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SERVICE AGREEMENT
for BI Clinical Trial No. 1199.225
entered into as of 18.04.2018
(the "Effective Date")

(hereinafter referred to as the “Agreement”)

concluded by and between

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer-Gasse 5-11

A-1121 Vienna, Austria

VAT-ID-No.: ATU 64226215

Represented by: Dr. Sebastian Gruson and Dr.
Csilla Ponner

(hereinafter referred to as "BI RCV™")

And

Thomayerova nemocnice

Videnska 800

Praha 4 — Kr¢ 140 59

Czech Republic

VAT-ID-No. resp. Taxpayer Ident. No.:
CZ00064190/00064190state allowance
organization, directly administered by the
Ministry of Health of the Czech Republic, the

full text of the establishment document
reference number MZDR 17268-IV/2016,
registered in the commercial register of

Municipal Court of Prague, Section Pr, File
number 1043 represented by doc. MUDr.
Zdenék Benes, CSc., director
(hereinafter referred to as
Provider")

"Service

And

(hereinafter referred to as “Trial Team
Member™)

(hereinafter jointly referred to as “the Parties™)

Service Agreement BI CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

SMLOUVA O POSKYTOVANI SLUZEB
pro klinické hodnoceni BI ¢. 1199.225
uzaviena dne 18.04.2018
(,,Datum u¢innosti)

(dale jen ,,Smlouva“)

Uzaviena mezi

Boehringer Ingelheim RCV GmbH & Co
KG

Dr. Boehringer-Gasse 5-11

A-1121 Vienna, Austria

VAT-ID-No.: ATU 64226215

Zastoupena: Dr. Sebastian Gruson a Dr. Csilla
Ponner

(dale jen ,,BIRCV®)

A

Thomayerova nemocnice

Viderniska 800

Praha 4 — Kr¢ 140 59

Ceska republika

IC: 0064190

DIC: CZ00064190

statni  piispévkovou organizaci ziizenou
Ministerstvem zdravotnictvi CR, uplné znéni
ziizovaci listiny ¢.j. MZDR 17268-1V/2012,
zapsanou v obchodnim rejstitku u Méstského
soudu v Praze, oddil Pr, vl. 1043, zastoupenou
doc. MUDr. Zdenkem Bene$em, CSc.,
feditelem

(dale jen ,Poskytovatel sluzeb*)

(dale jen ,,Clen studijniho tymu*)

(spolu dale jen ,,Strany*)
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RECITALS

WHEREAS, BI, a research-driven
pharmaceutical company, is sponsoring and
conducting a clinical trial; and

WHEREAS, BI seeks to engage the services of
Service Provider to support the conduct of the

clinical trial, as contemplated by this
Agreement; and
WHEREAS, Service Provider operates a

facility engaged in the services needed for the

conduct of the clinical trial, as contemplated by

this Agreement.

NOW, THEREFORE, Parties hereto agree as
follows:

Article 1 - Subject of the Agreement

1. This Agreement shall govern the
performance of spirometry examinations
("Services"). The Services shall be
performed to the patients participating in
the BI Clinical Trial No. 1199.225
(“Tmnal”): “An open-label extension trial
to assess the long term safety of
nintedanib in patients with ‘Systemic
Sclerosis associated Interstitial Lung
Disease’ (SSc-ILD)“ as amended, directed
by BI RCV and

Institute

of
Rheumatology, Na Slupi
Prague 2 (“Institution”).

4, 128 50,

In case of a change of the Investigator, BI
RCV will inform the Service Provider
about such change in writing, without the
necessity of amending this Agreement.

2. Since not all the tasks envisaged in the
Protocol can be performed by the
Principal Investigator or by the
Institution, BI RCV commissions the
Service Provider with the performance of
the above mentioned Services which shall
be performed at Thomayerova nemocnice,
Videnska 800, Praha 4 — Kr¢ 140 59,
Czech Republic.

3. The Services shall be conducted by

Service Agreement BI CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

UVODNI USTANOVENI

VZHLEDEM KTOMU, ZE BI jakozto
vyzkumnd  farmaceutickd  spole¢nost  je
zadavatelem a provadi klinické hodnoceni; a

VZHLEDEM K TOMU, ZE BI hodla ziskat
sluzby Poskytovatele sluzeb k provadéni
klinického hodnoceni v souladu s Protokolem;
a

VZHLEDEM K TOMU, ZE Poskytovatel
sluzeb provozuje objekt, ktery se zabyva
sluzbami potiebnymi pro provadéni klinického
hodnoceni, zamysleného touto Smlouvou.

PROTO SE NYNI Smluvni strany dohodly
takto:

Clanek 1 — Pfedmét smlouvy

1. Tato smlouva urcuje  provedeni
spirometrickych vysetieni (,,Sluzby®).
Sluzby budou vykonany pacientim
ucastnicim se BI Klinického hodnoceni
¢. 1199.225 (,Klinické hodnoceni®):
,,Otevi‘ena pokracovaci studie
hodnotici bezpecnost dlouhodobého
podivani nintedanibu pacientim se
systémovou sklerodermii S
pridruzenymi intersticialnimi plicnimi

procesy (SSc-ILD)*“, v platném znéni, v
il
v

Revmatologickém ustavu, Na Slupi 4,
128 50 Praha 2. (,,Zdravotnické
zatizeni®).

V piipadé zmény Zkousejiciho BIRDC
bude informovat Poskytovatele sluzeb
o této zméné pisemné a bez nutnosti
aktualizace této Smlouvy.

2. Jelikoz vsechny tkoly piedpokladané
Protokolem nemohou byt provedeny
Hlavnim zkousejicim nebo
Zdravotnickym zaiizenim, BI RCV
zadava Poskytovateli sluzeb vykon
vy$e uvedenych Sluzeb, které budou
provedeny Thomayerovou nemocnici,
Videnska 800, Praha 4 — Kr¢ 140 59,
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Article 2 -

Service Provider in accordance with the
conditions set forth in the work plan
attached hereto as Appendix 1 (the "Work
Plan™). The Parties may update and
amend the Work Plan from time to time
by mutual written agreement.

The rendering of Services shall begin
immediately after execution of this
Agreement and shall cease upon receipt
and written approval of all results of
rendered Services as specified in Article
1.1. (“Results”) by Bl RCV pursuant to
Article 2 below.

In accordance with Applicable Law,
Service Provider will ensure that (i) all
necessary  submissions,  notifications
and/or application(s) have been made, (ii)
all  necessary  documentation  and
information is available, and (iii) all
required reviews and approvals (or
favourable opinions) by applicable
regulatory authorities and competent
IRB/EC have been obtained for the
performance of the Trial. Sponsor/CRO
shall provide Service Provider with copies
of applicable documents listed in this
Section 1.5.

Obligations of the Service

Provider

1.
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Service Provider shall provide
Investigator at the Institution with
complete and detailed Results of Services
in accordance with the conditions and
timelines set forth under this Agreement
including the Work Plan attached hereto
as Appendix 1. Upon written request of
Investigator or BI RCV, Service Provider
shall make any reasonable modifications
in such Service Provider tests results
within one (1) week after receipt of
Investigator’s or Bl RCV's written
request.

Service Provider is obliged to:

(i) use its best efforts to carry out the

4.

Ceska republika

Poskytovatel sluzeb provede Sluzby
Vv sounalezitosti s podminkami
uvedenymi V pracovnim planu
piilozeném zde jako Ptiloha 1 ¢(,,
Pracovni  plan“).  Strany  mohou
prubézné aktualizovat nebo pozménit
pracovni plan vzajemnou pisemnou
dohodou.

Vykazovani sluzeb bude zapocato
thned po uzavieni této dohody a skonci
po obdrZeni a pisemnym schvalenim
vSech vysledkti poskytovanych Sluzeb
specifikované v Clanku 1.1  (,
Vysledky*) a to od BI RCV na zaklad¢
Clanku 2 nize.

V souladu s platnymi pravnimi
ptredpisy zajisti Poskytovatel sluzeb,
aby (i) byla provedena vSechna
nezbytnd podani, oznameni a / nebo
Zadosti, ii) byla k dispozici veSkera
pottebna  dokumentace a  veSkeré
informace a iii) za ucelem provedeni
tohoto  Kklinického hodnoceni byla
ziskana veSkera stanoviska a schvaleni
(nebo souhlasna stanoviska)
pfislusnych regulacnich organt a
piislusnych etickych komisi. Sponzor /
CRO poskytne Poskytovateli sluzeb
kopie pfislusnych dokumentii
uvedenych v tomto oddilu 1.5.

Clanek 2 — Povinnosti Poskytovatele sluzeb

1.

Poskytovatel sluzeb poskytne
Zkousecimu ve Zdravotnickém zafizeni
kompletni a detailni Vysledky SluZeb dle
podminek a ¢asovych ramcti uvedenych
vV této Smlouvé a to véetné pracovniho
planu pfipojenému jako Pfiloha 1. Na
zaklad¢ pisemného pozadavku
Zkousejiciho nebo Bl RCV,
Poskytovatel sluzeb provede jakékoli
pfiméfené zmény v téchto vysledcich
testi Poskytovatele sluzeb do jednoho
(1) tydne po obdrZeni pisemné Zadosti
Zkousejiciho nebo BI RCV.
Poskytovatel sluzeb je povinen:

(i) vynaloZit veSkeré Gsili k provedeni
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Services within the timelines agreed
upon and set forth in the Work Plan
in accordance with all applicable
laws and regulations and all
provisions of this Agreement;
(i) provide an adequate number of
qualified staff to render the Services
on a professional standard and
provide all necessary facilities
therefor;
perform Services in accordance with
best scientific practice and deliver
Services and Results in a form
agreed upon in advance with BI
RCV and/or the Investigator.
The Parties shall strictly comply with all
legal and official requirements that apply
to clinical trials as well as the codes of
conduct of the applicable professional and
industrial associations.

(iii)

Service Provider shall not sub-contract
the whole or part of performance of the
Services to any third party without the
prior written consent of BI RCV.

As used herein an “Adverse Event” or
“AE” shall mean any untoward medical
occurrence in a patient or clinical
investigation subject administered a
pharmaceutical product and which does
not necessarily have to have a causal
relationship with this treatment. In order
to enable BI RCV to comply with its
world-wide regulatory reporting
responsibility, Service Provider shall
forward immediately but not later than
one (1) business day after receipt to Bl
RCV all information, Service Provider
becomes aware by any means, on

a) all AEs,

b) Drug Exposure during Pregnancy
(DEDP),

c) AEs reported during or after

pregnancy, or embryo / foetal
maternal or paternal exposure,
lactation, or occupational exposure,

d) any report of lack of effect,

3.
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(i) zajistit

(iii)

Sluzeb  vramci  dohodnutych
Casovych ramcu a uvedenych v
pracovnim planu v souladu se
vSemi platnymi zédkony a piedpisy a
vSemi ustanovenimi této Smlouvy;
pfiméteny pocet
kvalifikovanéeho personalu
k provedeni sluzeb na odborné
arovni a poskytnout ktomu
potiebna zafizeni,

provede Sluzby podle osvédcenych
védeckych postupli a poskytne
Sluzby a Vysledky ve formé
predem dohodnut¢ sBl RCV
a/nebo Zkousejicim.

Strany budou jednat v pfisném souladu
se vSemi pravnimi a ufednimi pozadavky
vztahujicimi se na klinickd hodnoceni a
rovnéz se  stavovskymi  ptedpisy
pouZitelnymi  pro  jednotlivce a
odvétvova sdruzeni

Poskytovatel sluzeb neucini provadéni
¢asti nebo vSech Sluzeb predmétem

subdodavky treti stranou bez
piredchoziho pisemného souhlasu BI
RCV.

Pro tucely této Smlouvy, ,,Nezadouci
piihodou”  se  rozumi  jakakoliv
nepfiznivd zmeéna zdravotniho stavu
pacienta nebo subjektu hodnoceni, jemuz
byl podan 1é¢ivy piipravek, i kdyz neni
nezbytné¢ v pfi¢inné souvislosti s touto
lécbou. Z diivodu aby BI RCV bylo
umoznéno jednat v souladu
s celosvétovymi regula¢nimi
ohlaSovacimi povinnostmi, Poskytovatel
sluzeb je povinen pteposilat neprodlené,
ne vice nez jeden (1) pracovni den po
zjisténi, Bl RCV veSkeré informace, o
nichz se Poskytovatel sluzeb jakymkoliv
zpusobem dozvi,
a)  veskerych nezadoucich pfihodach,
b)  podavani Ié¢iva béhem téhotenstvi,
c) nezadoucich piihodach hlasenych
v pribé¢hu nebo po tchotenstvi,
embryonalni/ fetalni maternalni
nebo paternalni expozice, laktace,
nebo expozice na pracovisti/ pii
praci,

d) jakémkoliv hlaseni 0
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medication error, overdose, abuse,
misuse, drug-drug or drug-food
interaction, suspected transmission
of an infectious agent via a
Boehringer Ingelheim product, off
label use,

e) any report of product complaints
associated with an AE, and falsified
product associated with an AE.

f)  any information where at least AE
information after intake of a
Boehringer Ingelheim active
substance / product by patient(s) is
available, and all other information
(e.g. about counterfeits) regarding a
Boehringer Ingelheim product that
might lead to a risk for a patient.

Service Provider shall forward all
information listed under a)-f) above as it
has been received, without screening,
selection or further processing, either by
fax or secure e-mail to following BI RCV
PV contact indicating the date of receipt:
fax no: 0043 01 801 05 7799, e-mail:
PV _local Czech Republic@boehringer-
ingelheim.com. Upon request of BI RCV,
Service Provider shall provide BI RCV
with further information.

Service Provider is responsible to ensure that its
staff working for BI RCV 1is adequately
informed and trained to comply with the
reporting obligations described in this section
and document this.

Article 3 — Payment of Fees/Remuneration

1.
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Financial reimbursement of the Service 1.

Provider for the Services rendered within
the scope of this Agreement shall be made
by BI RCV as set forth in the payment
schedule 1 Appendix 2 hereto (the
“Payment Schedule”).

It has been agreed by the Parties that 2.

nedostate¢nosti  u¢inku, chybé
v medikaci, piedavkovani,
zneuziti, nespravném uziti, lékové
mterakci, interakci potravy a
lé¢iva, podezieni mna pienos
infekéniho agens prostrednictvi
produktu Boehringer Ingelheim,
pouziti léc¢iva mimo oficialni
indikaci/ doporuceni,

e) jakémkoliv hlaseni o reklamaci
spojované s nezadouci piihodou a
o padélaném lé¢ivu spojovaného
s nezadouci piihodou,

f)  jakékoliv informaci, kde bude
dostupna informace o nezadouci
pithodé po piijmu aktivni latky
nebo produktu Boehringer
Ingelheim, a o jakékoliv informaci
(napi. o padélcich) tykajici se
produktu Boehringer Ingelheim,
ktera mize vést krziku pro
pacienta.

Poskytovatel sluzeb zasle veskeré

informace uvedené vyse pod pism. a)-

f), ve stavu v jakém je sam ziska, bez

screeningu, selekce, nebo dalsiho

zpracovani, faxem nebo zabezpecenym
emailem na nasledujici kontakt BI

RCV pro farmakovigilanci

PV _local Czech Republic@boehringe

r-ingelheim.com. Vyzada-li si to BI

RCV, Poskytovatel sluzeb poskytne BI

RCV dodate¢né informace.

Poskytovatel sluzeb je odpovédny za zajisténi,
ze veskery personal pracujici pro BI RCV je
piiméiené informovan a vyskolen tak, aby
jednal v souladu s ohlasovacimi povinnostmi
uvedenymi v tomto ¢lanku a provadél fadnou
dokumentaci v téchto zalezitostech.

Clanek 3 — Uhrada poplatki/ odmény

Platba Poskytovateli sluzeb za jeho
Sluzby poskytnuté na zékladé této
Smlouvy probéhne ze strany BI RCV
podle platebniho rozvrhu uvedeného
v Piiloze 2 této Smlouvy (déale jen
,,Platebni rozvrh®).

Strany se dohodly, ze platby probéhnou

. BI RCV se
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-. Bl RCV undertakes to make all

payments due hereunder within thirty (30)
days of receipt and approval of an orderly
invoice by Service Provider detailing
value added tax separately, if applicable,
to a bank account designated by Service
Provider. Invoices shall fulfil the invoice
requirements as specified in Appendix 3,
which shall be modified in the event of a

change in the applicable legal
requirements.
The Parties hereby agree that the

payments according to the Article 3, as
well as according to the Appendix 2 of
this Agreement shall be made solely to
the bank account of the Service
Provider. The Parties hereby agree that
there are no additional agreements
governing the performance of the
Services between the Parties.

Article 4 - Confidentiality

1.

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

Service Provider is obliged keep all data,
material, substances and all other
information obtained from Bl RCV and/or
generated under the Services rendered
(collectively  referred to as the
"Confidential Information™) confidential
and shall not
a) disclose Confidential Information to
any third party without prior written
consent of Sponsor, or
b) use Confidential Information for any
purpose other than the Parties agreed
on herein.
If it is necessary and essential for the
purpose of the Agreement to disclose
Confidential Information to responsible
employees or third parties, or in case
employees have necessarily access to
Confidential Information, Service
Provider is obliged to impose all
obligations on said employees and/or third
parties as imposed on Service Provider
according to this Agreement prior to such
disclosure. However, such obligations
does not relieve the Service Provider of its
obligations hereunder.
Service Provider agrees and binds itself,

¢
1.

3.

zavazuje, Ze provede veSkeré plathy
splatné podle této Smlouvy do tficeti
(30) dni od okamziku kdy obdrzi a
schvali tadnou fakturu Poskytovatele
sluzeb, soddélenou rekapitulaci dané
z ptidané hodnoty (uplatni-li se) na
bankovni ucet urceny Poskytovatelem
sluzeb.  Faktury  musi  spliovat
pfedepsané nalezitosti, tak jak je
uvedeno v Pfiloze 3, kterou lze zménit
v ptipad¢ zmény piislusnych nalezitosti
vyzadovanych pravnimi pfedpisy.

Smluvni strany se dohodly, Ze platby
podle ¢lanku 3, jakoz i podle Piilohy 2
této Smlouvy, budou provadény
vyluéné na bankovni ucet
Poskytovatele sluzeb. Smluvni strany
timto souhlasi, Ze mezi Smluvnimi
stranami nebudou zadné dodatecné
dohody tykajici se poskytovani Sluzeb.

lanek 4 — Davérnost

Poskytovatel  sluzeb  je  povinen
zachovavat mlcenlivost o vSech datech
materidlech, latkach a vSech ostatnich
informacich ziskanych od Bl RCV
a/nebo vygenerovanych poskytnutymi
Sluzbami (,Divérné informace®),
Poskytovatel sluzeb nesmi
a) zvetejnit Duvérné informace tieti
stran¢ bez predchoziho pisemného
souhlasu Zadavatele, nebo
b) vyuzit Duvérné informace pro
jakékoliv ucely mimo dohodnutych
Stranami v této Smlouvé.
Bude-li zvefejnéni Duvérnych informaci
odpovédnym zaméstnancim nebo tieti
stran¢ potiebné a nezbytné pro ucely této
Smlouvy, nebo budou-li mit zaméstnanci
potiebny piistup k Davérnym
informacim, Poskytovatel sluzeb je
povinen ulozit takovym zaméstnancim
a/nebo tfetim stranam veskeré povinnosti
a to vtakové mife vjaké je ma
Poskytovatel sluzeb podle této Smlouvy
jesté pied zvefejnénim. Tato povinnost
nezproStuje Poskytovatele sluzeb jeho
zévazki podle této Smlouvy.
Poskytovatel sluZzeb souhlasi a zavazuje
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either immediately upon request of BI
RCV or upon expiry or termination of this
Agreement, to return all Confidential
Information to Bl RCV without making or
retaining any copies thereof.

The obligations set forth above in this Article 4
shall survive the expiry or termination of this
Agreement and shall remain in full force and
effect until the Confidential Information gets
into the public.
Article 5 - BUSINESS SECRET

1. Designation of Business Secret. Parties
hereby  acknowledge and agree that
Investigator’s Brochure, Insurance Contract on
Clinical Trial Insurance, Clinical Trial Protocol
and detailed calculation of per patient financial
schedule, fees for the performed tasks for each
patient by Service Provider (further stated as
»1rial Specific Confidential Information*), are
deemed as information significant within the
meaning of statutory definition of business
secret (Section 504 of Act No. 89/2012 Coll.,
the Civil Code), as universal access to such
information may have a substantial impact on
economic results and market position of the
Sponsor and members of the Sponsor’s group in
other EU Member States. Trial Specific
Confidential Information are either part of the
text of the main Agreement or individual
attachments to this Agreement. Service Provider
and Trial team member acknowledge that they
also deem Trial Specific Confidential
Information significant within the meaning of
statutory definition of business secret (Section
504 of Act No. 89/2012 Coll., the Civil Code)
and undertake to keep such information

confidential in accordance with Section 4
hereof.
2. Disclosure. The Parties hereby agree that

in case Agreement must be disclosed pursuant
to Act. No. 340/2015 Coll. on Special
Conditions of Effectiveness of Certain
Contracts, Publication thereof and the Contracts
Register (,,Contract Registry Act“) or pursuant
to other related legal regulations, they shall act
as following:

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

se, ze vrati Bl RCV bud okamzité na
jeho Zadost, nebo po uplynuti platnosti
nebo ukonceni této Smlouvy vSechny

Duvémé informace BI RCV bez
vytvafeni nebo uchovavani jakykoliv
jejich kopii.

Povinnosti uvedené vtomto ¢{lanku 4

pfetrvavaji v platnosti i po vypovézeni této
Smlouvy a setrvaji platné a ucinné do
okamziku, nez se Duveérné informace stanou
znamé veiejnosti.

Clanek 5 - OBCHODNI TAJEMSTVIi

1. Oznaceni obchodniho tajemstvi. Smluvni
strany berou na védomi a souhlasi, Zze Brozura
Zkousejiciho, Pojistnd smlouva o pojisténi
klinického hodnoceni, Protokol klinického
hodnoceni stejné¢ jako podrobny vypocet
finanéni odmény za pacienta, poplatky za
ukony provedené Poskytovatelem sluzeb (dale
jen ,,.Duvérné informace tykajici se klinického
hodnoceni*) povaZzuje za informace vyznamné
ve smyslu zakonné definice obchodniho
tajemstvi (§ 504 zékona ¢. 89/2012 Sb.,
obcansky zékonik), nebot’ vS§eobecny pfistup k
témto informacim mize mit podstatny dopad
na ekonomickeé vysledky a trzni postaveni
Zadavatele a c¢lenli koncernu Zadavatele v
jinych  ¢lenskych zemich EU. Divérné
informace tykajici se klinického hodnoceni
jsou bud'to soucasti textu hlavni Smlouvy,
nebo samostatnych  pfiloh Smlouvy.
Zdravotnické zafizeni a Clen studijniho tymu
berou na védomi, Ze 1 pro né jsou Duvérné
informace tykajici se klinického hodnoceni
vyznamné ve smyslu zakonné definice
obchodniho tajemstvi (8§ 504 zakona ¢.
89/2012 Sb., obcansky zakonik) a zavazuji se
o téchto informacich zachovéavat mléenlivost
v souladu s ¢lankem 7 této Smlouvy.

2. Zvetejnéni. Smluvni strany souhlasi, Ze
Vv pfipadé, kdy Smlouva musi byt zvetejnéna
dle zakona ¢. 340/2015 Sb., o zvlastnich
podminkdch  G¢innosti nékterych  smluv,
uvetejiiovani téchto smluv a o registru smluv,
¢i dle jinych souvisejicich pravnich predpist
budou postupovat nasledovné:
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2.1. Service Provider shall disclose
Agreement with respect to procedure indicated
in the Clause 5.2 herein;

2.2.  Trial Specific Confidential Information
and other confidential information according to
the Article 5 of this Agreement shall not be
disclosed;

2.3.  Trial Specific Confidential Information
and other confidential information shall be
blackened by the Sponsor and provided to
Service Provider for disclosure.

2.4.  For the purposes of disclosure, Service
Provider shall provide to the Administrator of
the Contract’s Register a copy of the Agreement
in a format required by the Contract Registry
Act;

2.5.  Service Provider shall inform Sponsor of
the performed disclosure of the Agreement: (i)
in the Contract Register, if possible, Service
Provider shall include Sponsor’s / Sponsor’s
representative email address for the purpose of
provision of the confirmation about the
disclosure of the Agreement; (ii) in case option
(i) above could not be implemented, Service
Provider shall within 5 business days as of
receipt of the confirmation on the disclosure of
the Agreement provide such information and
the respective evidence to the Sponsor /
Sponsor’s representative. For the purposes of
this Clause following email address of the
Sponsor / Sponsor’s representative shall be
used:

_ until further notice.

shall

2.6.

disclose
Agreement as well as provide confirmation
about the disclosure to the Sponsor as indicated
in the Clause 5.2.4 above within 2 weeks as of
signing of the Agreement;

Service Provider

2.7. In case the Agreement will be disclosed
in breach with the Contract Registry Act and /
or this Agreement, the Service Provider shall
immediately but not later than within 2 days as
of becoming aware of such breach or as of
receipt of the written request from the Sponsor /
Sponsor’s representative eliminate the breach
and ensure that the disclosure meets Contract
Registry Act as well as this Agreement;

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

2.1. Poskytovatel sluzeb zvefejni Smlouvu dle
pozadavku v souladu sbodem 5.2 teto
Smiouvy.

2.2. Dtvérné informace tykajici se klinického
hodnoceni a dal$i daveérné informace dle Casti
5 této Smlouvy nebudou zvetejnény

2.3. Studijné specifické divérné informace a
jiné duvérné informace se mohou Zadavatelem
zacernit a poskytnout Poskytovateli sluzeb ke
zvetejnéni.

2.4. Za ucelem zvetejnéni Poskytovatel sluzeb
poskytne tuto Smlouvu spravci registru smluv
kopii Smlouvy ve formétu poZadovaném
Zakonem o registru smluv.

2.5. Poskytovatel sluzeb informuje Zadavatele
o provedeném zvefejnéni Smlouvy: (i)
v Registru smluv, je-li mozné, Poskytovatel
sluzeb ptida emailovou adresu Zadavatele /
zastupce Zadavatele pro ucel obdrzeni
potvrzeni o zvetfejnéni Smlouvy; (ii) pokud
moznost (i) vySe nemlze byt pouzita,
Poskytovatel sluzeb poskytne Zadavateli /
zastupci Zadavatele informaci a pfiislusny
prukaz o zvefejnéni Smlouvy do 5 pracovnich
dnt od obdrzeni takového potvrzeni. Pro tcel
tohoto ustanoveni bude pouZzita nasledujici
emailovd adresa Zadavatele / zastupce
Zadavatele:

I 1okud nebude uvedena jina.

2.6 Poskytovatel sluzeb zvefejni Smlouvu a
poskytne potvrzeni o jejim zvefejnéni
Zadavateli, dle odstavce 5.2.4. vySe,
nejpozdéji do 2 tydnil od podepsani Smlouvy.
2.7. V ptipad¢, ze smlouva bude uvetejnéna
v registru smluv v rozporu se Zakonem o
registru smluv a / nebo stouto Smlouvou,
Poskytovatel sluzeb je povinen neprodlené
tento rozpor odstranit a zajistit, ze zpisob
zvetejnéni odpovida Zakonu o registru smluv
stejné jako pozadavkim této Smlouvy, a to
nejpozdéji do 2 pracovnich dnii poté, co
takové pochybeni zjisti nebo od pisemné
vyzvy Zadavatele.
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2.8. In case any amendments would be
performed to the disclosed information, Service
Provider shall immediately but not later than
within 2 business days inform Sponsor of such
amendments.

3. Without limiting application of the rules
indicated in the Clause 5.2 above, Service
Provider shall at all events disclose Agreement
with respect to requirements established by the
Contract Registry Act as well as any other
applicable laws. Service Provider shall
indemnify and hold Sponsor harmless for any
damage resulting of a breach of the Contract
Registry Act or other applicable laws by the
Service Provider.

4. Proper performance of the Clause 5
hereof is considered of significant importance
for the purposes of this Agreement; breach of
any obligations stipulated in this section will be
considered as serious breach of the Agreement
and any Party suffering by such breach shall be
entitled to claim the incurred damages.

5. In case of any amendments to the
Contract Registry Act and / or related legal
requirements, Parties agree to amend this
Agreement respectively, if needed.

Article 6 — Intellectual Property

1. Al projects, data, documents,
information, experiences, patent rights,
reports, copyrights and inventions
resulting from the Trial or the
performance of the Services are
exclusively owned by Bl RCV.
Accordingly Bl RCV keeps all rights for
worldwide commercialization of its
respective products and licenses without
any restrictions.

Article 7 — Publications

1. It is understood and agreed that any and
all information, data or discoveries
resulting from, generated or developed by
the Services or Results are the property of
Bl RCV and may be used by BI RCV in

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

2.8. Pokud by byly zvefejnéné informace
jakkoliv aktualizovany, Poskytovatel sluzeb
neprodlené, ne vSak pozdéji jak do 2
pracovnich dni, o takové aktualizaci informuje
Zadavatele.

3. Bez omezeni uplatnéni pravidel uvedenych
v odstavci 18.2. vySe, Poskytovatel sluzeb za
vSech okolnosti zvefejni Smlouvu v souladu
s pozadavky stanovenymi Zakonem o registru

smluv  stejné jako dalSimi zakonnymi
pozadavky. Poskytovatel sluzeb odSkodni a
zabrani poSkozeni Sponzora jakymikoliv

Skodami zplsobenymi poruSenim Zakona o
registru smluv nebo jinych platnych zakona
Poskytovatelem sluzeb.

4. Radné neplnéni zde uvedené &asti 5 je
povazovano pro potieby této smlouvy za
mimofadné¢ vyznamné. PoruSeni kterékoliv
z povinnosti uvedenych v této casti bude
povazovano za zavazné poruseni této Smlouvy
a kterdkoliv ze Smluvnich stran je opravnéna
poZadovat nahradu Skody vzniklé takovym
porusenim.

5. Pokud dojde k novelizaci zakona o registru
smluv a / nebo souvisejicich z&konnych
pozadavki, Smluvni strany souhlasi, bude-li to
nutné, s piislusnou aktualizaci této Smlouvy.

Clanek 6 — Dusevni vlastnictvi

1.  VeSkeré projekty, data, dokumenty,
informace, zkuSenosti, patentova prava,
zpravy, autorska prava vyplyvajici
z Klinického hodnoceni nebo provadéni
Sluzeb jsou ve vyluéném vlastnictvi BI
RCV. Vsouladu stimto ¢lankem, BI
RCV zistavaji veSkerd pradva pro
celosveétové obchodovani s ptisluSnymi
produkty a licencemi bez jakychkoliv
omezeni.

Clanek 7 — Publikace

1.  Strany berou na védomi a souhlasi, ze
veSkeré informace, data a objevy
vyplyvajici, vygenerovane nebo
vytvotené v rdmci Klinického hodnoceni
jsou vlastnictvim BI RCV a mize byt
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connection with any of its research,
development, marketing or promotional
activities.

Bl RCV has unrestricted publication
rights on data resulting from the Trial and
may also give data to third parties for
publication.

Service Provider undertakes not to
publish any data, information or the
results of the Trial, either in their entirety
or in part without the prior written
authorization of BI RCV.

Article 8 — Quality Assurance and Quality
Control

1.

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

Service Provider shall establish and
maintain quality assurance and quality
control systems in accordance with the
GxP quality guidelines applicable to the
Services hereunder, including but not
limited to, Good Clinical Practice (GCP),
Good Auditing Practice (GAP), Good
Manufacturing Practice (GMP), Good
Service Provider Practice (GLP), Good
Clinical Data Management Practice
(GCDMP), Good Distribution Practice
(GDP), Good Documentation Practice
(GDP) (the *“GxP”), all applicable
national and international laws,
regulations, codes, guidelines and official
publications directly or indirectly related
to the conduct of the Services hereunder
(the “Applicable Law”) and accepted
industry standards to ensure that Services
under this Agreement are performed and
documented, recorded and reported in
compliance with GxP and Applicable
Law.

If Service Provider identifies any non-
compliance with the Protocol, agreed
upon SOPs, if applicable, other written
instructions by Bl RCV, GxP or any other
Applicable Law by any sub-contractor or
affiliate of Service Provider, or by the
member(s) of the Service Provider staff or
on the part of Service Provider’s
personnel involved in the Services

vyuzit BI RCV v souvislosti
s jakymkoliv jeho vyzkumem, vyvojem,
marketingem nebo propagacnimi
¢innostmi.

Bl RCV ma& neomezené pravo
publikovat data vyplyvajici z Klinického
hodnoceni a tyto data mtze poskytnout
tietim stranam k publikaci.

Poskytovatel  sluzeb se  zavazuje
nepublikovat Zadné data, informace nebo
vysledky Klinického hodnoceni, a to ani
castecné, bez predchoziho pisemného
souhlasu Bl RCV.

Clianek 8 — Zabezpefovani jakosti a Fizeni
jakosti

1.

Poskytovatel sluzeb je povinen vytvorit a
zachovavat  systémy  zabezpecovani
jakosti a ftizeni jakosti podle standardi
jakosti spravnych praxi pouZzitelnych na
Sluzby podle této Smlouvy, mimo jiné
podle spravné Kklinické praxe (GCP),
spravné auditorské praxe (GAP), spravné
vyrobni praxe (GMP), spradvné praxe
poskytovatele sluzeb (GLP), spravne
praxe fizeni studijnich dat (GCDMP),
spravné  distribu¢ni  praxe (GDP),
spravné dokumentacni praxe (GDP) (the
“GxP”), vSech pfislusnych mistnich a
mezinarodnich ~ pravnich  pfedpist,
smérnic a pokynu a oficidlnich publikaci
tykajicich se piimo nebo nepiimo
provadéni Sluzeb podle této Smlouvy
(dale jen ,,Ptislusné pravni predpisy) a
podle uznavanych odvétvovych
standardd, aby bylo zajisténo, ze Sluzby
podle této Smlouvy jsou provadény a
dokumentovany, zaznamenavany a
hlaSeny v souladu s GxP a Pfislusnymi
pravnimi pfedpisy.

Zjisti-li Poskytovatel sluzeb nesoulad
s Protokolem, pfipadné standardnimi
opera¢nimi postupy, jinymi pisemnymi
pokyny Bl RCV, GxP nebo s jinymi
Pouzitelnymi pravnimi ptedpisy ze
strany subdodavatele nebo ptidruzené
spolecnosti, nebo ze strany Clena
personalu Poskytovatele sluzeb
ucastnicich se na poskytovani Sluzeb
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hereunder,  Service  Provider shall
immediately inform Bl RCV to discuss
the non-compliance and to initiate
appropriate  corrective  actions  and
preventive actions (CAPAs) to secure
compliance. If requested by Bl RCV,
Service Provider will provide Bl RCV
with a CAPA plan adequately addressing
the non-compliance and the root cause, if
identified, for Bl RCV’s review and
written approval. After approval of the
CAPA plan by Bl RCV, Service Provider
is responsible to implement the CAPA
plan. Changes to the CAPA plan require
Bl RCV’s review and written approval.
Service Provider shall be solely
responsible and liable for any non-
compliance by any affiliate, sub-
contractor or staff of Service Provider.
Any non-compliance by Service Provider
which may compromise the overall
integrity of the Trial or the quality of the
data is a material non-compliance and
shall be considered a material breach of
this Agreement.

At any time during the term of this
Agreement and for one (1) year thereafter,
Bl RCV shall be entitled at its absolute
discretion (through its employees or
through external consultants reasonably
acceptable to Service Provider) to monitor
and audit the conduct of any Services
performed by Service Provider and any
sub-contractor(s) approved by Bl RCV
hereunder (the “Bl RCV Audit”). The BI
RCV Audit may take such form as Bl
RCV thinks fit and shall include without
limitation the right (i) to inspect any
facility being used for the Services
hereunder; and (ii) to review and examine
any procedures being used by Service
Provider in its performance of Services
for Bl as well as all data generated from
said performance, both clinical and

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

podle této Smlouvy, Poskytovatel sluzeb
bude povinen o tomto neprodlené
informovat Bl RCV a tento nesoulad
provadéni se zadanymi podminkami se
projednd a zahdji se napravnd a
preventivni opatfeni (CAPA), aby se
zajistil soulad provadéni se zadanymi
podminkami. Bude-li to Bl RCV
vyzadovat, Poskytovatel sluZzeb poskytne
Bl RCV Kkrevizi a odsouhlaseni CAPA
plan, jez bude pfiméfené fesit nesoulad
provadéni se zadanymi podminkami a
hlavni pfi¢inu (bude-li zjisténa). Po
schvaleni CAPA planu ze strany BI RCV
bude Poskytovatel sluzeb odpovédny za
zavedeni CAPA plénu. Zmény v CAPA
planu vyZaduji revizi a pisemny souhlas
ze strany Bl RCV. Poskytovatel sluzeb
bude samostatn¢ odpoveédny za jakykoliv
nesoulad provadéni se zadanymi
podminkami ze strany pfidruzené
spole¢nosti, subdodavatele nebo
personalu Poskytovatele sluzeb.
Jakykoliv  nesoulad provadéni se
zadanymi  podminkami ze  strany
Poskytovatele sluzeb, jez by mohl
ohrozit integritu Klinického hodnoceni
nebo jakost dat, se bude povazovat za
zasadni nesoulad provadéni se zadanymi
podminkami a bude se povaZovat za
podstatné poruseni této Smlouvy.

Kdykoliv v pribéhu trvani této Smlouvy
a po dobu nésledujiciho jednoho (1)
roku, Bl RCV bude mit pravo dle svého
uvazeni monitorovat a provadét audit
(prosttednictvim  svych zameéstnancu
nebo externich konzultanti odivodnéné
piijatelnych pro Poskytovatele sluzeb)
Sluzeb provadénych Poskytovatelem
sluzeb a viemi subdodavateli
schvalenymi ze strany Bl RCV podle
této Smlouvy (dale jen ,Audit BI
RCV®). Audit BI RCV bude provadén
zpusobem, jakym BI RCV uzna za
vhodné a bude zahrnovat, mimo jiné
pravo (i) prohlédnout si zafizeni uzivano
pro provadéni Sluzeb podle této
Smlouvy, a (ii) prohlédnuti a
pfezkoumani vSech postupti vyuzivanych
Poskytovatelem sluzeb pii poskytovani
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financial, including, but not limited to all
written reports, audit reports, notes,
schedules, computer tapes or similar work
product which may document work done
or results achieved. Unless otherwise
required by the circumstances, BI RCV
shall give not less than three (3) days
prior written notice to Service Provider
and where appropriate to the sub-
contractor of its intention to monitor
and/or audit.

Service Provider agrees to co-operate and
procure that the relevant sub-contractor(s)
co-operate and provide all reasonable
assistance at reasonable times and places
with any monitoring and/or auditing
activity. No such monitoring and/or audit
by Bl RCV shall relieve Service Provider
of any of its obligations hereunder.

Article 9 — Monitoring, Audits and Authority
Inspections

1.

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

Bl RCV or its designated party and, when
applicable, IRB/IEC and regulatory
authorities, including foreign regulatory
authorities, may, at any time during
normal business hours, (i) inspect any
facilities used for the performance of the
Services, (ii) monitor and/or audit the
performance of the Services, (iii) inspect,
audit and/or copy any and all documents,
medical records, work product, and
required  licenses, certificates and
accreditations, or (iv) interview any
person involved in the performance of the
Services. Additionally, during the term of
this Agreement and for a period of
twenty-four (24) months after completion
of the Trial, BI RCV shall be entitled to
inspect  Service Provider’s financial
accounts  directly related to the
performance of the Services. Service
Provider will, and will cause its staff to,
cooperate with any of the foregoing
activities and will provide timely access
to requested documentation and facilities.

Sluzeb pro BI, jakoz 1 vSech dat
generovanych pii provadéni SluZzeb,
klinickych i finan¢nich, mimo jiné vSech
pisemnych hl&Seni, zprav o auditu,
poznamek, rozvrhi, zdznamovych pasek
nebo obdobnych dél, jez mohou
dokumentovat provedenou praci nebo
dosazené vysledky. BI RCV pisemné
oznami Poskytovateli sluzeb ptipadné
subdodavateli nejméné tii (3) dny
predem sviij zdmér provést monitoring
a/nebo  audit, neni-li okolnostmi
vyzadovano jinak.

Poskytovatel sluzeb souhlasi, Ze bude
spolupracovat a ze zajisti, aby piislusny
subdodavatel spolupracoval a poskytl
piiméfenou soucinnost na vhodném
mist¢ a ve vhodném case ohledné
monitoringu nebo auditu ¢innosti. Zadny
monitoring ¢i audit ze strany BI RCV
nezprostuje Poskytovatele sluzeb
jakéhokoliv jeho zavazku podle této
Smiouvy.

Clinek 9 - Audit, monitoring a uiedni
inspekce

1.

BI RCV nebo urCena strana a piipadné
Institucionalni hodnotici komise/
Nezavisla etickd komise, regulac¢ni uiad
nebo  organ, vcéetné¢  zahrani¢niho
regulacniho organu nebo ufadu, mohou
kdykoliv béhem pracovnich hodin (i)
prohlédnout si zafizeni uzivano pro
provadéni Sluzeb podle této Smlouvy, (ii)
monitorovat  a/nebo  provadét audit
provadéni Sluzeb, (iii) provest inspekci,
audit a/nebo pofidit si kopie vSech

dokumentti, Iékaiskych zaznami, dél,
vyzadovanych licenci, certifikati a
akreditaci, nebo  (iv)  vyslechnout

jakoukoliv osobu zapojenou do provadéni
Sluzeb. Déle, po dobu trvani této Smlouvy
a po dobu nasledujicich dvaceti Ctyt (24)
mésici  od  dokonCeni  Klinického
hodnoceni, bude mit BI RCV pravo
pirezkoumat financni ucty Poskytovatele
sluzeb ptimo se tykajici provadéni Sluzeb.
Poskytovatel sluzeb bude spolupracovat a
zajisti, Ze i jeho personal bude
spolupracovat, na jakekoliv vyse uvedené
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2. Service Provider will notify Bl RCV 2.
immediately by telephone or facsimile if,
in connection with Service Provider’s
activities under this Agreement, Service
Provider is contacted by a governmental
or regulatory authority (the *“Authority”)
for any safety or quality related queries or
actions concerning any Boehringer
Ingelheim product(s), including but not
limited to, product recalls, authority
restrictions, inspections, investigations
and pharmacovigilance related activities.

3. In accordance with applicable law, 3.
Service Provider will provide in writing
and in a timely manner to BI RCV copies
of all materials, correspondence,
statements, forms and records which
Service Provider receives, obtains or
generates pursuant to any such Authority
query or action, including an English
translation of such documents, or, in case
of mere verbal communication with the
authority, an English “contact report”
within forty-eight (48) hours upon receipt.

4.  Service Provider shall permit BI RCV to 4.
attend any such inspections unless
prohibited by law or the competent
Authority. If any proposed
correspondence from Service Provider to
an Authority relates directly or indirectly
to Service Provider’s activities under this
Agreement, Bl RCV will have the right to
review such correspondence and request
reasonable revisions thereto. Prior to the
submission of any correspondence to an
Authority Service Provider shall obtain
written approval from BI RCV.

¢innosti a umozni vCasny pristup
k pozadované  dokumentaci a do
pozadovaného zatizeni.

Poskytovatel sluzeb neprodlené uvédomi
Bl RCV telefonicky nebo faxem o
skute¢nosti, Ze, v souvislosti s jejimi
¢innostmi podle této Smlouvy, se na ni
obratil vladni nebo regulacni ufad/ organ
(dale jen ,,Ufad“) s dotazy nebo pravnimi
kroky ohledn¢ bezpecnosti nebo jakosti
tykajicimi  se  jakéhokoliv  produktu
Boehringer Ingelheim, mimo jiné ohledné
stazeni vyrobku, Ufedniho omezeni,
inspekce, Setfeni nebo ¢innosti tykajicich
se farmakovigilance.

V souladu s pouZitelnymi pravnimi
piredpisy  Poskytovatel sluzeb  vcas
poskytne BI RCV pisemné kopie vsech
materidlti, korespondence, vyjadieni,
formuldii a zdznamd, které Poskytovatel
sluzeb obdrzel, ziskal nebo vygeneroval
na zakladé t&chto Ufednich dotazi nebo
pravnich krokt a to vcetné¢ anglického
ptekladu téchto dokumentt, v piipade
verbalni  komunikace  sufadem  se
poskytne anglicky ,.contact report* do
Ctyficeti osmi hodin (48) po obdrzeni.
Poskytovatel sluzeb umozni BI RCV tucast
na jakychkoliv inspekcich, neni-li to
zakdzané zdkonem nebo pfisluSnym
Utadem. Pokud se jakakoliv navrhovana
korespondence  Poskytovatele  sluzeb
uréena Ufadu tyka pifimo & nepiimo
¢innosti Poskytovatele sluzeb ve smyslu
této Smlouvy, Bl RCV bude mit pravo
zrevidovat takovou korespondenci a
pozadovat jeji piimétené odivodnéni.
Pied zaslanim korespondence Utadu, bude
Poskytovatel  sluzeb povinen  ziskat
pisemny souhlas BI RCV.

Article 10 - Anti-Bribery and Anti- Clinek 10 — Protikorupéni doloZka

Corruption

1. Service Provider represents and warrants 1.
that it, its owners, directors, officers,
employees, sub-contractors and agents
will act in full compliance with any
applicable anti-corruption laws and
regulations, industry and professional

Poskytovatel sluzeb prohlasuje a zarucuje,
Ze Poskytovatel sluzeb, jeho majitelé,
funkcionari, zaméstnanci, subdodavatelé a
zprostiedkovatel¢é budou jednat zcela
vsouladu se  viemi  pouzitelnymi
protikorup¢nimi pravnimi piedpisy,
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codes of practice. Without limiting the

generality of the foregoing, Service

Provider represents and warrants in

particular that Service Provider and its

owners, directors, officers, employees,
sub-contractors and agents will not
directly or indirectly in connection with
the business of Bl RCV or with this

Agreement:

(i) offer, promise, pay or arrange for
payment or giving of a bribe or any
benefit, advantage or anything of
value to any Public Official,
individual, entity or any other third
party in exchange for an improper
advantage in any form either directly
or indirectly in order to fulfil, obtain
or retain (a) regulatory requirements,
(b) any kind of business including
any commercial transaction to which
Bl RCV is a party, or which is
otherwise in connection with this
Agreement or (c) any other improper
advantage;

(if) transfer anything of value to a Public
Official without the prior approval of
the Bl RCV, regardless of whether or
not such transfer might constitute a
bribe;

(iii) transfer anything of value to sub-
contractors, agents or any third party
for the purpose of offering,
promising, paying, receiving,
soliciting, or arranging for the
payment of, or reimbursing anyone
for payment of, a bribe or a
transaction of anything of value to a
Public Official; or

(iv) request, accept a promise of or
receive any payment, benefit or
advantage from any individual or
entity for oneself or for a third party
in return for giving another person or
entity unfair preferences in the
procurement of goods or commercial
or other services in connection with
this Agreement.

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

odvétvovymi a stavovskymi pravidly
sprdvné praxe. Déle Poskytovatel sluzeb
prohlasuje a zarucuje, ze Poskytovatel
sluzeb, jeho  majitelé, funkcionafi,
zameéstnanci, subdodavatelé a
zprostfedkovatelé, ve spojitosti s ¢innostmi
Bl RCV nebo touto Smlouvou, se zejména
nedopusti,  pfimo  nebo  nepfimo,
nasledujiciho konani:

(i) nabizeni, pfislib, placeni nebo
sjednani  placeni nebo ptedani
uplatku nebo jakéhokoliv prospéchu,
vyhody nebo jakékoliv hodnoty
jakékoliv Vetejné osob¢, fyzické
osobé nebo pravnické osobé nebo
jakékoliv tfeti strané vymeénou za
neopravnénou vyhodu v jakékoliv
form¢, pifimo nebo  nepiimo,
sméiujici ke splnéni, ziskédni nebo
zachovani (@) regulacnich
pozadavku, (b) jakéhokoliv druhu
obchodnich aktivit véetné
obchodnich transakci, jejichZ stranou
je BI RCV, nebo které jsou jakkoliv
spojeny s touto Smlouvou, nebo (c)
jiné neopravnéné vyhody,

(ii) pfevod jakékoliv hodnoty Vefejné
osobé bez ptedchoziho souhlasu BI
RCV, a to bez ohledu na to, zda lze
takovy prevod povazovat za Uplatek

¢i nikoliv,
(iii) prevod jakékoliv hodnoty
subdodavateltim,

zprostfedkovatelim nebo jakékoliv
tteti strany za ucelem nabizeni,
prislibu, vyplacent, piijeti,
doZadovani se, sjednani vyplaceni
nebo proplaceni komukoliv za platbu
uplatku nebo pfevod hodnoty
Veftejné osobé,

(iv) zadost, pftijeti nebo pfislib nebo
pievzeti platby, prospéchu nebo
vyhody od jakékoliv fyzickeé osoby
nebo pravnické osoby za sebe nebo
za treti stranu a to vyménou za
neopravnéné  uptednostnéni  jiné
fyzické osoby ¢i pravnické osoby pfi
vefejné zakazce na dodavky zbozi
nebo na obchodni ¢i jiné sluzby
v souvislosti s touto Smlouvou
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For the purpose of this Agreement,
“Public Official” means any officer or
employee of a local or foreign
government or any department, agency,
political party, institution, or
instrumentality thereof (including officers
and employees of government controlled
entities), or of a public international
organization as well as any person acting
in an official capacity for or on behalf of
any such government, department,
agency, institution or instrumentality, or
for or on behalf of any such public
international ~ organization as  well
healthcare professionals, working in
healthcare institutions, in which the
central, regional or local government
owns an interest or has control or which
are paid partly or as a whole by the
government.

Service Provider shall report any
suspicion of past, current or potential
violations of this Section immediately to
the Bl RCV. If Service Provider is in
doubt whether a certain act violates its
obligations under this section, Service
Provider shall contact the Bl RCV and
shall delay the decision before taking the
action.

Service Provider shall ensure that its
directors, officers, employees, sub-
contractors and agents receive appropriate
anti-corruption training.

Service Provider agrees that BI RCV shall
have the right, at its cost, at any time upon
reasonable prior notice, to audit Service
Provider’s records to ensure its
compliance with the provisions of this
Agreement and applicable laws and
regulations by ensuring high level of
confidentiality. In addition, upon BI
RCV*s request from time to time, Service
Provider agrees to certify compliance with
the foregoing in a form suitable for BI
RCV.

Any violation of this Section by Service
Provider constitutes a material breach of
this Agreement. In addition to any other

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

2. Pro tcely této

Smlouvy, ,,Vefejnou
osobou® se rozumi jakykoliv ufednik nebo
zaméstnanec narodni nebo cizi vlady nebo
ministerstva, spravniho organu/ ufadu,
politické strany, institutu nebo podiizené
organizace  téchto  subjektd  (vCetné
ufednikl a zaméstnancl vladou
kontrolovanych subjektd ¢i organil) nebo
vefejné mezindrodni organizace, dale téz
jakakoliv osoba jednajici z tGifedniho
povéteni za nebo jménem jakékoliv vlady,
ministerstva, spravniho organu/ ufadu,
institutu nebo podfizené organizace nebo

za ¢ jménem  jakékoliv  vefejné
mezinarodni  organizace, dale téz
zdravotnicti pracovnici pracujici

v zdravotnickych zafizenich v nichz ma
centralni, regionalni nebo mistni vlada ¢i
organ statni spravy podil nebo je
zdravotnické zafizeni pod jejich kontrolou
nebo je nimi zc¢asti ¢i zcela financovano.
Poskytovatel sluZzeb se zavazuje hlésit Bl
RCV  vSechna podezfeni minulych,
souCasnych ¢i potencidlnich poruseni
tohoto  ¢lanku.  Jsou-li na  strané
Poskytovatele sluzeb pochybnosti, zda
urcité jednani poruSuje povinnosti podle
tohoto clanku, musi Poskytovatel sluzeb
kontaktovat BI RCV a odlozi piijeti
rozhodnuti, nez podnikne kroky.

Poskytovatel sluzeb zajisti, Ze jeho
statutarni organy, funkcionafi,
zameéstnanci, subdodavatelé a

zprosttedkovatelé budou tadné vyskoleni
Vv protikorup¢ni oblasti.

Poskytovatel sluzeb souhlasi, Zze BI RCV
bude mit kdykoliv pravo na své vlastni
naklady a na zakladé vcasného oznameni
provést audit zdznami Poskytovatele
sluzeb, aby byl zajistén  soulad
s ustanovenimi této Smlouvy a
pouzitelnymi  pravnimi  piedpisy pfi
zachovani vysoké trovné¢ davérnosti
informaci. Dale Poskytovatel sluzeb
souhlasi, ze na zadost Bl RCV bude
prilezitostn¢ dosvédCovat vysSe uvedeny
soulad zpiisobem vhodnym pro BI RCV
Jakékoliv poruSeni tohoto ¢lanku ze strany
Poskytovatele sluzeb predstavuje zavazné
poruseni této Smlouvy. Kromé jinych
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sanction provided by law and/or this
Agreement, BI RCV may terminate this
Agreement for cause and with immediate
effect, if Service Provider violates its
obligations under this Section.

Service Provider is aware of and
acknowledges that Bl RCV will exclude
any potential contractual partners who
engage in bribery, collusive practices or
any other form of corruption or fraud
from bids for tenders and future
contracting.

Service Provider shall indemnify and hold
Bl RCV harmless for any loss or damage
resulting of a breach by Service Provider,
its directors, officers, employees, sub-
contractors and agents of this Section by
Service Provider or of any applicable laws
and regulations.

Article 11 - Term and Termination

1.

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

This Agreement will become effective on
the Effective Date and shall continue until
completion of the Services pursuant to
Article 1.3. above.

This Agreement may be terminated in
writing with 30 days’ notice period by
either Party, if the other Party breaches
this Agreement in any material manner.

Bl RCV shall be entitled to terminate this
Agreement for any reason at any time
upon written notice to Service Provider
thereof. In such an event, BI RCV shall
reimburse Service Provider with all costs
incurred or irrevocably obligated by
Service Provider prior to the date of
termination. Bl RCV shall not be obliged
to reimburse Service Provider pursuant to
this Article 10.3. if it has terminated this
Agreement in accordance with the
provisions of Article 10.2. above.

sankci stanovenych zakonem a/nebo touto
Smlouvou, BI RCV muze vypovédét tuto
Smlouvu s okamzitym ucinkem, pokud
Poskytovatel sluzeb porusi své zavazky
podle tohoto ¢lanku.

Poskytovatel sluzeb bere na védomi, ze Bl
RCV vylou¢i potencidlni smluvni partnery,
kteti se dopusti uplatkarstvi, utajenych
jednani (koluzi) nebo jakékoliv jiné formy
korupce ¢i podvodného jednani, z nabidek
na smlouvy a budouciho zavirani smluv.

Poskytovatel sluzeb odSkodni a zbavi BI
RCV odpovédnosti za jakoukoliv ztratu,
Skodu nebo ujmu wvzniklou z davodu
poruSeni ustanoveni tohoto clanku nebo
pouzitelnych pravnich ptedpisti ze strany
Poskytovatele sluZeb, jejich statutarnich
organd, funkcionai, zameéstnancu,
subdodavatelii a zprostfedkovatelt

Clanek 11 - Doba trviani a ukondeni
smlouvy
1. Tato Smlouva nabude uc¢innosti datem

ucinnosti  a zastane v platnosti do
dokonceni Sluzeb podle ¢lanku 1.3.

Tato Smlouva muize byt vypovézena
pisemné s tficetidenni vypovédni lhitou
vSemi Stranami, porusi-li kterdkoliv ze
Stran  tuto  smlouvu  podstatnym
zpusobem.

BI RCV méa pravo vypoveédét tuto
Smlouvu z jakéhokoliv divodu kdykoliv
na zékladé pisemné vypoveédi
adresované Poskytovateli sluzeb.
V takovém piipadé BI RCV proplati
Poskytovateli sluzeb veSkeré néaklady,
které Poskytovateli sluzeb vznikly, nebo
ke kterym byl neodvolatelné¢ povinen
pied datem vypovédi. BI RCV nebude
mit povinnost Uhrady podle tohoto
¢lanku 10.3, pokud byla tato Smlouva
vypovézena podle ustanoveni c¢lanku
10.2.

Page 16 of 24

@ Bochringer
Ingelheim 7



Boehringer Ingelheim RCV GmbH & Co KG

Bl Contract No: 371319

Article 12 — Final Provisions

1.

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

If the Parties use any other language the
Czech wording of the Contract shall
prevail.

Neither Party may assign or otherwise
transfer its rights or duties under this
Agreement to any third party without the
prior written consent of the other Party,
except that the Service Provider herewith
expressly agrees that BI RCV may assign
or transfer its rights and duties without
prior consent to its Affiliated Companies,
but only after precedent notification of the
Service Provider. Any legal successor of
Bl RCV shall be deemed an Affiliated
Company of Bl RCV for the purpose of
this Agreement. "Bl Affiliated
Companies" for the purposes of this
Agreement shall mean companies or
business entities being controlled by,
controlling or being under common
control with BI RCV and their respective
legal successors due to  merger,
transformation or similar transaction. For
purposes of this definition, "control” shall
mean the possession, directly or indirectly
or the power to direct or cause the
direction of the management and policies
of an entity (other than a natural person),
whether through the majority ownership
(> 50 %) of voting capital stock, by
contract or otherwise.

All amendments and modifications to this
Agreement including this clause shall
only be effective if made in writing and
signed by all Parties.

In case one or more provisions contained
in this Agreement should be or become,
or be declared or held, fully or in part
invalid, illegal or unenforceable in any
respect under any applicable law, court
proceedings or any other governmental or
other regulatory authority, the validity,
legality and enforceability of the
remaining provisions of this Agreement
shall not in any way be affected or

Clanek 12 — Zavéreéna ustanoveni
The contractual language shall be Czech. 1.

Smluvnim jazykem je jazyk cesky.
Pouziji-li Strany jakykoliv jiny jazyk,
rozhodujici bude cCeské jazykové znéni
Smiouvy.

Z4dna ze Stran nemiZe postoupit nebo
jinak prevést sva prava i1 povinnosti
ztéto Smlouvy na tieti stranu bez
piedchoziho pisemného souhlasu druhé
strany, nicméné Poskytovatel sluzeb
timto vyslovné souhlasi, ze BI RCV
muze postoupit nebo prevést sva prava a

povinnosti svym Pfidruzenym
spolecnostem bez piedchoziho
pisemného  souhlasu  ovSem  za

pfedchoziho informovani Poskytovatele
sluzeb. Jakykoliv pravni nastupce BI
RCV bude pro ucely této Smlouvy
povazovan za Pfidruzenou spolec¢nost Bl
RCV. Pro ucely této Smlouvy se
,»Pridruzenymi spolecnostmi BI* rozumi
jakakoliv  spole¢nost nebo obchodni
subjekt ovladany, ovladajici nebo
ovladany spole¢né se BI RCV a jejich
ptislusni pravni nastupci z divodu fuze,
zmény pravni formy nebo obdobné
premény. Pro ucely této definice se
ovladdnim rozumi vlastnictvi, piimo
nebo nepiimo nebo pravomoc fidit nebo
ovlivitovat fizeni a politiky subjektu
(jiné¢ho nez je fyzickd osoba), a to bud’
na zakladé vétSinového vlastnictvi

(>50%) kapitalu spojeneho
s hlasovacimi pravy, smlouvou nebo
jinak.

Veskeré dodatky a zmény ktéto
Smlouvé véetné této dolozky musi mit
pisemnou formu, aby byly platné a
podepsané vsemi smluvnimi stranami.

Pokud jedno nebo vice ustanoveni této
Smlouvy je nebo se stane, nebo o ném
bude prohlaSeno ¢i bude povazovano
zcela nebo z¢asti za neplatné, nezakonné
¢i nevynutitelné v jakémkoliv ohledu a
podle jakychkoliv pouzitelnych zakond,
soudnich fizeni nebo podle jinych
orgdnl statni spravy nebo regulacnich
organt, nebude mit toto vliv na platnost,
zdkonnost a vynutitelnost ostatnich
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9.

impaired. The Parties agree to substitute
for any such invalid, illegal or
unenforceable provision a valid, legal and
enforceable provision which achieves to
the greatest extent possible the legal,
economic and commercial purposes of the
invalid, illegal or  unenforceable
provision.

The invalidity of any provision of this
Agreement shall not affect the validity of
any other provision hereof. The Parties
undertake to replace the invalid provision
with another provision which reflects
legally the originally intended commercial
objectives of the Parties as closely as
possible.

In the performance of this Agreement
each Party shall be an independent
contractor, and therefore, no Party shall
be entitled to any benefits applicable to
any employee of the other Party. No Party
is authorised to act as an agent for the
other Party for any purpose, and no Party
shall enter into any contract, warranty or
representation as to any matter on behalf
of the other Party.

This Agreement, including its formation
and interpretation shall be governed
exclusively by laws of Czech Republic
without recourse to the conflict of laws
provisions hereof. The competent courts
in Czech Republic, resp. Prague shall
have exclusive jurisdiction.

The Parties hereby confirm that their
relationship are governed exclusively by
the provisions of this Agreement and
there are no and will be no further
contractual agreements between Parties
governing the performance of the
Services with exception to written
amendments to this Agreement.

The following are an integral part of this
agreement:

Appendix 1 — Work plan

Appendix 2 — Payment schedule
Appendix 3 - Requirements for invoices
Appendix 4 — Clinical Trial Insurance

ustanoveni  této  Smlouvy. Strany
souhlasi, Ze takové neplatné, nezdkonné
nebo nevymahatelné ustanoveni nahradi
platnym, zakonnym a vymahatelnym
ustanoveni, které vco nejvyssim
moZném rozsahu bude sledovat pravni,
ekonomické a  obchodni ucely
neplatného, nezakonnéeho a
nevymahatelného ustanoveni.

5. Neplatnost kteréhokoli ustanoveni této
Smlouvy nebude mit vliv na Zadné jiné
jeji ustanoveni. Smluvni strany se
zavazuji nahradit neplatné ustanoveni
s jinym ustanovenim, které z pravniho
hlediska co mozna nejblize zachycuje
ptivodné¢ zamyslené¢ komercni cile
Smluvnich stran.

6.  Pfi plnéni této Smlouvy bude mit kazda
ze  Stran  postaveni  nezavislého
dodavatele, tudiz zadné Strané nebudou
nalezet vyhody zaméstnance druhé
Strany. Zadna ze Stran neni zmocnéna
jakkoliv jednat za druhou Stranu a Zadna
ze Stran neuzavie zadnou Smlouvu,
neucini zadnou zaruku ¢i prohlaseni
Vv jakékoliv véci jménem druhé Strany.

7.  Tato Smlouva, vCetné jejiho uzavieni a
vykladu, se bude fidit vyhradné ceskym
pravnim fadem, aniz by bylo nutné
uplatnit prislusna ustanoveni
mezinarodniho  prdva  soukromeho.
Vyluénd pravomoc nalezi pfislusnym
soudiim v Ceské republice, resp. v Praze.

8. Smluvni strany timto potvrzuji, Ze jejich
vztah se fidi vyhradné ustanovenimi této
Smlouvy a neexistuji Z&dne dalSi
smluvni  dohody mezi  Smluvnimi
stranami upravujici provadéni Sluzeb, s
vyjimkou  pisemnych  zmén  této
Smiouvy.

9. Nedilnou soucasti této smlouvy jsou
nasledujici ptilohy:

Ptiloha 1 — Pracovni plan

Ptiloha 2 — Platebni rozvrh

Ptiloha 3 — NaleZitosti faktury

Ptiloha 4 — Pojisténi klinického hodnoceni
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IN WITNESS WHEREOF, the Parties have NA DUKAZ TOHO Smluvni strany uzaviely
executed this Agreement in 3 originals by their tuto Smlouvu ve 3 originalech prostfednictvim

duly authorized representatives. svych fadné opravnénych zastupci.
Vienna, 20. April 2018 Vienna, 20. April 2018
Ve Vidni dne

Poskytovatel sluzeb
Thomayerova nemocnice

TRIAL TEAM MEMBER

Prague, 2018
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APPENDIX 1
Work Plan

1. Scope of Work/Services

Performance of Service Provider tests according
to Flowchart and Clinical Trial Protocol
indicated by to the

patients participating in the BI Trial No.

1199.225.

2. Timelines

Flowchart provided under a separate cover

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

PRILOHA 1
Pracovni plan

1. Rozsah préace/ Sluzeb

Provedeni  testi  Poskytovatele  sluzeb
indikovane
pacientim  ucastnicim  se  Klinického

hodnoceni BI & 1199.225 dle Flowchart a
Protokolu Klinického hodnoceni.

2. Casové ramce

Rozpis navstév a vySetfeni (Flowchart) v
samostatné piiloze
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APPENDIX 2 PRILOHA 2
Platebni rozvrh

Payment Schedule
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APPENDIX 3

Requirements for invoices

- name and address of the providing
entrepreneur

- name and address of the recipient

- VAT-ID-number or taxpayer
identification number (in case of EU-
residents)

- date of invoice

- consecutive invoice-number or contract-
number of the invoicing entrepreneur

- quantity and kind of deliveries or services

- time of deliveries or services

- net consideration, if necessary broken
down into tax rates and particular tax
exemptions

- taxrate

- amount of VAT

For assurance of invoice receipt please use the
following address:

The orderly invoice shall be issued by the
Service Provider and sent solely to the
following e-mail address in “.pdf” format:
pdf-invoices.at@boehringer-ingelheim.com
The invoice will be issued based on the
payment overview which includes list of
performed services according to the Agreement
and notice to issue an invoice. Payment
overview shall be sent to the Service Provider
by CRO/Sponsor and to e-mail address
study.payments@ftn.cz

Each e-mail should just contain one invoice in
“.pdf” format and according receipts. Each
“.pdf” document should just contain one invoice
and according receipts. The Institution has to
ensure that no invoice sent to Sponsor in “.pdf”
format will be sent in addition in original (paper
form) via mail.

Alternatively the Service Provider can send
paper invoices only (no additional pdf
invoices!).

The orderly invoice shall be issued by the
Service Provider and sent in paper to the
following address:

Service Agreement Bl CT No. 1199.225 / CZ / Pulmonology/ Site No. CZE1

PRILOHA 3
NalezZitosti faktur

- nazev a adresa vystavce

- nézev a adresa pFijemce

- IC DPH a DIC (v piipadé subjektt z EU)

- Datum vystaveni

- Cislo faktury v souvislé radé nebo ¢islo
smlouvy fakturujiciho podnikatele

- mnozstvi a typ dodavky nebo sluzeb

- datum dodavky nebo poskytnuti sluzeb

- cena bez dané, je-li nutno i s rozdélenim
sazby dan¢ a piislusného neuplatnéni dané

- sazba dané

- DPH celkem

Pro zajisténi pfijeti faktury pouzijte, prosim,
nasledujici adresu:

Spravné vystavena faktura musi byt vystavena
Poskytovatelem sluzeb a zaslana pouze na
nasledujici e-mailovou adresu v .pdf formétu:
pdf-invoices.at@boehringer-ingelheim.com.
Faktura bude vystavena na zakladé platebniho
piehledu, ktery bude zahrnovat seznam
provedenych vySetfeni dle Smlouvy a vyzvu
k vystaveni faktury. Platebni piehled bude
Poskytovateli sluzeb zaslan spolecnosti CRO/
Zadavatelem, a to na adresu
study.payments@ftn.cz.

Kazdy e-mail bude obsahovat pouze jednu
fakturu v .pdf formatu a odpovidajici pfijmovy
doklad. Kazdy .pdf dokument bude obsahovat
pouze jednu fakturu a odpovidajici ptijmovy
doklad. Zdravotnické zatfizeni musi zajistit, ze
Zadnd faktura zasland Zadavateli v .pdf
formatu jiz nebude dodatecné zaslana
V papirové podobé postou.

Poptipad¢ Poskytovatel sluzeb muze zasilat
pouze papirové faktury (zadné dodateéné pdf
faktury?).

Spravné vystavena faktura musi byt vystavena
Poskytovatelem sluZeb a zaslana na nasledujici
adresu:
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Appendix 4 Ptiloha 4
Clinical Trial Insurance Pojisténi klinického hodnoceni
(Provided under a separate cover) V samostatné ptiloze
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