Ke smlouvé ¢. 017/0VZ/21/082-P

Letter of Indemnity

Slib od§kodnéni

Fakultni nemocnice Ostrava, having
a place of business at 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Czech
Republic, having Identification number:
00843989, Tax identification number:
CZ00843989, represented by

, Vice-director
for Science, Research and Education,
Founding Deed of the Ministry of Health
of the Czech Republic dated of
November 25th, 1990, ref. No. OP-054-
25.11.90 (the “Institution”)

Fakultni nemocnice Ostrava, se
sidlem 17. listopadu 1790/5, 708 52
Ostrava-Poruba, Ceska republika,
Identifikacni Cislo: 00843989, Darnové
identifikacni Cislo: CZ00843989,
zastoupena

nameéstkem
feditele pro védu, vyzkum a vyuku,
Zfizovaci listhna MZ CR ze dne 25.
listopadu 1990 ¢.j. OP-054-25.11.90
(“Zdravotnické zarizeni”)

Boehringer Ingelheim International
GmbH having a place of business at

Boehringer Ingelheim International
GmbH, se sidlem Binger Strale 173,

“Investigator”)

Binger StraRe 173, 55216 Ingelheim am | 55216 Ingelheim am Rhein,

Rhein, Switzerland, Switzerland,

Identification number:HRB 21063 Identifikacni ¢islo: HRB 21063

(the “Sponsor”) (dale jen “Zadavatel”)

MUDr. Pavel Svoboda, Ph.D., having | MUDr. Pavel Svoboda, Ph.D., s

W adresou ,
Czech Republic (the Ceskad  republika

(‘Zkousejici’)

Re: Protocol No. 1425-0003,

Study Title: A Phase lla, randomised,
double-blind, placebo-controlled trial to
evaluate the safety, efficacy,
pharmacokinetics and
pharmacodynamics of Bl 706321 orally
administered for 12 weeks in patients
with Crohn’s Disease (CD) receiving
ustekinumab induction treatment

Véc: Protocol €. 1425-0003

Nazev Studie: Randomizované, dvojité
zaslepené, placebem kontrolované
klinické hodnoceni faze lla posuzujici
bezpec€nost, uinnost, farmakokinetiku a
farmakodynamiku pfipravku Bl 706321,
podavaného peroralné po dobu 12
tydnd u pacientd s Crohnovou nemoci
(CN), ktefi dostavaji indukéni 1écbu
ustekinumabe

1. Sponsor agrees to indemnify and
hold harmless, and at Investigator’s
request, to defend the Investigator
and all staff members working under
the Investigator’s direction in the
conduct of the Trial and any of
Investigator's  directors, officers,
employees and agents (hereinafter
referred to as the “Indemnitees”)
from and against any liability,
damage, injury, deficiency, loss, cost
or expense (including reasonable
and actually incurred attorneys’ fees
and expenses of litigation—
collectively “Losses”) incurred by or
imposed upon an Indemnitee as a
result of any third party claim made

1. Zadavatel se zavazuje odskodnit a
ochranit zkousSejiciho a vSechny
zaméstnance pracujici pod vedenim
zkouS8ejiciho pfi provadéni studie a
vSechny feditele, vedouci
pracovniky, zaméstnance a zastupce

zkousejiciho (dale jen
"Odskodnované osoby") pred
jakoukoli  odpovédnosti, Skodou,
ujmou, nedostatkem, ztratou,
nakladiT nebo vydajid (vCetné
pfiméfenych a skute¢né

vynalozenych nakladi na pravni
zastoupeni a vydajd na soudni fizeni
- dale spole¢né jen "ztraty"), které
vzniknou nebo budou uloZeny
Odskodriované osobé v dlsledku
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or suit brought against the
Indemnitee to the extent the same is
arising out of or resulting from
adverse drug experiences resulting
in bodily or mental injury to patients,
caused directly by the participation
of the patient in the Trial.

jakéhokoli naroku tfeti strany nebo
Zaloby podané proti Od8kodriované
osobé&, pokud tyto vzniknou v
disledku nezadoucich zkuSenosti s
I&Civy, které maji za nasledek télesné
nebo duSevni poskozeni pacientu,
zpusobené pfimo Uc&asti pacienta v
klinickém hodnoceni, nebo z nich
vyplyvajici.

(i)

(ii)

(iif)

(iv)

(vi)

Sponsor’'s obligation to defend
indemnify and hold harmless the
Indemnitees is subject to the
following conditions:

The terms of the Protocol I.D.
No. 1425-0003, which is
incorporated herein by
reference and made a part
hereof as well as any written
instructions relating to the
administration of the Trial
drug(s) are s

trictly adhered to;

The Indemnitees have used
reasonable medical
judgement in the

administration, or in control of
the administration of the Trial
drug(s);

The Indemnitees have
complied with all applicable
federal, state and local laws
and have conducted the Trial
in accordance with the latest
applicable  Good  Clinical
Practice;

The Losses are in no way
attributable nor arise from any
negligence, omission or willful
misconduct on the part of the
Indemnitees;

The Indemnitees have given
the Sponsor prompt written
notice of any claims and/or
legal proceedings concerning
the Trial / the Trial drug(s);

The Indemnitees have
cooperated fully with the
Sponsor and its insurer in
defending against, settling
and/or disposing of, any such
legal proceedings and claims,
including but not limited to,

. Povinnost zadavatele odSkodnit a

ochranit  OdSkodfiované  osoby
podléha nasledujicim podminkam:

budou pfisné dodrZovany
podminky protokolu 1.D. &.
1425-0003, ktery je do tohoto
dokumentu zaclenén formou
odkazu a je jeho soucasti,

jakoz i veSkeré pisemné
pokyny tykajici se podavani
zkuSebnich lécivych
pFipravku.;

Ods$kodriované osoby pouzily
pfi podavani nebo kontrole
podavani ZkuSebniho léku
pfiméfeny Iékafsky usudek;

(iii) OdSkodriované osoby
dodrzovaly vSechny platné
federdlni, statni a mistni

zakony a provadély Studii v
souladu s nejnovéjsi platnou
spravnou klinickou praxi;

(iv) Ztraty nelze v zadném pfipadé

pficitat, Z2e by vznikly v
dusledku nedbalosti,
opomenuti nebo uUmysiného
pochybeni na strané
Odskodnovanych osob;

Odskodrované osoby
neprodlené pisemné
informovaly Zadavatele o
jakychkoli narocich a/nebo
soudnich Fizenich tykajicich
se studie / zkouSeného IéCiva
(zkousenych léciv);

(vi) OdSkodnované osoby piné
spolupracovaly se
Zadavatelem a jeho

pojistitelem pfi obrané proti
jakymkoli takovym soudnim
fizenim a narokim, pfi jejich
feSeni a/nebo likvidaci, mimo
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allowing the Sponsor
complete access to all
relevant records;

jiné v€etn& umoznéni upiného
pfistupu Zadavatele ke viem
pFislusnym zdznam(m;

injury caused to a third party in
the amount of the third party's
successful claim in court.
However, this claim must relate
exclusively to harm (including
death) suffered by the Study
Subject or a person close to the
Study Suject as a direct result of
the use of the Investigational
Product or a procedure used in
accordance with the clinical trial
Protocol.

(vii) The Indemnitees allow | (vii) Odskodnované osoby davaji
Sponsor and/or its insurer the Zadavateli a/nebo jeho
right to assume direction and pojistiteli pravo prevzit fizeni a
control of the defense against kontrolu nad obranou proti
such legal proceedings and takovym soudnim fizenim a
claims if it or they shall so narokim, pokud se tak
elect, including without Zadavatel nebo ony
limitation the right to select rozhodnou, vc&etné, ale bez
defense counsel and the right omezeni, prava na vybér
to settle such legal obhajce a prava na urovnani
proceedings and claims at the takovych soudnich Fizeni a
sole discretion of Sponsor or naroku podle vlastniho
its insurer provided this is uvazeni Zadavatele nebo jeho
consistent with Czech law. pojistitele, pokud je to v
souladu s &eskym pravnim

fadem.
3. The Sponsor shall compensate 3. Zadavatel uhradi
the Institution for damages for Zdravotnickému zafizeni

nahradu Skody za Ujmu
zplUsobenou tfeti osobé ve vysi
treti osobou Uspésné
uplatnéného naroku u soudu.
Tento narok se vSak musi
vyluéné tykat Udjmy (vCetné
smrti), ktera subjektu hodnoceni
nebo jeho osobé blizké vznikla
v pfimé souvislosti s uzivanim
hodnoceného I[éCiva ¢&i s
postupem uzitym v souladu s
protokolem klinického
hodnoceni.

Read and acknowledged:

Precelt a souhlasi:

Boehringer Ingelheim International
GmbH

Boehringer Ingelheim International

GmbH

Signature:

Podpis:

Printed Name

Jméno halkovym pismem:

Title:

Funkce:

Date:

Datum:
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Read and acknowledged/ Pfecetl a
souhlasi:

Fakultni nemocnice Ostrava

Signature/ Podpis:

Printed Name/ Jméno hdlkovym
pismem:

Title/ Funkce:

Vice-director for Science, Research
and Education / naméstek feditele pro
védu, vyzkum a vyuku

Date/ Datum:
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