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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

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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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
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Our presenters and discussants today (UAlall®)

Market Access & Pricing Strategy

Dr. Stefan Walzer
Speaker

. Prof.Dr. Jurgen Wasem

Former Head of arbitration board

Lutz Vollmer

Moderator
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MArS Webinar:
The end in drug pricing
negotiations?
The “mystic” arbitration board?!
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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




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 Source: Own picture



Structure of the negotiation process at the

GKV-SV

Ulla\Y>)
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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



No agreement? What happens then? '
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What is the arbitration board? Ulla\)
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o CO n S i Sts Of: Head of‘arbitration boarc; since 2019:

Prof. Huster

— 1 impartial chairman (term of office 4 years)
— 2 further impartial members (term of office 4 years)
— 2 representatives of each party (term of office ends when the arbitration award becomes effective)

* Patient representation sas-sewstireyand BMG can participate in
the meetings

www.marketaccess-pricingstrategy.de



The start of the arbitration process

-

www.marketaccess-pricingstrategy.de

¢ Parties name 2
members and their
deputies each

e in writing

within 14 days

.

Start of the
procedure

¢ With the receipt of the
application

¢ At the latest after 6
month period after
JCC decision

-

¢ In writing to the
chairman

® Facts
e Negotiation results

* Non-consensual
contract contents

Request

— Communication

e Chairperson informs
the other Party

Ulla\Y>

Market Access & Pricing Strategy

4 I

e Parties may submit
requests for more
specific information

® Proposals are
communicated to both
parties

N \\ithin 14 days




The process of the arbitration Ulla\r>)
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14 days before
the meeting IO

N amm Consultations e

¢ Within 3 months A

(- Chair invites

members, i i after request
contracting parties * Consultation " Confidentia * Not public e Simple ?na'orit
2nd BMG documents are sent * Also possible « Confidential P jority

electronically without parties ¢ Without loaded

* BMG may participate

.. Oral -
|\ itation N J o - J (N ision
negotiations

N N

www.marketaccess-pricingstrategy.de



Topics of arbitration board decisions (UYALa\r®)
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* Reimbursement amount

e Start of validity of the new reimbursement amount

* Prescription quantities, regulation in case of exceeding

* Contract term, notice periods and requirements

* Replacement of manufacturer discounts

* Subsequent refund of the deductions and notification to IFA
* Practice exemption

www.marketaccess-pricingstrategy.de



Examples of decisions: Prescription quantities,

regulation in case of exceeding

Ulla\YY)
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Number Date Active ingredient Therapeutic area

19 P 28-20 12.03.2021 Betibeglogene autotemcel Transfusion dependent R-thalassemia without BO/R0-genotype (ATMP)
2P3-20 18.07.2020 Apalutamid Metastatic prostate cancer

4P 12-18 14.02.2019 Dimethyl fumarate Multiple sclerosis (diseases of the nervous system)

8 P 16-18 19.09.2018 Rolapitant Nausea and vomiting during chemotherapy (other)

3 P 10-18 25.06.2018 Teriflunomide Multiple sclerosis (diseases of the nervous system)

130b-SSt. 13-17 27.09.2017 Vortioxetine Major depression (mental illness)

130b-SSt. 2-17 25.04.2017 Mepolizumab sthma bronchiale (diseases of the respiratory system)

1130b-SSt. 1-17 03.04.2017 Afamelanotide erythropoietic protoporphyria (metabolic diseases)

130b-SSt. 17-16 17.03.2017 Sacubitril/Valsartan Heart failure (cardiovascular disease)

130b-SSt. 12-16 05.12.2016 Idebenon Leber's hereditary optic neuropathy (eye disease)

130b-SSt. 11-16 19.10.2016 Netupitant/palonosetron Nausea and vomiting during chemotherapy (other)

130b-SSt. 4-16 29.06.2016 Vortioxetine Major depression (mental illness)

130-SSt. 17-15 11.03.2016 Insulin degludec Diabetes mellitus type 2 (metabolic diseases)

130b-SSt. 9-15 19.09.2015 Siltuximab Multicenter Castleman disease (MCD) (oncologic diseases)

130b-SSt. 3-14 25.08.2014 Vildagliptin/metformin Diabetes mellitus type 2 (metabolic diseases)

130b-SSt. 4-14 20.08.2014 Vildagliptin Diabetes mellitus type 2 (metabolic diseases)

130b-SSt. 1-12 30.08.2012 Bromfenac in case of postoperative inflammation of the eye after cataract surgery (eye diseases)

www.marketaccess-pricingstrategy.de



Example: Practice exemption UAla\>)
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Number Date Active ingredient Therapeutic area Orphan Drug
130b-SSt. 14-17 23.10.2017 Tasimelteon Sleep disorders (sleep-wake rhythm) (diseases of the nervous system) yes
130b-SSt. 6-17 28.06.2017 Daratumumab Multiple myeloma (oncological diseases) yes
130b-SSt. 17-16 17.03.2017 Sacubitril/Valsartan Heart failure (cardiovascular disease) no
130b-SSt. 12-16 05.12.2016 Idebenon Leber's hereditary optic neuropathy (eye disease). yes
130b-SSt. 9-16 07.11.2016 Nivolumab Melanoma (oncologic diseases); non-small cell lung carcinoma no

(oncologic diseases).

130b-SSt. 1-16 15.04.2016 Dulaglutide Diabetes mellitus type 2 (metabolic diseases) no

130b-SSt. 16-15 25.02.2016 Ataluren Duchenne muscular dystrophy (diseases of the musculoskeletal yes
system)

130b-SSt. 9-15 19.09.2015 Siltuximab Multicenter Castleman disease (MCD) (oncologic diseases). yes

* Agreement of a practice speciality is a "shall" regulation.

e Decision against, only with important reasons: e.g. dulaglutide -> added benefit only in 1 out of 5 subgroups

www.marketaccess-pricingstrategy.de



Most important?! Reimbursement amount A2
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Exemplarily chosen list of decisions with reimbursement amount as key topic

Number Date Active ingredient Therapeutic area Wish GKV, Increase in ~ Wish Increase in  Decision, Deviation
Euro the manufactur  the Euro from the
° ° decision, %. er, Euro decision, %. T
D r u gs W I t h o u t a d d e d b e n eflt 11P12- 06.06.2019 Hydrocortisone Adrenocortical insufficiency (metabolic 0,55569 83,56% 1,32 -22,73% 1,02 8,76%
19 diseases)
130b- 19.10.2016  Netupitant/palonosetron Nausea and vomiting during 30,1 104,12% 104,45 -41,18% 61,44 -8,67%
SSt. 11- chemotherapy (other)
o JTK<JTK zVT :
— 130b- 04.07.2016  Insulin degludec/liraglutide  Diabetes mellitus type 2 (metabolic 0,022864 0,00% 0,08315 -72,50% 0,022864 -56,87%
SSt. 5- diseases)
16
. . 130b- 29.06.2016 Vortioxetine Major depression (mental illness) 0,07581 23,11% 0,95 -90,18% 0,09333 -81,80%
* JTK of the most economical zVT, ifno |+
] 16
. . . . 130-SSt.  11.03.2016  Insulin degludec Diabetes mellitus type 2 (metabolic 0,0244 0,00% 0,037575 -35,06% 0,0244 -21,26%
dividual case exists
I n I V I u a (] 130b- 03.11.2015 Mirabegron Overactive bladder (diseases of the 0,3827 43,98% 0,7256 -24,06% 0,551 -0,57%
SSt. 7- genitourinary system)
15
. . 130b- 02.09.2015 Insulin degludec Diabetes mellitus type 1 and type 2 0,0192 27,08% 0,051 -52,16% 0,0244 -30,48%
* JTK of zVT for different patient
15
o o 130b- 08.09.2014  Elvitegravir/cobicistat/emtri  HIV infection (infectious diseases) 19,50342 57,23% 37,58 -18,40% 30,665 7,44%
SSt. 6- citabine/tenofovirdisoproxil
groups are weighted according to :
130b- 25.08.2014  Vildagliptin/metformin Diabetes mellitus type 2 (metabolic 0,2395 146,35% 0,98 -39,80% 0,59 -3,24%
. . . . SSt. 3- diseases)
patient distribution s
130b- 20.08.2014  Vildagliptin Diabetes mellitus type 2 (metabolic 0,1704 246,24% 0,98 -39,80% 0,59 2,57%
SSt. 4- diseases)
14
PY I f J T K f V : 130b- 10.07.2014 Linaclotide Irritable bowel syndrome with 0,6289 -0,05% 1,89 -66,74% 0,6286 -50,09%
O Z T S OW n a S ra n ge I n - B SSt. 5- constipation (diseases of the digestive
14 system)
. . . . 130b- 18.06.2014 Lixisenatide Diabetes mellitus type 2 (metabolic 0,10137 440,54% 1,8 -69,56% 0,54795 -42,36%
decision - upper limit or mean value
. 14
130b- 28.11.2013 Perampanel partial epilepsy (diseases of the nervous 0,6799 0,49% 1,1349 -39,80% 0,6832 -24,71%
SSt. 2- system)
L] L L] L] L) 13
® S u rC h a rge O r d I S CO u n t I n J u St I fl e d 130b- 26.02.2013 Retigabine Epilepsy (diseases of the nervous system) 0,65 -0,68% 1,45 -55,48% 0,6456 -38,51%
SSt. 3-
L . L] 12
I n d I V I d u a I Ca S e S 130b- 30.08.2012 Bromfenac in case of postoperative inflammation of 7,17 -17,85% 8,33 -29,29% 5,89 -24,00%
SSt. 1- the eye after cataract surgery (eye
12 )

www.marketaccess-pricingstrategy.de JTK: Annual therapy cost; zVT: Appropriate comparator



Most important?! Reimbursement amount Ul
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Exemplarily chosen list of decisions with reimbursement amount as key topic

Orp Wish GKV, Increasein Wish Increase in Decision, Deviation
han Euro the manufactur the Euro from the
H H Active Added Dru decision, %. er, Euro decision, %. center
Drugs WIth added benEflt ingredient Therapeutic area value g
. . 130b-SSt.  23.10.2017 Tasimelteo Sleep disorders Not yes 5.000 92,31% 93.899 -44,46% 65.000 31,45%
[ J Welghtlng: 14-17 n Ezlieszg;\g:z?tr:gthm) :qeuantlflab
M 4. nervous system)
- E)(().l(:)eo}]t Of addltlonal beneflt' 50 B 130b-SSt. 9- 30.08.2017 Ataluren Duchenne muscular withlow yes 4,00 71,43% 30,50 -117,86% 14,00 -18,84%
0 17 dystrophy (diseases ZN
of the
— Selling prices in the other European musculoskeletal
. system)
countries: 15-49% 1130b-SSt. 03.04.2017 Afamelanot erythropoietic Not yes 3.12032 77,87%  16.482 -16,89%  14.100,95 43,87%
0 1-17 ide protopor!)hy.ria quantifiab
— JTK comparable drug(s): 30-35% (metabolic diseases) le
130b-SSt.  06.03.2017 Blinatumo acute lymphatic Not yes 903,11 60,06% 2.553 -12,91% 2.261,11 30,85%
1 1 - b leukemi ifiab
* Consideration of only ZN and IRP¢ 1516 e gl
f h d diseases)
Or Orp a n rugs 130b-SSt.  25.02.2016 Ataluren Duchenne muscular withlow vyes 7,86 43,86% 30,80192  -120,01% 14 -27,58%
. . - . 16-15 dystrophy (diseases ZN
* No consideration of IRP if drug is othe
. * . musculoskeleta
only available in a few countries pysten)
130b-SSt. 9- 19.09.2015 Siltuximab  Multicenter Not yes 4,08496 18,77% 5,63 -11,96% 5,0286 3,52%
H H H 15 Castleman disease  quantifiab
* Orientation to IRP, if ZN are not (D) onccloge. e
11 diseases).
q u a ntlfl a b | e 130b-SSt. 1- 29.05.2013 Vermurafen Melanoma with No 1009,82 18,96% 2.115,88 -69,80% 1.246,13 -20,27%
. . . 13 ib (oncological considera
[ ] C d f h diseases) ble ZN
On.s I. eratlon O t e prEV|OUS 130b-SSt. 4- 14.03.2013 Cannabis  Spasticity in multiple withlow no 3,81984 14,05% 10,95 -146,38%  4,4444 -39,82%
dECISlonS 12 Sativa sclerosis (diseases of ZN
Extract the nervous system)

www.marketaccess- o} [ itcin gs trate ay. de JTK: Annual therapy cost; zVT: Appropriate comparator; ZN: Added benefit; IRPg,: International Reference Prices EU
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Exemplarily chosen list of decisions with reimbursement amount as key topic

. . . Number Dat Active Th ti Adde Wish | Wish | Decision, Deviati
Drugs with and without added benefit TS TEE wredi area d oKV, Inthe manufac inthe Euro . nirom
: : ent value Euro decision, turer, decision, the
* M|Xed pr|Ce %. Euro %. center
° Pat|ent group_speCIflc part|a| ;:32—_16 (1)2.11.20 ,I\:,I;/glu ?gii:gg?: \é\g':]r;i 7,96 30,48% 14,398 -25,75% 11,45 2,42%
reimbursement amounts Jemepie e
. . . . small cell lung le ZN;
* Corresponding price determination for carcinoma  not
patient groups with and without ZN (oncologic occup
diseases). ied.
130b-  14.0420 Albiglut Diabetes not 6,707 66,48% 21,41  -7,00% 20,01  42,33%
|ndividua| case: SSt. 15- 16 ide mellitus type 2 occup 9
15 (metabolic ied;
* Consideration of only patient group diseases)  with
with ZN (actual patient distribution ZN
deviates from G-BA deC|S|on) 130b-  11.11.20 Daclata chronic with 76,27 70,61% 321,43 -23,86% 259,52  30,51%
. . SSt. 13- 15 svir hepatitis C low 13
* Total price with adequacy check for drug 15 (infectious ~ 2N;
with unquantifiable and unproven ZN. diseases) it
derab
le ZN;
not
used

www.marketaccess-pricingstrategy.de ZN: Added benefit



Can conclusions been drawn? '
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Start of validity of the new reimbursement amount - 2

1 -1 1
Practice specificity W
1
-

Replacement of manufacturer discounts

Prescription quantities . 11 .
1 1
T s 1
I 5 . 2

10 20 30 40 50

Reimbursement amount

(=)

mBSHI ONeutral mMarketing authorizationholder DO Not defined




Learnings from arbitration decisions (UWALalY®)
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* Decides "under free appraisal of all circumstances of the
individual case”".

* Takes into account "the specifics of each therapeutic area”.

* BUT
* BUT
* No

the decisions can indirectly influence all future decisions
the arbitration board is bound by the framework agreement

nint of an algorithm:

* Prescription quantities, regulation in case of exceeding

 Start of validity of the new reimbursement amount

* Reimbursed price

www.marketaccess-pricingstrategy.de



Some informal considerations by the former
chairperson of the arbitration board

Internal situation of the 3 unpartial members: unanimity or majority vote?

¥ Consistency of decisions via vs. selective responsibility?

¥ Risking the drug leaving the German market?

¥ New challenges: ATMPs, especially gene therapies

UNIVERSITAT

o L L Zn, G % % %
LEHRSTUHL FUR 4 zZ Z=, Z 2z Z =z .
DU IS B\ REG ViM .. A AN AGENEES Z Z Z2%Z Z Zooo pocs .
ESSEN MEDIZINMANAGEMENT %, 2 2 2 2. 2 % e LSCR 25

d oy . Bett . . 1 : Leibniz Science
0”8" un Denken Campus Ruhr



Conclusions '

. . ) ] ] Market Access & Pricing Strategy
Prepare carefully for the full negotiations including arbitration

Most important?! Reimbursement amount
Drugs without an added benefit

Drugs without added benefit

* JTK<JTK 2VT

* JTK of the most economical zVT, if no
individual case exists.

* JTK of zVT for different patient
groups are weighted according to
patient distribution

« If JTK of zVT shown as range in G-BA
decision - upper limit or mean value.

TAA AeQ

=24

« Surcharge or discount in justified
individual cases

MATS Virtual Reality Preparation Camps

Get for your AMNOG process
and make your personal consultations, hearings,
meetings and price negotiations

more efficient with the

MATrS Virtual Reality Preparation Camps.

sy consutaton
< cat hear
« price negotiatons

designed an developed based o latest educations esearch

These preparation camps include.

» spocific uido book for ach event

pre Sessians on various scansrios incluing Avtars with the
known stakeholders i the AMNOG system

= adaptatons specfically for your prodict

(Contactus i ordor t sart your successful AMNOG process:
with ourVitual Reaty Boot Camps.
Contactus for more informtion and vaisbilty.

Book your
VR

WA Market cces  rin Sty Gl
Eo it Bootcamp!

Learnings from arbitration decisions UlLa\r))
Market Access & Pricing Strategy

« Decides "under free appraisal of all circumstances of the
individual case".

« Takes into account "the specifics of each therapeutic area".

* BUT the decisions can indirectly influence all future decisions

« BUT the arbitration board is bound by the framework agreement
* No hint of an algorithm:

* Prescription it ion in case of
« Start of validity of the new reimbursement amount
* Reimbursed price




Time for guestions ... LIVIFMR\ J;
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The endin drug price negotiations in Germany?
The “mystic” arbitration board?!

Nrarbel Adceat & Mg Srebeyy

Market Access &
Pricing Strategy GmbH

Dr. Stefan Walzer . Prof.Dr. Jurgen Wasem
Speaker Former Head of arbitration board

 Lutz Vollmer
Moderator

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

www.marketaccess-pricingstrategy.de
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