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Outline gl

» Therapy Focus and EndoBarrier®
» G-DRG-System and NUB-Process

» Summary

Diabsstes Cortral e

endobarrier



A Single Solution for Treatment
of Type 2 Diabetes and Obesity
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EndoBarrier® Therapy Clinical Focus gl
Type 2 diabetes and obesity are a global challenge

¥ By 2030 T2D prevalence will
rise to 1:10 adultg
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The EndoBarrier® Device gi
(duodenal-jejunal bypass liner)

Liner

* Impermeable fluoro-
polymer

* 60 cm length

Anchor

* Nitinol- self expanding
« Large proximal opening
* Retrieval drawstrings
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EndoBarrier® Procedure gl

Endoscopically -
delivered and removed
(~30min)

Mimics the duodenal-
jejunal exclusion of
gastric bypass without
surgery and its
associated risks

Over 2,000 patients
treated in 18 countries
(Majority T2DM)

The only incision-free, endoscopic solution for immediate glycemic
control and weight reduction, giving them the opportunity to change
the course of their disease.
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EndoBarrier® Therapy Clinical Focus gi
Existing treatment options fail over time

EndoBarrier Therapy Interrupts the Chronic Progression of Type 2 Diabetes

Typical Progression of Type 2 Diabetes, Obesity and Associated
and Obesity and Potentially Improves Cardiovascular Risk Factors

Cardiovascular Risks when Treated with Conventional Therapies
A Hypothetical Model

A Hypothetical Model*
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G-DRG System and
NUB-Process
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G- DRG-Development Process g1

2010 2011 2012 2013 2014 AVNES)

DRG 2012

Unspecific
Unspecific

. o o developmen developmen
application application application application application
Launch of NU! NUB Status 2 | NUB Status 2 | NUB Status1 | NUB Status 1
EndoBarrier application
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EndoBarrier® DRG-Coding

namics™

A unique OPS-Code effective from January, 1st 2014

Indication:
Diabetes: E11.--

5-469.93 = Implant
5-469.r3 = Removal

Implant: K60E
Removal: K60OE

2012

RW =0,676
= 2,022.27€

2013

RW = 0,676
= 2,074.22€

federal base rates: 2012: 2,991.53€ / 2013: 3,068,37€ / 2014: 3,156.82€ / 2015: 3,231,20€
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G-DRG Browser — cost structure Ke60E

K&0E: Diabetes mellitus, Alter = 10 Jahre, ohne dulerst schwere oder schwere CC, ochne multiple Komplikationen, ohn Furiicksetzen

10 | MDC 10 Endokrine, Erndhrungs- und Stoffwechselkrankheiten| Anz. DRGs: 36| M 74.163
Fallzahl Mormallieger Verweildauer PCCL Geschlecht Alter
12,955 Kurzlieger 9,64% 0 §9,51% Mannlich 49,75% = 2B Tage | 0,00% 30-391shee | 4,83%
! I
v. MDC: 17,47% NDrm§||IEgEF 84,46% 1 17 39%, | |" J'Elbhd.'l 50,25% 2BT.-<1)she | 0,00%  40-493zhee | 9,479
Langlieger 5,00% 7 13.15% Unbestimmt 0,00%: 1-2Xzhee | 0,00% 50 - 54 Jzhre | 5,950;
v. gesamt: | 0,52% 1. Tag mit Abschlag 1 - 0.00% Falkosts 3-5lshve [ 0,00% 55-59 Jshre | 7,23%
1. Tag zus. Entgelt 14 ,u =S TE 6-9shre| 0,00%| 60-64Jshee| 7,56%
Bewertungsrelati Mittl, arithm. VD ? 0,00%] | | Arth. M 169331 10-15Jahee | 279  €5-74Jahre | 15,15%
ewertungsrelation itt. arithm. 6,9 <td. Abw. 25,40 1617 Jshee 3 £30% 75-79 Jshe 11745
0,685 Standardabw. VWD 3,2 Profil drucken... 18-29Jshre | 5,13% &0 Jahre u, Sher | 15,95%
Perzonalkozien: : Pers - u. Sachkozien:
ErzSicher | Plegedienst | med. fiechn. Araneimise] inffdanizte ! Ubriger med. Bedarf med. nicht med.
Dicnat Dicinat ransplant. nfastukiur | infractukur
Kosenbersicn 1 2 3 4 w f s \ & &b 7 B Summe
D4. Mormaissasion 78,1 4587 79,8 44,3 1 3’ 0,0 19,9 5.0 1332 445 4 1.441 8
02. Intenshwaialion 10,7 20,7 0,3 22 0, 0,0 31 0,1 40 10,5 51,7
P |04, OPBereich 0,1 oo 0,1 0,0 0, 0,0 0,1 0,0 0,1 0,1 05
5. Andshesic 0,2 0,0 0,4 0,0 [ 0,0 0,0 0,0 0,0 0,0 0,3
07. Kandiologische Diagnosk | Thee: 0,5 0,0 0,5 0,0 -:I,lll 0,0 0,4 0,5 0,2 04 25
08. Endoskopizche Diagnosk / Ther 7,2 0,0 6,8 0,3 0, 0,2 27 0,5 32 49 25,8
9. Radiclogie o8 oo 12,3 0,1 o, 0,0 2.5 7.9 45 76 445
10. Laborsiorien 44 0,0 3,9 1,0 .;:.;\ 0,0 235 17,9 38 12,8 550
11. Ubrige diagnosSsche und teraps 525 29 105,2 2.0 0,0 \ 0,0 / 73 1,8 12,0 459 2305
| Summe: 75 4315 1858 458 2.2 0,2 794 138 161,0 S2a4 18839

v .
endobarrier



Background of NUB-Status 1 g1

Entitled to,
Negotiate additional budget / funding =2 NUB-Status 1
with HIF's

Entitled to,
submit Invoices = NUB-Budget

Entitled to,

get / receive the payment => Reviewed case by case;
could be refused by payers
(HIF's)
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G-DRG + NUB payment (example)

EndoBarrier-Iimplantation:

DRG payment: 2,245.68€
NUB payment: 4,000.00€
Total payment: 6,245,68€

=> NUB payment |leads to an earlier sufficient payment
=» Coverage of the implant procedure costs
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Strong NUB support required gl

Handbuch

Kalkulation & Verhandlung von NUB-Entgelten fiir die
endoskopische Implantation eines Kunststoffconduits
zur biliodigestive Diversion (EndoBarrier®)

Version 2015 Nejy sy ey,

Erlduterungen zum Kalkulationswerkzeug fur
EndoBarrier® und Anmerkungen zur Budgetverhandlung
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Zahlen, Daten, Fakten zur endoskopischen bilio-

digestiven Diversion* (EndoBarrier®)
*auch: duodenaljejunal bypass liner (DJBL)

Version 2015

O 4 A Unterlagen fur die Verhandlung von NUB-Entgelten mit den Kostentra-
endobarrier* gem



Summary
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Summary gl

» Dedicated process for innovation (inpatient) in place

» Early Market Access and Reimbursement strategy required
» Development of DRG-systems takes time (> 3 years)

» Significant numbers of cases in calculation hospitals are key

» Increasing numbers of users / cases will lead to attention by payers
= 2014:9/18/9 =>» 2015: 122 /67 / 10 (20)

» Foreseeing and increasing evidence will be required in future

- e.g. early horizon screening; HTA agencies cross Europe

» Management of KOL's and Medical Societies is very important
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Medical Society Collaboration gi

Simplified Diagram of the Indication Flow

DDG Severe Obesity Grad Il

and with or without
gy Diabetes mellitus Type Il
endobarrier’

DGVS DGAV
AND \—/ Life style interventions and

drugs were not sufficient

Severe Obesity Grad Il
BMI 40 — >65
desired for surgery

Interdisciplinary evaluation in dedicated <
Diabetes- and/or Obesity Centers

|

EndoBarrier®

(DJBS)

:;%M:{;;Position Paper of Sientific Society for Recommended Usage of Endoscopic Biliodigestive Diversion in Germany — Z Gastroenterol 2014; 52)



Thank you for listening gi

Dynamics™

Gerd Gottschalk
Reimbursement Director Europe
GID Germany GmbH

ggottschalk@gidynamics.com
Mobil: +49 162 3370000
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