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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
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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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Webinar

Digital health in Gern;any

— start of a rocket or just a big bluff?

Dr. Stefan Walzer Ulf Maywald
Ulla\P) Speaker AOK Saxonia

Market Access &
Pricing Strategy GmbH ‘ Lutz Vollmer

Moderator
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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



Our presenters and discussants today (JAlall®)
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Dr. Stefan Walzer
Speaker Remo Christen

Roche
. Lutz Vollmer
Moderator
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The Swiss Health system is good but VIR Y,
CO Im p a rat|ve |y eX p e N S |Ve Market Access & Pricing Strategy

* Population size — Switzerland 8.7 Mio (41.290 km?)

 According to OECD, Switzerland has one of the world's best AND most
expensive health care systems

 11.1% - Switzerland’s health expenditures per gross domestic product (GDP)
with significantly higher private expenditures then elsewhere

* Subject to criticism by experts are the high health costs, the strongly regulated
competition and the high proportion of out of pocket payments that Swiss
patients have to afford.

www.marketaccess-pricingstrategy.de



Organization of the Health System of

witzer
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Swiss Federal Council

Cantonal Governments

Communal Governments
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Federal Department Federal Department Cantonal Ministries of Public Health: Communal Departments
of Home Affairs of Financial Affairs Health Services, Health Safety, of Public Health
- Health Prevention and Promotion
P 1 1
Federal ; Swiss Agency Swiss Financial Swiss Conference of
; i Market Cantonal Health Ministe
Office of o for Therapeutic Er 5 O =
Public Health ' Products Aﬂfh“: mys.°'y
FOPH : swissmedic Central Secretariat
CL FINMA

l . f

National Associations

of Swiss Health Health Insurance Companies X Institution:
Insurance Companies | f—-————————t+———————— Corporation National
———————— === Mandatory Voluntary SwissDRG AG Service Scale
Cantonal or Regional Health Insurance Health Insurance TARMEDsuisse
Associations T .
P :
1 b e s e e — = o mcmcm e mc et e e s e == o]
bo—-loce—- s St TrTTTTTTTA
' ! | [ |
Association of : : | - - ~ | - i Other
Swiss Hospitals Swiss Private | | Swiss Association Swiss Medical i : : ' : : Outpatient
H+ Hospitals ' of Homes Association ! mﬁf:: ! Sw'm?:t?;f 1es Providers
________ Association | and Institutions FMH ' ! r- oo
cantonal | |- " __ _ | [Ey———r] S Y [ Cantonal
Hospital Cantonal : Cantonal Cantonal : Cantonal : Cantonal Associations of
Associations Associations of | ! Nursing Home Medical ' Spitex ' Pharmacies Other Providers
; Private Hospitals | Associations | Associations ' Associations ! Associations
s ; T T T
— 5 L ! o
- ~ - ~
= Public and Public and -
FAE . Publicly Private . Publicly Private R Physiotherapy,
Publicly Private s - Private B o and Retailers
B - Subsidized Nursing R Subsidized Spitex = Psychotherapy.
Subsidized Hospitals - Practitioners - B for Medical
- Nursing Homes Spitex Organizations = Laboratory, etc.
Hospitals - Devices
Homes Organizations
J - J

Source: P. Camenzind, Swiss Health Observatory, 2015.

www.marketaccess-pricingstrategy.de



Various tariff systems available in Switzerland (A Ala\T®)
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Heart valve replacement

* Overview _ , Hernia mesh
* Inpatient cases: SwissDRG F
* Qutpatient cases: TARMED ) L~
* Remedies and devices: MiGelL y
A Walking aid

* Others:
* Analyses: List of Analyses (AL)
* Drugs: Specialty List (SL)
e Rehabilitation
e Psychiatry

wWww.marketaccess-pricingstrategy.de [ Potentially applicable to 24/7 EEG™ SubQ



SwissDRG for Swissmedic approved procedures (A'Ala\T®)
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( Applications can only be submitted online using the respective form (in H+) and only for Swissmedic approved therapies
/ procedures.

[ Applications submitted via H+ must be agreed with the respective hospital management and can be accepted with the email sender of )
L the Hospital Directorate or the person responsible for the tariff service.

Applications from the FMH organizations will only be accepted with the email sender of the president or collective delegate of the
professional associations or umbrella organizations.

Complex applications which require the verification of superordinate dependencies as well as intensive inquiries with the applicant
and the medical societies concerned may delay the processing.

If the content of the application also covers other subject areas, then the content of the interdisciplinary application must be agreed
with all subject areas concerned. The final result of the consolidation must be confirmed in writing by the respective professional
society. Only applications in which a consensual agreement has been reached with the subject areas concerned will be dealt with.

The applications submitted will be published in abbreviated form on the website of SwissDRG AG, naming the applicant institution on
the Internet. The fields that are published on the homepage of SwissDRG AG as part of the compilation of the application process are
marked with the corresponding information in the application form.

www.marketaccess-pricingstrategy.de



Medical device reimbursement Ulla\™)

BAG = Federal Office of Public Health (FOPH/BAG)
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’ .
SW]SSmﬁg}S | CE-marked device Tariffs in the outpatient sector regulated by
Therapeutic Products TARMED, MiGeL and Analysenliste
Early consultation for !
the definition of a ) ) ) )
reference product New, modified or Tariffs in the inpatient sector regulated by
controversial? SwissDRG
Send report form to BAG D
who will decide if appraisal [« Yes [+ No > W%uv:;l-lf:é?,"a
process is necessary )
No, medical service o
disputed by insurer
y
__,| Submit HTA report to *
BAG »| Reimbursed Reimbursed
Decision added to o : T 4
Appendix 1 of KLV Cond'uona“y relmbursed Mappedintotariffiy/stem(si
» Not reimbursed ‘ TARMED H SwissDRG H MiGel H Al H St ‘
. . . =) I P
Source: Expert interviews; regulations ‘5 ' ' e

www.marketaccess-pricingstrategy.de



.. and digital health? IVIRAt Y,
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* According to Article 25 KVG, means and objects that serve
the treatment or examination of a disease and its
consequences are among the compulsory benefits of the
compulsory health care insurance.

* The examination of a disease in the area of the means and
objects list (MiGel) thereby refers to the monitoring of the
disease and the treatment of the same.

-> MiGel List

www.marketaccess-pricingstrategy.de



MiGelL List of Remedies and Devices L IVIMAN J;
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 Patient care service act (Krankenpflege-Leistungsverordnung (KLV) )

* Art. 2 MiGel (List of Remedies and Devices)
Liste der Mittel und Gegensténde (MiGel-> KLV Anh. 2)
Remedies and devices, which are handed out on medical prescription
and are applied by the patient himself or another person who is not
professionally involved.

'\/ Walking aid
* Art. 24 MiGel ‘
Defines maximum amounts reimbursed by social insuranc
(Héchstverglitungsbetrédge HVB) |

J
https://www.bag.admin.ch/bag/de/home/versicherungen/krankenversicherung/krankenversicherung-leistungen-tarife/Mittel-und-Gegenstaendeliste.html |

www.marketaccess-pricingstrategy.de


https://www.bag.admin.ch/bag/de/home/versicherungen/krankenversicherung/krankenversicherung-leistungen-tarife/Mittel-und-Gegenstaendeliste.html

MiGeL innovation uptake

(MAImT)]

* The only positive list for MedTech products
in Switzerland, covering estimated 55’000
products in non-branded product groups

 Participation of all stakeholders, incl.
industry (FASMED)

Market Access & Pricing Strategy

ASSESSMENT:
Application for Listing on MiGel

APRAISAL:
Counseling by EAMGK commission

DECISION:
EDI (Fed. Dept. of internal affairs)

MiGeL (KLV, Att. 2)




Back to Pharma...




Regulatory approval process by Swissmedic Ullal™

Market Access & Pricing Strategy

/ o
swissmedic

Swiss Agency for
Therapeutic Products

Early consultation for the
definition of a reference

product
Submission of authorisation
application
Pharmaceutical with a new active
ingredient Co-Marketing-Medicines — a Known active pharmaceutical
el . . medicine which is not different ingredient (API) with or without
known APIs which at that point of time except of package and/or name innovation — potential generics
not available or not included on the
positive list
Simplified assessment
Full assessment Full assessment

www.marketaccess-pricingstrategy.de 18
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Full assessment

www.marketaccess-pricingstrategy.de
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Known active pharmaceutical
ingredient (API) with or without
innovation — potential generics

Simplified assessment

19



Standard market access pathway in Switzerland (A AlLa\T®)

Market Access & Pricing Strategy

Confédération suisse

7’ o
: "‘._‘." \ ;'U Al :‘; : m ed] C c Schweizerische Eidgenossenschaft PU b||cat|0n |n the

Swiss Agency for St o FOPH Bulletin with
Therapeutic Products q
Eidgenossisches Departement des Innern EDI the agreed price
Bundesamt fir Gesundheit BAG . .
(w/o innovation
Submission of an maximum 70% of
application

originator product)
dossier for the

inclusion in the
speciality list
(Spezialitaten
Liste = SL)

Assessment according to
categories

The products on the
speciality list will

Known active Known active

. : regularly be
Pharmaceutical Co- pharmaceutical __Pharmaceutical reassegssed ther 36
with a new active Mark‘e"ung- ingredient (API) without i;]nnggsggﬁ)nntiAFglg]ﬁgl months
ingredient Medicines innovation — potential .p
Regular (difference in generics generics
”
assessment*” package “Regular
Resoluti and/or name) assessment” if the ”Regulsr.
es.ohl:ltlon product meets the ass:zssr?ent tlf ’fc:e
e || osmeiiea || Swssmedic || roguct e
months arter assessment” requirements and requirements
ﬂos-SIe-r reference Sepa?ate innovat.ion
submission -
prr(;)(;jl:‘lcctté (\)/gigllargile assessment can lead
P to the status of a

originator product.
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So, wonderland, Switzerland?!

[

The alpes, cheese, banks H
Access in Switzerland

Remo Christen, Director Market Access & Health Care Affairs
Roche Pharma (Switzerland) Ltd
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]




] 4 A

Price negotiation timelines in Switzerland (QYWAlLa\Y®)

Market Access & Pricing Strategy

market
authorization

Swissmedic approval process between 220 and 630 days

preliminary
approval

Earliest Dossier submission
product

o 60 Days rule |
—

BAG negotiation process

BAG: Bundesamt fir Gesundheit J - T

(Federal Office of Public Health)
EAK meeting

KVV §71 a-c (if applicable), Negotiation with health insurance

HMG: Heilmittelgesetz
KVG: Krankenversicherungsgesetz
KVV: Krankenversicherungsverordnung

contract agreement or individual case negotiation EAK: Eidgendssische




Price negotiation for national reimbursement A
(speciality list) based on “WZW” (“EAEE”criteria) UllalYY)

Market Access & Pricing Strategy

Efficacy Clinical evidence based
(“E”) 1) Swissmedic approval 2) Efficacy in everyday clinical practice
Appropriateness All aspects of pharmacology and drug formulation (e.g. package sizes)
(“A”) Recently also inclusion of benefit assessments from abroad

Therapeutic cross comparison (TC)

Economic Efficiency Foreign price comparison (FPC) Price:  FPC + (TC +1S)

(“EE”) ==l 4= 2

Innovation surcharge (IS)

Restriction of the field of application (e.g. "only in severe cases", special clinics)
Mapping of pricing models (co-financing of pharmaceutical companies)

Limitation

- new indications, - new packages

Regular - modifications of limitations - patent expiry

«renegaotiation . . | -newdosing - 3 year revision




Article 71a - 71d KVV VA,
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Conditions
- no alternative

- life-threatening disease e Q ........
- high therapeutic benefit expected O e agsens Q

Ist es : Istesim 3

Teil der :{  Ausland :

: Spezialitaten- : zugelassen? §
w  liste'? b v

:  Fachinfor-
¢ mationfund

© © © ©

Benefit categories/cost sharing =

:  der Limitie- *
[ ) ¢ rungender 3
: SLverwen- :

i det? ; g g %
[  Health insurer ) o H H i
- P h a rm a Anwendung O1‘1‘—Labe‘l?ly};e‘se3 \ZTZ;

_ — Cost sharing > -

Therapy Trial

- D Refusal No
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Conclusions \
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The Swiss market access process is pragmatic, but...

Standard market access pathway in Switzerland |1 S
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1) edic | 2) Efficacy ir ryday clinical practice

Al aspects of pharmacology and drug formulation (e.g. package sizes)
Recently also inclusion of benefit assessments from abroad

Therapeutic cross comparison (TC)

=) - [ e 2

Innovation surcharge (IS)

Limitation Restriction of the field of application (e.g. "only in severe cases", special clinics)
Mapping of pricing models (co-financing of pharmaceutical companies)

- new indications, - new packages
Regular - modifications of imitations - patent expiry
i - new dosing -3 year revision

Article 71a - 71d KVV FAA Ae QY

RA N
rMarlmMmss!«Pnzmqsﬁmem

Conditions

+ no alternative

+ life-threatening disease

- high therapeutic benefit expected
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Register already now for our next VALY,
We b i n a r ! Market Access & Pricing Strategy

m® 10 years AMNOG
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