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Market Access & Pricing Strategy

MArS Virtual Reality Preparation Camps

Get equipped for your DiGA process

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

more efficient with the

MAIrS Virtual Reality Preparation Camps.

MArS developed specific Virtual Reality Preparation simulations to successfully

prepare your next face-to-face meetings in the DiGA and other market access processes like
 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
* specific guide book for each event
* dedicated VR sessions on various scenarios including Avatars with the
known stakeholders in the DiGA system
 adaptations specifically for your product

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

Contact us for more information and availability. B 00 k y0 ur
MATrS Market Access & Pricing Strategy GmbH VR

https://mark pricingstrategy.de

T: 449152 22 82 97 73 E-Mail: stefan. prici gy.de BOOt amp'

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,w.p.brinkman,c.m.jonker}@tudelft.nl
2 Utrecht University
) jj€cs.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

10 years AMNOG

what have we learnt for drug development and pricing?

PAA AeQ) o Dr. Stefan Walzer
Uil Speaker
Market Access &
Pricing Strategy GmbH ‘ Lutz Vollmer
Moderator
REGISTER
Prof. Dr. Thomas Hammerschmidt
University of Applied Sciences Rosenheim 25.03 .202]

9pm CET /
12am PT

10 years AMNOG - what have we learnt for drug development and pricing?
25.March 2021 21:00

Stefan Dr. Walzer
(GMT+1:00) Amsterdam, Berlin, Rome, Stockholm, Vienna
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The mystic arbitration board!? MARS Webinar

Market Access & Pricing Strategy

The endin drug price negotiations in Germany?
The “mystic” arbitration tgd?!

Dr. Stefan Waolzer . Prof.Dr.Ja Wasem
Formar Head of arkitration daard

ilalls Spaakar
Market Accoss &
Freirg Strategy Grks Lutz Volimer
Madarator

REGISTER

Ansehen auf (B Youlube
1/4 Next»
h h 10 years AMNOG ‘
The endin drug price negotiations in Germany? Access to German hospitals wehat have we learnt for drug development and pricing?

The "mystic” arbitration board?! pathways to follow
s l o ww (@ e
i @i @it pors @ = @r= e i
Mokt Accees b [ — Preang Sretagy St Volkmer
Freig Woteg Grvint . Lutz Volimer Py Wrohugy M . Lutz Vollmer —
REGISTER ”. Ao o amacec iR P
27.05.2021 s < i : 29.04.2021 o 25.03.202
Spm CET/ bscribe here: mark o 5 9pm CET / e . R e 9pm CET
2am PT Rom PT

Zom PT

10 years AMNOG - what have we learnt for drug development

Access to German hospitals pathways to follow. MARS Webinar
and pricing?

The mystic arbitration board!? MARS Webinar

1/4 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

. Lutz Vollmer
Moderator

Ariane Schenk
Bitkom Health

www.marketaccess-pricingstrategy.de
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MATrS Webinar:
1 year DiGAs in Germany —
Garden of Eden?!
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Germany’s large market size is attractive for
both traditional and digital players

Ulla\Y>)

THE PLAYERS

Traditional Players

103 Public and 50 private
health insurances

Employers Health Plans

~ 1.900 hospitals

545 public sponsorship

- 645 non-profit
sponsorship

- 724 private sponsorship

Big Pharma companies

Digital Players

DTx apps

+~ 10 telehealth partners

www.marketaccess-pricingstrategy.de

~ 10 online platforms
HCP marketplaces

People living in Germany in 2020

Einwohner/-innen je km?im Jahr 2019 (&2 _ v~

bis unter 50

50 bis unter 100

100 bis unter 150
B 150 bis unter 200
B 200 und mehr

THE OPPORTUNITY: DiGA

~ 83 million

bricken]

73.1 million (~ 88 %)
Enrolled in statutory health insurance

Market Access & Pricing Strategy

Time to reimbursement of a DIGA

Permanent registration timelines

Application for
inclusion in the
DiGA directory

Consul-
tation

12-month participation in the
standard care with free price of the
manufacturer and reimbursement
obligation of the health insurance

BfArM decision
within 3 months

Price negotiation with the SHI
system

Markef Access & Pricing Strategy

Arbitration if

necessary Regular reimbursement

3 months 12 months

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

www.marketaccess-pricingstrategy.de

3 months >

10



Recent regulatory changes will propel Germany from a A
“paper chaos” into a more digitalized future Ul

Market Access & Pricing Strategy

: ° Pharmacies, HCPs and

Doctors are allowed to hospitals are forced to connect
prescribe medical apps LJJ to secure communication
network m

Improved access to patient
data for research Telehealth consultations
ﬁ‘ become the norm ®
dh

HCP patient communication

and prescriptions is moved Health innovation is

to electronic channels li, financially supported. 200
Mio EUR p.a. €

Every insured member will
have access to an electronic
health record

Health insurers will be allowed
to offer online member

sign ups f(_']

www.marketaccess-pricingstrategy.de 11



Reimbursement pathways for digital healthcare Uilz\P)

Reimbursement within the

Market Access & Pricing Strategy

Reimbursement outside of

framework of standard

Reimbursement within care outside of §33a SGB V
the framework of

standard care according
to §33a SGB V

Inpatient Outpatient
reimbursement reimbursement

www.marketaccess-pricingstrategy.de

standard of care

Selective contracts
/ Promotion of
digital innovations

Individual / direct
contracts

12



How are DiGAs defined? Ulla\™)

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

Functionalities: detection, (monitoring), treatment, alleviation,
(commentary) of diseases, injuries or disabilities

www.marketaccess-pricingstrategy.de



Time to reimbursement Ulla\)

[Morket Access &Pricing Strotegy]

3 months 12 months
3 months

Consul-
tation




Process of preliminary inclusion in DiGA directory

Preliminary registration route

e Execution of study, data

Application for evaluation and
preliminary Decision by BfArM —>  submission of further

registration in within 3 months data

DiGA-listing (normally 12 months)

Preliminary
registration possible?
For how long?
(maximum of 12
months is possible)

Rejection

www.marketaccess-pricingstrategy.de

Final decision by

BfArM

Complete and
sufficient evidence?
Results of preliminary
usage?

Ulla\Y>)

Market Access & Pricing Strategy

Permanent
registration

Rejection

15



Requirements for permanent and preliminary

inclusion in DiGA directory Ulla\YY

Market Access & Pricing Strategy

Principle requirements which need to be fulfilled:
- Security
- Functionality
- Quality of the medical device
- Data protection
- Data security according to state of the art

Permanent application

Plausible* justification of improvement in care
(medical benefit and/or improvement of

Positive care effects needs to be proven either patient-relevant process),

by based on a...

- medical benefits

and/or

- Improvement of patient-relevant process ... scientific evaluation concept prepared by a

manufacturer-independent institution

*Plausible justification of improvement in care requires “at least the
www.marketaccess-pricingstrategy.de results of a pilot study” (§ 19 DIGAV) 16



Declaration of positive care effect in application VIRV Y,

Market Access & Pricing Strategy

C You need to specify patient group, i.e. indication

i Evidence that DiGA has positive care effect can only be provided for defined
patient group or several defined patient groups.

DiGA can be prescribed and reimbursed only for these patient groups and in
case it is listed in DiGA directory.

- Definition and delimitation of this patient group must be based on one or
more indications according to ICD-10.

www.marketaccess-pricingstrategy.de



Any recommendations with respect to study

locations? Ul

Market Access & Pricing Strategy

* The studies must be conducted in Germany.

A * If not, you have to prove that the context of the study

(interventions of treatment arms, etc.) corresponds to
German standard of care (guidelines) and therefore the
study is transferable to the German care context.

www.marketaccess-pricingstrategy.de 18



Specific requirements of study types / study design  (QAALa\T®)

Market Access & Pricing Strategy

* Evidence based on at least one retrospective comparative study needs to
be submitted in the application and could be sufficient.

e Case-control studies, retrospective cohort studies, or intraindividual
comparisons are also possible — as an evidence package.

* Important is to achieve comparability of study groups, for example, with
respect to the composition of the study population (age, sex, disease
severity, socioeconomic status, and the like) and the respective health
care context.

I\ * Not accepted as sole evidence base are expert opinions, expert reports,
z ! 5 purely descriptive studies such as case reports, case series or cross-
sectional studies.

www.marketaccess-pricingstrategy.de 19



IT requirements are requested in form of around 150
detailed questions

Market Access & Pricing Strategy

8 Freigeben

.
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: Checklist Annex 1

2 Courtesy translation provided by MArS Orginal le; ance, 2020
No. |Subject area Requirements Applicab [Not applicable Permitted justification for "not |Themenfeld Zulassige Begriindung fir |Further comments
° 3 e applicable” nicht zutreffend”
. ° 4+ |Data ion D
1. [Data protection - [The processing of personal data by the digital health Die g Daten durch die
appiication and its is subject o ais  |digiale und deren Hersteller
L] as applicable law |Regulation (EU) 2016/679 and any other data protection anzuwendendes Recht unterfalit der Verordnung (EU) 2016/679 sowie ggf.
b regulations. weiteren Datenschutzregelungen
2 Consent Is the free, specific and informed consent of the data No consent will be obtained, as |Einwiligung [Wird vor der Verarbeitung von personenbezogenen Es wird keine Einwilligung
) Y ) subject to be obtained prior to the processing of the purpose of the processin, und -beziehbaren Daten eine freiwilige, spezifische  |eingeholt, da der Zweck der
personal data for the purposes of processing such data results from a legal obligation of und informierte Einwiligung der betroffenen Person zu |Verarbeitung aus einer
as specified in §4(2)? the manufacturer of the digital den in § 4 Absatz 2 benannten Zwecken der rechtichen Verpflichtung
Interoperabdili robustness
Gesundheitsanwendung
) )
6
3. Consent Ts the giving of consent and declarations by the data No consent will be obtained, as _|Einwiligung Erfolgt die Abgabe von Enwiligungen und Es wird keine Einwiligung
° subject usualy explict, e. through an active, the purpose of the processing Erdarungen der betroffenen Person durchgangig  [eingeholt, da der Zweck der
unambiguous act by the data subject? results from a legal obligation of ausdriicklich, d. h. durch eine aktive, eindeutige Verarbeitung aus einer
the manufacturer of the digital Handlung der betroffenen Person? rechtichen Verpflchtung
O n S u e r r O e I O e a S e O u S e e Crsmnatammansons |
Gesundheltsanwendung
7
7 Consent Gan the daia subjec! revoke the consent given Smply, No consent wil be oblained, as _[Emviligung Kann die betroffene Person erielle Emwiligungen |ES wid keine Emwiligung
° barrier-free, at any time and in an easily understandable the purpose of the processing einfach, barierefrei, jederzeit und auf einem einfach  |eingeholt, da der Zweck der
way with effect for the future? results from a legal oblgation of verstandiichen Weg mit Wikung fr die Zukunft Verarbeitung aus einer
the manufacturer of the digital widerrufen? rechtlichen Verpflichtung
health applcation. des Herstellers der digitalen
Gesundheitsanwendung
’ resultiert.
8
5. |Consent Is the data subject informed of the right and the No consent will be obtained, as  |Einwiligung Wird die betroffene Person vor Abgabe der Es wird keine Einwilligung
possibiliies to withdraw consent before giving it? the purpose of the processing Einwiligung auf das Recht und die Méglichkeiten zum |eingeholt, da der Zweck der
L] L] L] results from a legal obligation of |Widerruf der Einwilligung hingewiesen? Verarbeitung aus einer
the manufacturer of the digital rechtlichen Verpflichtung
health application. des Herstellers der digitalen
Gesundheitsanwendung
& resultiert.

patient safety.

www.marketaccess-pricingstrategy.de 20



How does the BfArM directory looks like? Ul

Bundesinstitut
fiir Arzneimittel
und Medizinprodukte Meni

% Mrelint Arrnnn @ Deinine STI'leng

Feedback zum DiGA-Verzeichnis? (4

Filter ot akasinem A > DiGA-Verzeichnis

Keine Zusatzgerate
Nervensystem F32.1 Mittelgradige depressive

D Verfligbare Sprachen:
Episode

Ohren Deutsch und 8 weitere

F32.2 Schwere depressive

Kategorie
® Ale d .
eprexis
€ @
: de rexis
D Herz und Kreislauf P @ Dauerhaft aufgenommen | GAIA AG, Deutschland
[0 Hormone und Stoffwechsel
0 Plattformen Anzuwenden bei Eigenschaften
Krebs
@ Webanwendung F32.0 Leichte depressive Keine Zuzahlung
(O Muskeln, Knochen und Gelenke Episode
O
O
O

Psyche Episode ohne

psychotische Symptome

Plattform

und 3 weitere

® Ale

O Apple App Store Weitere Informationen zur DiGA

www.marketaccess-pricingstrategy.de https://diga.bfarm.de/de/verzeichnis 21



https://diga.bfarm.de/de/verzeichnis

17 apps already included IVIAN Y,

Market Access & Pricing Strategy

Disease Areas (based on ICD-Codes), N=17
Diseases of the musculoskeletal

%/ ﬁ\\\ v O R V ’ D A system and co?onective tissue Neoplasms

LeVid | |
eLevida Y Dieasesof e

6%

Endocrine,
nutritional and
metabolic diseases

6%
PARTNERS.
Diseases of the

Selfap’yD Invirto ¥ chukaoo
Ve I I b ra nervo;;;vstem
zanadlo

OQ-sense ¥V vivira
disorders

somnio ...
das digitale Schlaftraining m ' Ka RehappV/

All DiGAs are MDD Class | devices

dePrexfsE

www.marketaccess-pricingstrategy.de



How many submissions and decisions were

taken since its launch? Ullal)

(by June 23[’0’/ 202 1) Market Access & Pricing Strategy

_

5 permantently
accepted

17 positively decided
. 12 preliminarily
81 applications = accepted

58 applications for
preliminary inclusion

23 applications for
permanent inclusion

www.marketaccess-pricingstrategy.de



5 DIGAS are included with a permanent
listing Ulla\Y)

Market Access & Pricing Strategy

* All 5 DiGAs with (multiple) RCT data, where the alevida
use of the DiGA was compared to the non-use or

standard of care. somnio
* The range of patients was 56 to 1°013 patients
per study (mean 376 patients). [
ePI‘EXIS

* They all proved a medical benefit through an
improvement of the health status.

www.marketaccess-pricingstrategy.de



12 DIGAS are included with a preliminary
listing

* To achieve the possibility for a preliminary listing,
some manufacturers used observational data or
pilot study data (range 20-70 patients).

* All 12 DiGAs are now running RCTs to proof their
efficacy for a permanent listing.

* 11 of 12 claimed a medical benefit through and
some partially also an improvement of patient-
relevant process. Only one claimed solely an
improvement of patient-relevant process.

www.marketaccess-pricingstrategy.de
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How about the price?

Ulla\Y>)

Market Access & Pricing Strategy

Prices of year 1 = before price negotiation!

* There are four possible reimbursement periods to choose from (30 days, 60 days, 90 days,

lifelong).

* All DIGAs have selected a 90 days reimbursement period!
* Launch prices varied from 203,97 € to 743,75 € with a mean of 443,42 € (median 476,00 €)

DiGA launch prices

€800,00
€700,00
€600,00
€500,00
€400,00
€300,00
€200,00
€100,00

€0,00

www.marketaccess-pricingstrategy.de
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Consensus process & launch configuration
(status: agreed, but technical implementation ongoi

ng) Ulla\Y>)

Market Access & Pricing Strategy

/ . a) Sickness fund pays to IK of the DIGA provider
without separate accounting channel
b)

@ Web API transmits validity period to ensure overlap-free -
equipment in case of follow-up prescriptions
]
a) App or DiGA provider asks at API of unlock server of sickness fund ( /
(max. 10 instances of the same interfaces***) if the code is valid, ( ) ) .
; g . Sickness fund confirms:

. if yes, final activation of the app & digital billing by the Web-API (use of the app s
for a few days without an activation code is possible some days before**)

b) if applicable, transmission of metadata for performance-related components

code

. - /""\\ . . . 7 7
DiG Provider fa) Reminder, if the code is not | ——
./ redeemed**

. Direct provision of activation

Insurance status &
entitlement of benefits and
generates activation code

Code

>
(%]
c
=
Q
>
0
D

App or DiGA provider
receives unlock code

Download of DiGA by
patient in the

(%]
NG
Q
=
S
=
o
=
<
I
(1]
<]
=3
>

respective app store
or from website of manufacturer

Mrescription*

START

Physician

Patient-related Processes remote from
processes the patient

* In the approval process, the patient’s request replaces the doctor's prescription

www.marketaccess-pricingstrategy.de

e\, =30

Upload to sickness fund specific app & transfer to sickness
fund

Submission by post or delivery to the Service Center

Call to health insurance company with downstream
transmission of prescription case by case **

** if technically possible for DiGA manufacturers and health insurance companies

*** is made possible by integrated solutions from IT service
providers

27



Our special guest — Ariane Schenk UAla\T™)

Market Access & Pricing Strategy

%  Ariane Schenk has been Bitkom's Health & Pharma

i ? Officer since July 2019, and her career to date has

P | been strongly influenced by these topics.

2 4 * Ariane Schenk worked as a nurse in an intensive
E care unit from 2005 to 2009, after which she
A\ completed a degree in health sciences and

‘ L futurology from 2009 to 2015.

* From 2016 to 2018, she worked as a scientific
officer at the Leibniz Association, then as a sector
coordinator for the health industry at the Berlin
Chamber of Commerce and Industry.

B e

www.marketaccess-pricingstrategy.de



Conclusions

DiGA pathway attractive for rapid market access

How are DiGAs defined?

Market Access & Pricing Strategy

FAA AeQ)

How many submissions and decisions were
taken since its launch?

Process of preliminary inclusion in DiGA directory (W

Preliminary registration route




Time for guestions ... LIVIFMR\ J;

Market Access & Pricing Strategy

1 year DiGAs in Germany

Garden of Eden?

Mearbal Access & Mg Sredegy

Market Access &
Pricing Strategy GmbH

Dr. Stefan Walzer Ariane Schenk
Speaker Bitkom Health
~ Lutz Vollmer
Moderator

Subscribe here: marketaccess-pricingstrategy.de/en/webinars

8

Recording available on
our Youtube channel
via
www.marketaccess-
pricingstrategy.de

www.marketaccess-pricingstrategy.de
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Register already now for our next

webinar!

M®

Prof. Dr. Uwe Wagschal

University Freiburg i. Brsg.

29.07.2021

German elections
ahead — potential
outcomes and
its implications
on healthcare
market access

www.marketaccess-pricingstrategy.de

Webinar Calendar

at 9om CET / 12am PT

e

II‘

Bibiane Schulte-Bosse

Laywer at Straeter law firm

| 26.08.2021

Price negotia-
tions in Germany

—live and let die
or die hard?

*
‘a

Dr. Thorsten Peske

SanaSolutions

30.09.2021

There is more
than Mozart, Sissi
and Sacher cake!

The pragmatic

reimbursement

pathways in
Austria?!

31

Ulla\Y>)

Market Access & Pricing Strategy



