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Market Access & Pricing Strategy

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

Market Access & Pricing Strategy

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! Ullal™)

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 guestions or comments.

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

www.marketaccess-pricingstrategy.de 4
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Upcoming Webinar

Webinar Calendar !.

Prof.Dr. Jurgen Wasem Ariane Schenk Prof. Dr. Uwe Wagschal
Former Head of arbitration board Bitkom Health University Freiburg i. Brsg.
27.05.2021 24,06.2021 29.07.2021
The end in drug 1year DiGAs German elections
price negotia- in Germany ahead - potential
tions in Germany? Garden of Eden? outcomes and
The “mystic” its implications
arbitration on healthcare
board?! market access

at 9om CET / 12am PT
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Previous Webinars Market Access & Pricing Strategy

Early. paid access for drugs. Market Access to Switzerland

The alps, cheese, banks

- and early paid access for drugs!
Wonderland Switzerland?u

PAA AeQ) - Dr. Stefan Walzer Remo Christen
Ulla\ry ~ Speaker Roche

Market Access &
Pricing Strategy GmbH Lutz Vollmer
Moderator
Subscribe here: marketaccess-pricingstrategy.de/en/webinars 8pm CET /
Ansehen auf @3 YouTube Nlam PT
1/3 Next»
‘ e = ‘ The end of Covid-19 .
The alps, cheese, banks Digital health in Germany due to vaccines?
\'r;::a:'u':' l";i: access ;; drugs! — start of a rocket or just a big bluff? By whon do we have our lives back? 49
o @ @tome o @ @ . |
e @) e R (@) mien ——
25.02.2021 28.01.2021
8pm CET / Subscribe here: ici i 9pm CI Subscribe here: i
Tiom PT om PT T20m PT
Early paid access for drugs. Market Access to Switzerland Digital health in Germany - start of a rocket of just a big bluff? The end of Covid-10 due to vaccines? When do we have our lives back?
1/3 Next»
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_

Webinar verpasst?

Subscribe to our
YouTube channell

YOUTUBE

www.marketaccess-pricingstrategy.de



Our presenters and discussants today (UAlall®)

Market Access & Pricing Strategy

Dr. Stefan Walzer
Speaker - WIlli Woellner

q MediClin clinics Bad Wildungen
. Lutz Vollmer
Moderator

www.marketaccess-pricingstrategy.de
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MATrS Webinar:

Access to German hospitals —
pathways to follow

29t April 2021

Dr. Stefan Walzer

MArS Market Access & Pricing Strategy GmbH, Germany
State University Baden-Wuerttemberg, Germany

University of Applied Sciences Ravensburg-Weingarten, Germany
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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



Hospital Future Act as potential booster for

digital infrastructure Ulla\YY)

Market Access & Pricing Strategy

* 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



Which projects are eligible for funding?

Market Access & Pricing Strategy

Infrastructure
& Processes

’

4 (

! b . ..
Computerized Physician N ' ” Closed Loop Medication S\ Digital _
Order Entry / Unit-Dose-System record IT security Computing

Decision
Support

Emergency %l J Telemedici
room planning ne

|

Source: hih 2021




Funding of infrastructure / devices in German

hospitals Ulla\Y)

Market Access & Pricing Strategy

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

Possibility for individual contracts between hospitals and insurances

www.marketaccess-pricingstrategy.de



Funding opportunity through individual contracts
between hospitals and insurances Ulla\Y)

Market Access & Pricing Strategy

% Contracts are designed on a regional/hospital level 4 GWQ.+
C\@ At least one health insurance fund and at least one service
provider \l
*ﬁx Potential solution as first market entry with positive learnings

= for other hospitals

[ ]
.~./
\
o’.x
=8
Contracts focus on care enhancement :

www.marketaccess-pricingstrategy.de



For the market access in Germany it plays a key role whether it is . WA
applied in the inpatient or in the outpatient setting W

Market Access & Pricing Strategy

All innovative procedures are permitted with All innovative procedures are prohibited until
the reservation of prohibition they have been officially approved
(Verbotsvorbehalt' SGB V §137c) (,Erlaubnisvorbehalt’ SGBV § 135;1)

1 1

Within the hospital (inpatient) a innovative
procedure can be applied as long as they are
not actively prohibited by the joint federal

Before a new method can be applied in the
outpatient setting a positive voting from the
joint federal committee is required

committee
The hospitals are allowed to apply all Long application process in order to gain
innovative procedures approval for applying innovative procedures

www.marketaccess-pricingstrategy.de 15



The inpatient reimbursement in Germany depends on whether adequate
coding (OPS) and adequate coverage (DRG) is available - if not specific

applications need to be performed W

Market Access & Pricing Strategy

CE certified product / procedure

l

Adequate New ‘On-top

OPS Method
_/DRG OPS/PRG payment assessment
available required required’ ‘
Additional
Already OPS/DRG NUB (ZE) evidence
reimbursed application application required
v v

Benefit Application
assessment SENTEE]

high risk Dx Coverage

www.marketaccess-pricingstrategy.de 16



DRGs are defined by a combination of disease (ICD) and

procedure (OPS) coding Ulla\Y)

Market Access & Pricing Strategy
ICD-GM Coding OPS Coding

German version of the International German version of the International
Statistical Classification of Diseases and Classification of Procedures in Medicine
Related Health Problems (ICD) (OPS = Operationen- und

Prozedurenschlissel)

Specific G-DRG

German Diagnosis Related Groups that
are linked to a specific reimbursement
value

www.marketaccess-pricingstrategy.de 17



In case a change in the OPS system is required in order to achieve an

adequate reimbursement for the new device an application at the DIMDI

needs to be submitted

Ulla\Y>)

OPS application

% Bundesinstitut
y fiir Arzneimittel

und Medizinprodukte

BfArM provides an application form and is the
addressee of the OPS application

|

Deadline for OPS changes in the following year
is end of February in the current year

\

The responsible German Medical
Society should be involved

www.marketaccess-pricingstrategy.de

Market Access & Pricing Strategy

Application Form

Anderungsvorschlag fiir den OPS 2014
zum Ausfiilen und B

des Formulars

* Form s released in December

* No RCT data is required for OPS application
e Submission deadline is end of February

* Decision is released end of August

* Valid from January of the following year

https://www.dimdi.de/dynamic/de/klassifikationen/icd/icd-10-gm/vorschlagsverfahren/

18


https://www.dimdi.de/dynamic/de/klassifikationen/icd/icd-10-gm/vorschlagsverfahren/

Inpatient Reimbursement: NUB JVIFM\J,

, L. . . , ) Market Access & Pricing Strategy
In case an ‘on-top payment” is required in order to achieve adequate reimbursement

for the new device a NUB application needs to be submitted at the InEK

Application Form

NUB application

— ee @

*ee & NUB 2013
Datei Hilfe
Ausfiillhinweis | Stammformblatt | NUB 174 | NUB 2/4 | NUB 3/4 [NUE474]|

4.1 Entstehen durch die neue Mehik ul dem bisher ubli ?
‘Wenn ja. wodurch? In welcher Hohe (mogli nach F S

cssvsesse
. eee®

InEK

InEK provides an application form and is the addressee for
NUB (Neue Untersuchungs- und Behandlungsmethoden)

appliiations

4.2 Welche DRG(s) ist/sind am haufigsten von dieser Methode betroff fen?

4.3 Warum ist diese Methode aus lhrer Sicht derzeit im G-DRG-System nicht sachgerecht
abgebildet?

Deadline for NUB applications in the following year is end of
October in the current year

4.4 Wurde fur diese Methode bereits eine Anfrage gemaB § 6 Abs. 2 KHEntgG beim InEK gestellt?
Von Ihrem Krankenhaus
Von einem anderen Krankenhaus (falls Ihnen bekannt )

Each hospltal nEed; to smljbmlt an own NL{B application .—the «  Form is released in September
InEK decides whether a ‘on-top payment’ can be negotiated «  Submission deadline is end of October

e Decision is released end of January of the following
year and the NUB is then valid

www.marketaccess-pricingstrategy.de http://www.gdrg.de/cms/content/download/3636/30201/version/1/file/NUB.exe



http://www.gdrg.de/cms/content/download/3636/30201/version/1/file/NUB.exe

Timelines for the reimbursement of OPS/NUB
application in the inpatient sector Ulla\YY)

Market Access & Pricing Strategy

www.marketaccess-pricingstrategy.de 20



Evaluation of methods with medical devices of high

risk class (§ 137h SGB V) Ulla\)

Market Access & Pricing Strategy

In advance { Consultation and decision by G-BA to meet the requirement (not mandatory) } .o
o =.
To o
- . Submission of information about the In consultation with medical i) S
InEK +— X Hospital - )
First NUB request for method with current scientific knowledge device manufacturer
high-risk medical device
G-BA Acknowledgment of receipt
2 weeks - v
Examination of the information submitted on
L plausibility and completeness
Submission of additional information by further Announcement of information
hospitals and medical device manufacturers possible
o
Examination of &
requlire"fe"ts fO': a; Decision on whether the §
Tmonth = procedure if not evaluation metho requirements are met ~ o
fulfiled such as new theoretical 3
ended ulriie scientific concept, medical
device of high risk
class
if fulfilled
- v
Evaluation of the method
3 months l v
. Benefits not sufficiently proven, No benefit and no potential can . .
Benefit can be seen as proven ) . Decision on evaluation result _J
L but with potential be seen as proven
- \ » \ v
b A If necessary quality assurance DisERlter) e (B Decision on exclusion of method
subsequently’[ measures will be determined Coverage (§137e SGB V)

Source: G-BA 2020

www.marketaccess-pricingstrategy.de 21


https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/137h/

Criteria for identifying high risk methods clearly A
defined Ulla\YY)

Market Access & Pricing Strategy

. Official confirmation by G-BA
required (consultation) in order
to exclude the risk of
reimbursement exclusion in the
SHI

www.marketaccess-pricingstrategy.de Source: BVMed 2019, G-BA 2020 22


https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/137h/

The inpatient reimbursement in Germany depends on whether

adequate coding (OPS) and adequate coverage (DRG) is available - if W
—not specific applications need to be performed | "SR

CE certified product / procedure

Adequate New ‘On-top Method
OPS_/DRG OPS/PRG payment assessment
available required required’

Additional

Already OPS/DRG NUB (ZE) evidence

reimbursed application application required
v v

Benefit Application

assessment Experimental
high risk Dx Coverage

www.marketaccess-pricingstrategy.de 23



Process of methods assessment according to
MIBVertV for inpatient and outpatient setting

Market Access & Pricing Strategy

P | Application to the FIC |

not later than after

| Acceptance of the application by the FIC

3 months
immediately | Notification of the diagnostic or therapeutic intervention to be assessed |
Legitimate experts and other organisations will be informed about: notification, possibility to submit the first
evaluation and to participate in the official hearing
1 month or longer
First evaluation and official hearing of legitimate experts
............................................................................................................................................................................................................. I p— Decision according to § 135SGB V:
not later than 3 FJC commissions its administrative office, IQWiG or other scientific institution to research, to describe and to Acceptance of the diagnostic or therapeutic iter-
months after accep- 5 3 5 A
tance of application evaluate the current state of medical knowledge vention and regulation of requirements
OSSPSR P PP RSSO R £ Itervention provides the potential of a necessary :
.. . X . e L. treatment alternative, benefit is not yet sufficiently || 3
within 1year after FJC administrative office, IQWiG or other scientific institution prepares a report about the research, descripti- ST o
commission on and evaluation of the current state of medical knowledge ]
l Itervention doesn't provide the potential of a ne- g
"""""""""""""""""""""""""" cessary treatment alternative (especially because it =4
ithin 3 months afte - ; ’ : 5
within 3 months after | FJC prepares a draft decision | is harmful or ineffective) -g
report 8
©
ap
_C
| Written opinion of the legitimate experts about the draft decision | N 5
]
=
,,,,, e
h h af g
within 1 month afret 385 : o oy =
e B | Official hearing of the legitimate experts about the draft decision | — Decision accordingto § 137c SGB V: 3
=
.......................................................................................................................................................................................................................... — - —— )
I Benefit is proven, the itervention is necessary T
within 3 months after s . " ” s ; 2 2 3 g
deadline for com- | Evaluation of the comments, discussion of objections and suggestions | Itervention provides the potential of a necessary =)
ments treatment alternative, benefitis not yet sufficiently H f‘;’,
| ............. | ................... proven 3
e N e N Itervention doesn't provide the potential of a ne-
2 years for §135%, Final general assessment and decision making : "
3 years for § 137¢**SGBV cessary treatment alternative, exclusion from hos-
pital care

fa nust be completed up to 3
=y nind

www.marketaccess-pricingstrategy.de 24
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https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/ambulant-stationaer/

Four scenarios could be possible as result of the

methods assessment Ulla\YY)

Market Access & Pricing Strategy

Assessment of examination and
treatment methods

Criteria: benefit, necessity, economics

Evidence not yet Benefit not No benefit
Criteria are / sufficient, but sufficiently proven, \ proven and no
fulfilled studies are but , potential »potential”

ongoing '
4
3 l 3 .
Inclusion as b Experimental Exclusion as
service of Consultation will coverage service of
statutory health be interrupted according to statutory health

§137e SGB V* insurance

insurance

Source: G-BA 2020; * GBA has to adopt a directive about experimental coverage at the same time as suspending the evaluation procedure.
Experimental coverage trial must begin within 18 months.

www.marketaccess-pricingstrategy.de 25
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The G-BA classifies evidence according to its rules of

procedures Ulla\YY)

Market Access & Pricing Strategy

- Therapeutic methods

| a Systematic reviews of studies of evidence level I b

| b Randomised controlled trials

| c -

Il a Systematic reviews of studies on diagnostic test accuracy of evidence level Il b
Il b Prospective comparative cohort studies

1 Retrospective comparative studies
\Y Case series and other non-comparative studies

Vv Observations of associations, pathophysiological considerations, descriptive
representations, individual case reports, etc.; opinions of recognised experts not
supported by studies, reports by expert committees and consensus conferences

www.marketaccess-pricingstrategy.de 26



The inpatient reimbursement in Germany depends on whether

adequate coding (OPS) and adequate coverage (DRG) is available - if g
not specific applications need to he performed UllaYY)

Market Access & Pricing Strategy

CE certified product / procedure

l

gcli;zquate New ‘On-top Method
_/DRG OPS/PRG payment assessment
available required required’ ‘
Additional
Already OPS/DRG NUB (ZE) evidence
reimbursed application application required
v v

Benefit Application
assessment SENTEE]

high risk Dx Coverage

www.marketaccess-pricingstrategy.de 27



The Application process for ‘Experimental
Coverage’

Ulla\Y>)

Market Access & Pricing Strategy

EpCo application

Gemeinsamer
Bundesausschuss

The joint federal committee (G-BA) decides
on whether a treatment procedure/medical
device is suitable for the ‘EpCo programm’

An ‘EpCo’ application needs to point out a
strong innovative potential and a high
unmet need; Manufacturers/G-BA can

commission their own scientific evaluation

(cost bearing follows the principle “Who
orders, pays.”)

\

Treatment procedure/medical device
manufacturers are allowed to apply for such
an experimental coverage by using the specific

forms provided by the G-BA
www.marketaccess-pricingstrategy.de

Application Form

Anlage | 2u 2. Kap Verfo

1. Antragsteller (bzw. Bevolimiichtigter*)
Name des Antragstellers.

Anschrift

* Bite Volmacht beifigen. &

Name des Stelvertreters

https://www.g-
ba.de/themen/methodenbewertung/bewertung-
erprobung/erprobungsregelung/antragsgesteuert/

The detailed updated documents are currently
being updated by G-BA

Sources: G-BA 2020; Federal Ministry of Justice, 2020. 28



https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/erprobungsregelung/antragsgesteuert/
https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/erprobungsregelung/
https://www.gesetze-im-internet.de/sgb_5/__137e.html

Milestones of the Experimental Coverage according
to § 137e Paragraph 7 SGB V Ulla\YY)

Market Access & Pricing Strategy

Access to
patients
&
Sel - providers
election

by G-BA 'Sci(.enti‘fic

Determination Resolution m?;':l:’ ;;’ f

of potential . Of protocol/

ol N al Draft of directive™* Financing

I » EXperimenta directive* agreement]

ective
. N Coverage
"~ Potential
| ~ 2nd chance in
Request " the next year
to G-BA
| > n-o G-BA announces . rren
S immediately” Wlthln- 3 months _
selected product **Experimental coverage trial
GBA decides within 3 for experimental must begin within 18 months
months about request coverage after resolution of directive

www.marketaccess-pricingstrategy.de Sources: G-BA 2020; Federal Ministry of Justice, 2020 29



https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/erprobungsregelung/
https://www.gesetze-im-internet.de/sgb_5/__137e.html

Tonight's special expert LIVIFMR\ J;

Market Access & Pricing Strategy

kma-online.de | Aktuelles | Kopfe | Neuer Kaufmannischer Direktor fiir den Standort Bad Wildungen

Mediclin
Neuer Kaufmdnnischer Direktor fiir den Standort Bad
Wildungen

Seit Februar dieses Jahres ist Willi Wollner stellvertretender Kaufmdnnischer Direktor
der Mediclin Kliniken Bad Wildungen - ab dem 1. Januar 2020 ibernimmt er nun von
Martin Pfeiffer die Leitung der Klinik.

Martin Pfeiffer leitet seit Januar 2019 beide
hessischen Mediclin-Standorte: Die Mediclin
Kliniken Bad Wildungen und das Mediclin Reha-
Zentrum Bad Orb. In Zukunft wird er sich auf seine

© Mediclin

Aufgaben in Bad Orb konzentrieren.

Willi Wollner hatte als Pfeiffers Stellvertreter
bereits fundierten Einblick in sémtliche ‘ m
Aufgabengebiete erhalten. Er ist studierter

Physiotherapeut und hat auBerdem einen MBA- o eden

Willi Wéllner
Abschluss in Health Care Management. Bevor er

nach Bad Wildungen kam, war er Projektmanager
im Klinikum Bogenhausen der Stadtischen Klinikum Miinchen GmbH.

® 07.01.2020 | Quelle: Mediclin

www.marketaccess-pricingstrategy.de



German hospital market

MEDICLIN

MEDICLIN Kliniken Bad Wildungen

Clinic director: Willi Woellner
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MEDICLIN"

Statistics



Development of number of hospitals and beds

hospitals
beds
2200 4 523824 - 530000
- 510000
2100 - 498 718 Prevention and

rehabilitation facilities

total: 1.149
- 490000 beds: 165.013

2000 -

TiTrTiH

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016

470000

450 000



100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0%

446
22,3%

hospitals beds

275 17,8 %
35,8%

private for profit

charity-based
public
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Other facility other negotiation partner

CEO Physician
« Small clinics <300 beds  Big clinics > 300 beds
* Rehabillitation * Medical expert association

 Clinic group

30.04.21 |36 [}
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MEDICLIN"

Financial / revenue planning



Budget planning and negotiations

An annual recurrence process

phase

Negotiation

(the bazaar)

Dealing

 Evaluating current reimbursment portfolio with the new billing catalogue (DRG) b
 Are there new regulations (legal or medical)
BCULIYIN - | ooking for possible portfolio adjustment or unique selling points as well as for one-off effects )
N
« Meeting with the insurance funds in the clinic and discuss all numbers and procedures of the last
year and the plan for the coming year
phase  Discussing a budget and finding a ,direction” )
N
» Both sides discuss the budget points internally and after some phone calls later the insurance
funds will make an offer
* If both sides agree, they have to sign the contract for the coming billing year )

phase

30.04.21 |38
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MEDICLIN"

Hospital Future Act



German hospitals receive “digital health boost”
Hospital Future Act (KHZG)

« The German federal government will make €3 billion available for hospitals and support

their digital development
» Hospitals can submit their proposals until September this year
« Atleast 15% of the funding requested must be used to improve IT security

 After successful approval the financial support is valid for the next 3 years

I Time is money - be fast and creative !

30.04.21 |40 [ ]
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Market perspectives



A view into the future

Needs and changes More digital networking

between the players
More specialization

All medical players become

more importance
More patient marketing

More digitalisation in
all areas or work

More unique selling points

New reimbursment
options

.04. [ ]
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Conclusions '

Market Access & Pricing Strategy

Various market access pathway available for German hospitals

The inpatient reimbursement in Germany depends on whether
adequate coding (OPS) and adequate coverage (DRG) is available - if

CE certified product / procedure

Inpatient

Process of methods assessment according to
MBVerfV for inpatient and outpatient setting




Time for guestions ... LIVIFMR\ J;

Markat Arrace § Pricing Sfl'leegy

Access to German hospitals

pathways to follow
Dr. Stefan Walzer - Willl Woellner
Ulla\P) Speaker L MediClin clinics Bad Wildungen
Market Access &
Pricing Strategy GmbH G Lutz Vollmer
Moderator . .
Recording available

on our Youtube
channel via

www.marketaccess-

pricingstrategy.de
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Former Head of arbitration board Bitkom Health University Freiburg i. Brsg.
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