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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
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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,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



Register already now for our next VALY,
We b i n a r ! Market Access & Pricing Strategy
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Dr. Thorsten Peske Dr. Mathias Perleth Dr. Mathias Flume
SanaSolutions G-BA KV Westfalen-Lippe
30.09.2021 27.10.2021 18.11.2021

There is more The good, the bad, Regional
than Mozart, Sissi the ugly!? drug budgets
and Sacher cake! — Experimental —KVs as the the

The pragmatic coverage in hidden watch

reimbursement Germany dogs in Germany
pathways in

Austia! at 9om CET / 12am PT
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Questions welcome! Ullal™)
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* 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 5
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The endin drug price negotiations in Germany?
The “mystic” arbitration board?!

— Dr. Stefan Wolzer . Prof.Dr.Ja Wasem
Uilair) . Speakar ‘ Foressr oed of it bound

Market Accoos &
Freirg Strategy Grks Lutz Volimer
Maoderstor

REGISTER

Ansehen auf (£ Youlube
The endin drug price negotiations in Glmuy!

1/4 Next»

b 10 years AMNOG ‘
Access to German hospitals

what have we learnt for drug development and pricing?
The “mystic” arbitration board?! pathways to follow
O Skefan Wl Prof.Or. Wommm O Shefan Wl Wi Womtrme L) . Gy o e
Wil ‘ Spasier o ‘ Pl et [VATS] . Soneder o . oG chaes Bod Wikenpoe MAnan” e
Marat Accems b Moo Acoses & Pruvg vy “_V"‘"'_ her
g Srstege i . Lutz Volimer Pricrg S chugy SriH ‘ Lutz Volmer
REGISTER %w‘}wmmm 4
27.05.2021 s 2 > . 29.04.2021 ot s v Benens 25.03.202
Spm CET / here: Spm CET / Subscribe here: i 9pm CET
Zom PT Rom PT Ram PT

The mystic arbitration board!? MARS Webinar Access to German hospitals pathways to follow. MARS Webinar 10 years AMNOG - what have we learnt for drug development

and pricing?
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_

Webinar verpasst?

Subscribe to our
YouTube channell

YOUTUBE

www.marketaccess-pricingstrategy.de



The first and only Market Access VIRV Y,
Podcast by MArS — launch September 1 petiot oMoy Sty

Podcast

now available on

©®

Dr. Jan Helfrich
Speaker

www.marketaccess-pricingstrategy.de



Our presenters and discussants today (UAlall®)

Market Access & Pricing Strategy

Dr. Stefan Walzer
Speaker

‘ Biblane Schulte-Bosse
laywer at Straeter law firm
‘ Lutz Vollmer d

8

Moderator

www.marketaccess-pricingstrategy.de
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How does the AMNOG process look like? (

Launch - submission of dossier to G-BA*

Benefit assessment (e.g. by IQWIG)

Months

Decision on benefit by G-BA

Additional benefit Reference No additional benefit No reference
price possible
Negotiation with national Negotiation, but price
assoc. of SHI funds on Reference price maximum at level of
reimbursed price comparative therapy
No agreement: No agreement:
Arbitration board Arbitration board

“G-BA Gemeinsamer Bundesausschuss — Federal joint committee




Aim: Establish Evidence for Added Benefit Rating Ullal)
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Sustainable and not yet achieved
significant improvement of the relevant Yes Yes
therapeutic benefit

Significant or Major added benefit
(erheblich)

Not yet achieved considerable
improvement of the relevant therapeutic Yes
benefit

Adjusted premium vs. the appropriate
comparator therapy in pricing negotiation. Yes
Important: Potential price anchors (other
therapies) could be discussed. Key

Not yet achieved moderate and not only . . . .
o negotiation driver is especially the certainty
marginal improvement of the relevant Yes . Yes
. . on the added benefit.
therapeutic benefit

Considerable added benefit
(betrachtlich)

Minor/Marginal added benefit
(gering)

Added benefit exists, but the scientific
data basis does not allow for Yes Yes
guantification

Non-quantifiable added benefit
(nicht quantifizierbar)

No, if a product can be put  Reference price or as a maximum the price of No
No added benefit into a reference price the appropriate comparator
group
Lesser benefit (geringerer Nutzen) Benefit is lower then the appropriate No Discount on the appropriate comparator No

comparator

www.marketaccess-pricingstrategy.de



Added benefit granted for orphan drugs |
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Note / EU prices
Decision Categor Definition Price negotiation Implication for pricin
Score _ considered

Sustainable and not yet achieved
significant improvement of the relevant Yes Yes

Significant or Major added benefit

ey therapeutic benefit
Considerable added benefit . Not yet achieved considerable . Adjusted premium vs. the appropriate
enerit Important: Potential price anchors (other

therapies) could be discussed. Key
negotiation driver is especially the certainty
on the added benefit.

Not yet achieved moderate and not only
marginal improvement of the relevant Yes
therapeutic benefit

Minor/Marginal added benefit

. Yes
(gering)

Added benefit exists, but the scientific
data basis does not allow for Yes Yes
guantification

Non-quantifiable added benefit
(nicht quantifizierbar)

For Orphan Drugs there are only four potential additional benefit levels!




The price negotiation LIVIFMR\ J;
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Since Covid-19 pandemic

 Web-conferences

* Negotiation team communication
(messenger, meetings, separate
telephone line, ...)

e GKV-SV Berlin
* Negotiation room
* Preparation room

Pre- and post-Covid-19

www.marketaccess-pricingstrategy.de



Structure of the negotiation process at the

GKV-SV
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- Two further meetings planned, between first and last meeting
- Upon agreement of parties another meeting is possible
- Last meeting max. 3 weeks prior to price publication

. Negotiation 0

- First meeting within 4
weeks after GBA
decision

- 5 participants per
party

- 2in addition are
allowed upon
agreement.

P .. -

® | . ® - Publication in
Negotiation . Negotiat . Negotiation . . 11 1
® . official price
® v ¢! ® Negotiation .
list: Lauer Taxe

0.0 .0 o0 .

Private health insurance has to be
informed within 5 working days after
last negotiation date about

rebate / reimbursement price.

Guest of the national association of
private health insurances

www.marketaccess-pricingstrategy.de



Negotiations...
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firkstoff: Anlage |
[andetsname:
nach § 130b Abs. 1 Satz 9 SGB V / § 3 Abs. 2 RahmenV.
T e
formation
Hohe des oatum und Hohe dos Datum, ab
Abgesetze | i denjowsigen b Getungscauerap [, dosbatnen | domder [ Quoledos | durh den
Linder | Packungen Lindem Handotsnamo |, (odr ung Wikstarko 1 | Dot | e o dem £
‘Abgabepreis oUohne st jine MuSt .
(in Landeswahrung)
LT3 Anlage Il
ndelsname:
jahrliche fiir De nach § 3 Abs. 3 RahmenV
Anzahi der Patienten, baw.
Abgrenzung der fiir die .
Patientengruppen nach Beschiuss des G-BA Behandiung in Frage Jahe Jahrliche Absatzmenge in Packungen® Siiache Al Togsedosen (DOD) neck
At §73 Abs. 8 Satz 5 SGB V"
Patientengruppen
1 Btte bl e in einem Land weit ein weiteres Bla
2016

2Nach § 3 Abs. 2 Rahmen sind fir alle 15 Lincer fir all ausgebotenen Arzneimitislpackunoe
erhélt (= tatséchliche ie té hlich pro Packy) frkstoff:
Naturalraballe; gebundelte Rabatte), die aufgrund staatiicher, behordiicher oder vertraglicher Ref Anlzge I1l

Jabsatzmenge insgesamt
3 Nach § 130b Abs. 1 SGB V sowie §§ 3 Abs. 2 und 6 Abs. 3 Rahmen\’ sind nur die tatsachiichd francetename:
‘Abgabepreis des pU, sondern nur der Preis auf einer anderen Handelssiufe dffentich zuganglict

pU ahrien oder R

Kosten vergleichbarer Arzneimittel nach § 3 Abs. 4 RahmenV

4 Bite listen Sie die Hohe der Erstattung (Anteil) und ggf. Erstattungs- bzw. Verordnungseinsch
Bei Abwesenneit einer Erstattungsregel, geben Sie bite Auskunft iber den Stand der Verhandi

Die Richtigkeit der Angaben wird hiermit bestatigt
Basis dos

pulaton bow.

Araneimitel Zugalassenes Anwendunggebiet

Ort, Datu: < = Beschiuss des G.BA Populaton bzw. Patientengruppe [ esoriapmess e patess 1 S 9e5etzicher Abschage o Patent
in Euro

Unterschrit

* Bitte weisen Sie unterschiediiche Packungsgrofien in jo einer Spalte aus.

** Falls noch keine amtiche DDD festgestelit wurde, ibermehmen Sie bitte die Tagesdosis aus der Fachins

Die Richtigkeit der Angaben wird hiermit besttigt.

Ort, Datum:

Bt geben Sie jeweis die grte Packung an.

- 130 und § 1302 SG8 V. in§ 130a Abs

Dlo Richtgeltdor Angabon wird hrit bestat

on, Dam;
Unterschit:

www.marketaccess-pricingstrategy.de



Some negotiation rules... W
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Confidentiality

Right to be included in the official minutes

@ Telephone calls and communication between negotiation meetings

N

www.marketaccess-pricingstrategy.de



Drivers in the price negotiations

with the GKV-SV

Arbitration
board

Combination
therapy

Mixed prices

www.marketaccess-pricingstrategy.de

Type of ACT

discount

European
prices

Extent of
added
benefit

Probability
of added
benefit

Ulla\Y>)

Market Access & Pricing Strategy



Extract of Managed Entry Agreements il

Market Access & Pricing Strate
Opportunity within the AMNOG?! g Strategy

Uncertainty regarding long term efficacy of medicinal product Financial burden of medicinal product or budgetary limitations

Managed Entry Agreement / Performance-based schemes

Non outcomes-based / financial-based risk sharing agreements Outcomes-based agreements

Population level Patient level Population level Patient level
. e Coverage with evidence Outcomes-based risk
Price/Volume agreements Utilization caps & rebates 8 .
development sharing agreements
Utilization data on whole Utilization data on patient Real world data on Real world data on
system level level efficacy for reassessment predefined outcomes
Key: . Challenges for coverage decisions |:| Necessary data Sources: E. Hanna et al. 2018

A. Navarria et al., 2015

K. Pauwels et al., 2017

S. Walzer et al., 2015
W.C.N. Dunlop et al., 2018
J.J. Carlson et al., 2010

|:| Solutions for the coverage challenges

|:| Example Agreements

www.marketaccess-pricingstrategy.de



Price impact foreseeable?
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RESEARCH Open Access
@ CrossMark

Benefit assessment in Germany:
implications for price discounts

Ulrike Theidel"'® and J-Matthias Graf von der Schulenbug“

Overall

Size of target population n Mean Min Max SD
0-< 1000 34 20.84 1.00 53.71 12.15
1000-< 2500 38 21.28 0.00 42.54 11.53
2500-< 7500 31 19.79 4.74 3944 9.00
7500-< 25000 32 2161 2.01 46.44 1143
25000-< 150000 34 23.88 3.16 67.30 15.12
150000+ 24 25.18 201 78.02 19.50

Orphan drugs

Size of target population n Mean Min Max SD

0-< 300 10 13.70 1.00 2450 8.15
300-< 1500 10 20.66 9.00 29.78 6.52
1500+ 9 20.81 10.96 2554 4.66

All discounts presented in %
Abbreviations: Min minimum, Max maximum, SD standard deviation

Source: Theidel U. Health Economics Review. 2016

www.marketaccess-pricingstrategy.de
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Development of price discounts according to §130b SGB V

Range of added benefit
- Mean

Avg. Price discount —
NO added benefit

Avg. Price discount —
10 Added benefit

Price discount on launch price
)

R S S TS T R [~ e R A e e S et

Number of finalized initial assessments

AMNOG report 2020 - https://www.dak.de/dak/download/report-2335144.pdf



https://www.dak.de/dak/download/report-2335144.pdf

Our guest today U\

Market Access & Pricing Strategy

Bibiane Schulte-Bosse

Bibiane Schulte-Bosse is specialised in medical law and has been with the Law Firm
since 2003.

Her practical training included periods with the panel physician association of Lower
Saxony and with the Medical Chamber of Lower Saxony. Before commencing work as
a lawyer she was an advisor for panel physician and panel dentist legislation with the
regional association of a health insurance fund.

Mrs. Schulte-Bosse advises and represents doctors and pharmacists in disputes with
the panel doctor associations, medical chambers, supervisory authorities and health
insurance companies. She also advises companies of the pharmaceutical and medical
device industry in matters of reimbursement and health policy, Bibiane Schulte-Bosse
draws on a wealth of practical experience in the area of advisi*g and accompanying
pharmaceutical companies in early benefit assessment and during negotiations on
reimbursement amounts.

www.marketaccess-pricingstrategy.de
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AMNOG webinar
26.08.2021

Attorney

Bibiane Schulte-Bosse
- Specialist lawyer for medical law -

Strater Attorneys at Law

Kronprinzenstralde 20 Fon: +49 (0) 228-934 54-0 mail@straeterlawyers.de
D-53173 Bonn Fax: +49 (0) 228-934 54-54 www.straeterlawyers.de
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How do | get to the reimbursement amount?

Basis of the Agreement:

Decision of the G-BA according to
§ 35a para. 3 SGB V
(early benefit assessment)

Influencing variable: (costs of) comparative therapy

E=mc*®

Alles ist relativ.




STRATER s 00

RECHTSANWALTE

Weighting of the criteria

1. No explicit weighting in § 130b SGB V or in the
Framework agreement (= Rahmenvereinbarung)

2. Consideration of additional criteria?

3. Room to negotiate?

4. Obligation to overweight the additional benefit (LSG
B.-B., B. v. 01.03.2017, L 9 KR 437/16 KL ER).

www.straeterlawyers.de
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Calculation algorithm for the
reimbursement amount?

§ 130b para. 4 sentence 2 SGB V:

The Arbitration Board decides on the basis of a free assessment of all
circumstances of the individual case, taking into account the special features
of the respective therapeutic area (BT-Drs. 17/13770, p. 24).

Note:

Contrary development in the current arbitration board practice under Chair
Prof. Dr. Huster and current case law on drugs without benefit:

“The broard scope granted to the arbitration board by § 130b para.
4 sentence 2 SGB V is limited by § 130b para. 3 sentence 2 SGB V
(= annual treatment costs of comparator as max-price) as lex
specialis.”

Regional Social Court of B.-B., ruling of 29.04.2021, L 14 KR 281/18 KL on Teriflunomid; in
result latest ruling of Federal Social Court of 12.08.2021 on Dimethylfumarate, B 3 KR 3/20
R.
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On monetization

There is no legal basis for the question of which costs are appropriate
for which benefits; in this respect, there is no model and no concept
according to which the medical benefit of a health care service could be
converted into costs (...). Despite the legislative goal pursued with the
AMNOG to orient the prices of drugs more strongly to their medical
benefit, the legislator has not established any criteria for deciding which

price could be appropriate for which additional benefit. This core
question is rather answered primarily to the negotiation procedure (...).

Federal Social Court, ruling of 04.07.2018,
B 3 KR 20/17 R, Rd-Nr. 46

www.straeterlawyers.de
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Monetizing additional benefits as a multiplier
of the comparator price?

In particular, it cannot be inferred from the normative requirements for
the determination of a reimbursement amount that the amount to be
applied for the additional benefit must be in a certain algorithmically
determined relation to the costs of the appropriate comparative therapy
(--.)-

(--.)-

Federal Social Court, ruling of 04.07.2018, B 3 KR 20/17 R,
marginal no. 47
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However: arbitration board on the price cap
(Aubagio, Esperoct, Tecfidera)

The Arbitration Board assumes that it has no room
for manoeuvre in the case of Section 130b (3) SGB V,
but is obliged to simply implement the statutory
requirement. Even if the most cost-effective drug
only has a market share of 1%, this nevertheless
operationalizes the "most economical” therapy
alternatives within the meaning of § 130b (3)
sentence 1 and sentence 2 SGB V.

- Unfortunately recently also: Federal Social Court, ruling of
12.08.2021, B 3 KR 3/20 R (on Dimethylfumarate):

,, This allows pricing based on a drug with one of these active
ingredients even if it had not yet been launched on the market at the
time of the benefit assessment decision. (...)the market penetration of
(...) shortly after its introduction is irrelevant”

www.straeterlawyers.de
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The reimbursement amount agreement

www.straeterlawyers.de
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The contract according to § 130b SGB V

e GKV-SV always uses its own

e Draft contract is emailed to the PU in after the
1st VT (3 columns: GKV-SV, pU and consensus column)

e In the 1st VT, deadlines are agreed by which the PU enters its
proposed changes in the middle column and reports them
back.

e GKV-SV mails back his wishes before/after the 2nd VT

e Mostly: contract is discussed at least once, negotiation of
conditions in/after 4th VT in several meetings/calls



RECHTSANWALTE
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The contract synopsis

"GKV-SV (Stand: ........... I T .. (Stand: [...]) Konsens (Stand: [...]
Mit diesem Verstandnis und vor diesem Hintergrund
vereinbaren die Parteien im Benehmen mit dem Verband
der privaten Krankenversicherung Folgendes:

§1
Gegenstand der Vereinbarung

Diese Vereinbarung regelt den Erstattungsbetrag nach
§ 130b Abs. 1 Satz 1 SGB V und die sonstigen Rechte
und Pflichten bezlglich aller Fertigarzneimittel mit dem
Wirkstoff ........... die ..... in Deutschland vor dem Ab-
schluss dieser Vereinbarung erstmalig in Verkehr ge-
bracht hat. Ferner regelt der Vertrag den Erstattungsbe-
trag und die sonstigen Rechte und Pflichten bezlglich
aller weiteren Fertigarzneimittel mit dem Wirkstoff

genden _Neueinflhrungen®). Andere Fertigarzneimittel
mit dem Wirkstoff .......| in Kombination mit anderen
Wirkstoffen sind von dieser Vereinbarung nicht erfasst.

§2
Erstattungsbetrag

www.straeterlawyers.de
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Contractual regulations relevant to the
reimbursement amount

Start of pricing, term of contract, termination

Replacement of manufacturer discount (yes/no),
Reference value (for price and quantities),

Quantities and consequences of deviation therefrom,
Claims for susequent reimbursement

Reporting duties

Confidentiality rules

Practice speciality - only for drugs with an addded benefit).

Other contractual provisions (e.g. "annual treatment costs
guarantee” in case of future changes to the SmPC).

- Importance of determining the reference value:

Life Cycle of the drug!

Extension effect of the reimbursement amount for new
packages.
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§ 130b para. 1 sentence 5 SGBV

The reimbursement amount agreement should also include
requirements regarding the appropriateness, quality and economic
efficiency of a prescription.

e.g. agreement on start and stop criteria for therapy
Notes on cost-effectiveness analogous to the G-BA's therapeutic advice
Definition of a therapy path

oo DNd =

Information to all associations of Statutory health Insurance
Physicians, health insurers and audit panels

5. Agreement on (mutual) communication to doctors to ensure
compliance with the agreed area of operation

6. if necessary, agreement of failure regulations
7. Testability?

www.straeterlawyers.de
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A

If the GKV-SV rejects ideas by referring to
legal regulations ...

Reference to negotiating autonomy.
Reference to § 130 b Para. 4 Sentence 2 SGB V.

Situational: legal reasoning as to why the idea is permissible.

Situational: reference to arbitration board decisions and/or
case law.

Objectives of the AMNOG, e.g. improvement of economic
efficiency without affecting the scope of services (BT-Drs.
1712413, p. 1).
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Legal Defense

www.straeterlawyers.de
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Appeal against arbitration board decisions

Social Court Action

Regional Social Court of Berlin-Brandenburg
(Potsdam)

Federal Social Court of Justice
(Kassel)

www.straeterlawyers.de
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Federal Social Court of Justice on the level of
control of arbitration board decisions

In some cases, the decision of the arbitration board is not based on
facts that are accessible to evidence and are judicially qualified as

correct or incorrect; rather, it is a matter of the prognosis,
assessments and evaluations of a body staffed with experts.

The assessments and forecasts made on the basis of the decision
of the G-BA are then reviewed by the BSG only with regard to the
laws of logic and the principles of general life experience.

The expertly staffed arbitration board is a guarantor for decisions
that are justifiable in terms of health economics and economically
acceptable in the event of non-agreement.

vgl. BSG, U. v. 04.07.2018, B 3 KR 20/17 R
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Federal Social Court on legal protection against early
benefit assessment and arbitration board decision

If a challenge to an arbitration award is based on objections to the G-BA's
benefit assessment decision, it is advisable to also seek a declaratory
decision on the legality of the benefit assessment decision in the
judicial proceedings - that separate action against the G-BA decision
is inadmissible does not preclude the requirement of a separate

declaratory decision.

The pharmaceutical company has an increased burden of proof in the
dossier; the duty of both the G-BA and the courts to conduct official

investigations is therefore limited.
BSG on Linaclotid, ruling of 28.03.2019, B 3 KR 2/18R,

confirmed by BSG on Dimethylfumarat, ruling of 12.08.2021, B 3 KR 3/20 R

www.straeterlawyers.de
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Conclusion

The law and the framework agreement set a general
framework for the reimbursement amount
negotiation.

Unlike the fixed amount, the reimbursement amount is
strongly influenced by the element of "negotiation”.

The Arbitration Board's decision-making practice is strongly
oriented towards individual cases.

More and more, the reimbursement amount is arriving in
the jurisdiction.

www.straeterlawyers.de




STRATER s 00

RECHTSANWALTE

Thanks a lot!

Bibiane Schulte-Bosse

- Lawyer and specialist in medical law -

Strater Attorneys at Law

Kronprinzenstralde 20 Fon: +49 (0) 228-934 54-0 schulte-bosse@straeterlawyers.de
D-53173 Bonn Fax: +49 (0) 228-934 54-54 www.straeterlawyers.de

www.straeterlawyers.de




Conclusions '
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Well prepared negotiations are a driver to be successfull!!

Drivers in the price negotiations PAA A » C)
with the GKV-SV VIS O

—
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Price negotiations in Germany

— live and let die or die hard?

Mharbiel Acces 8 PMcing Srebegy

Market Access &
Pricing Strategy GmbH

Dr. Stefan Walzer ‘ Biblane Schulte-Bosse

Speaker laywer at Straeter law firm

. Lutz Vollmer
Moderator

8

Recording available on our
Youtube channel via
www.marketaccess-

pricingstrategy.de
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