insomnia.pdf
https://www.drks.de/drks_web/navigate.do?navigationId=trial.HTML&TRIAL_ID=DRKS00017191
https://www.drks.de/drks_web/navigate.do?navigationId=trial.HTML&TRIAL_ID=DRKS00021785

So, is it now a rocket or a bluff? ULzl

Market Access & Pricing Strategy

Die Gesundheitskasse
fir Sachsen und Thiiringen.

Dr. Ulf Maywald
AOK Plus

www.marketaccess-pricingstrategy.de



Conclusions

Digitalization has strongly picked up in the German health care system, but if it will be
a success story would still need to be proven!

Market Access & Pricing Strategy
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General hurdles for Market Access in Germany (w
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Decentralised structure and strict separation between in- and outpatient sectors

E‘ ) 103 Individual health insurance funds.

QI 17 associations of statutory health insurance physicians and
16 “Lénder” (Regions)

{fif}j ) Strict separation of in-and outpatient sector with different
regulations and very limited integration

i pital landscape with pri pitals, big
A university hospitals and smaller clerical hospitals
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Funding of digitalization in German hospitals (UALn
w%mm&mmmm

Most projects are financed through the hospital's own funds

re responsible

mentsin hospitals
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