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(“ICTA”) becomes effective on the date of
publishing 1n register of contracts (the
“Effective Date of the ICTA”) by and among

Provider of

healthcare: ~ University Hospital Motol,
state budgetary organization

Address: V Uvalu 84,150 06, Praha 5

Taxpayer ID No.: 000 64 203
VAT-ID-No.: CZ00064203
Represented by

based on authorization

(hereinafter referred to as “Institution” or
“Provider of healthcare”)

and

Sponsor: Boehringer Ingelheim RCV
GmbH & Co KG

Address: Dr. Boehringer-Gasse 5-11

1121 Vienna
Austria
VAT-ID-No.: ATU 64226215
Company ID Number: 312077m
Registered: with the Commercial Register
administered by the Commercial
Court m Vienna, Insert FN
312077 m
(hereinafter referred to as “Sponsor™)

(hereinafter jointly referred to as “the
Parties™)

INDIVIDUAL CLINICAL TRIAL SMLOUVA O KONKRETNIM
AGREEMENT - PROVIDER OF KLINICKEM HODNOCENI —
HEALTHCARE POSKYTOVATEL ZDRAVOTNICH
SLUZEB
This Individual Clinical Trial Agreement | Tato Smlouva o konkrétnim klinickém

hodnoceni (dale jen ,SKKH®) nabyva
ucinnosti ke dni zveiejnéni v registru smluv
(dale jen ,,.Den u¢innosti SKKH*) mezi témito
smluvnimi stranami:

Poskytovatel zdravotnich
sluzeb: Fakultni nemocnice v Motole,
statni piispévkova organizace

Adresa: V Uvalu 84, 150 06, Praha 5
IC: 000 64 203

DIC: CZ00064203

Zastoupena

na zakladé povéreni

(dale jen ,,Poskytovatel zdravotnich sluzeb®)

a

Zadavatel: Boehringer Ingelheim RCV
GmbH & Co KG

Adresa: Dr. Boehringer-Gasse 5-11
1121 Viden
Rakousko

DIC: ATU 64226215

IC: 312077m

zapsana: v obchodnim rejstiiku vedeném u
Obchodniho soudu ve Vidni, vlozka
FN 312077 m

(dale jen ,,Zadavatel®)

(dale spole¢né oznacované jen jako ,,Smluvni
strany*‘)
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RECITALS

WHEREAS, Sponsor and Provider of
healthcare entered into a Master Clinical Trial
Agreement (“Agreement”) effective on 16
October 2017, which regulates and integrates
the provisions of the ICTA; and

WHEREAS, pursuant to Section 2 of the
Agreement, Sponsor and Provider of healthcare
wish to enter into this ICTA for the purpose of
setting forth the Protocol Number, Protocol
Title and specific terms and conditions for the
conduct of an individual clinical trial; and

NOW, THEREFORE, pursuant to and
subject to the terms and conditions of the
Agreement and in consideration of the promises
and mutual covenants contained herein, the
Parties agree to the following:

UVODNI USTANOVENI

VZHLEDEM K TOMU, ZE Zadavatel a
Poskytovatel zdravotnich  sluzeb uzavieli
suc¢innosti ke dni 16. 10. 2017 Ramcovou
smlouvu o Kklinickém hodnoceni (dale jen
»Smlouva“), ktera upravuje a integruje tuto
SKKH; a

VZHLEDEM KTOMU, ZE podle
ustanoveni ¢lanku 2 Smlouvy si Zadavatel a
Poskytovatel zdravotnich sluzeb pieji uzaviit
tuto SKKH, kterou stanovi ¢islo protokolu,
ndzev protokolu a konkrétni podminky pro
provadéni konkrétniho klinického hodnoceni; a

PROTO SE NYNI Smluvni strany
dohodly v souladu s podminkami Smlouvy a
jako Uplatu za vzdjemné zavazky obsazené
v tomto dokumenty takto:

1. Trial Information

Protocol Number: 1199-0337

Protocol Title: “A double blind,
randomised, placebo-controlled trial on top of
standard of care to evaluate the dose-exposure
and safety of nintedanib per os for 24 weeks,
followed by open label treatment with
nintedanib of variable duration, in children and
adolescents (6 to 17 year-old) with clinically
significant fibrosing Interstitial Lung Disease*

as amended (hereinafter referred to as the
“Protocol”)
both together hereinafter referred to as “Trial”

The Trial will be conducted at Provider of
healthcare’s facility/ies located at register
office of Provider of healthcare, at Department
of Paediatrics.

is as principal
Investigator of the Provider of healthcare
responsible for the conduct of the Trial as
contemplated in the Agreement and this ICTA.
and the Sponsor will conclude
a separate contract that sets out their mutual
rights and obligations, including the
remuneration of

1. Informace o klinickém hodnoceni

Cislo protokolu:  1199-0337

Nazev protokolu: ,,Randomizované, po dobu
24  tydnd dvojit¢ zaslepené, placebem
kontrolované klinické hodnoceni hodnotici
ucinek davkovani a bezpecnost peroralné
podavaného nintedanibu nad ramec
standardniho zplisobu 1é¢by, nasledované 1€cbou
nintedanibem rtizné délky u déti a dospivajicich
(ve v€ku 6 az 17 let) s klinicky vyznamnym
fibrotizujicim intersticialnim plicnim
onemocnénim*

V platném znéni (déle jen ,,Protokol*)

oboji spole¢né¢ déale oznaCovano jen jako
,»Klinické hodnoceni“
hodnoceni bude

Klinické provadéno

v objektu/objektech Poskytovatele zdravotnich
sluzeb na adrese sidla Poskytovatele,
Pediatrické Klinice.

na

je hlavnim ZkouSejicim
Poskytovatele zdravotnich sluzeb, ktery je
odpovédny za provadeéni Klinického hodnoceni
tak, jak je zamysleno Smlouvou a touto SKKH.
i ﬂ a Zadavatel wuzaviou

samostatnou smlouvu, kterd stanovi jejich

Vzé'lemné iréwa a povinnosti, véetné odmény
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It 1s expected that

Subjects will participate in
this Trial at the Provider of healthcare.

Ocekava se, ze u Poskytovatele zdravotnich

sluzeb se Klinického hodnoceni zucéastni I
Subjekti hodnoceni.

2. Governing Terms

By executing this ICTA, the Parties agree that
this ICTA and the Parties’ performance
hereunder shall be governed by the terms and
conditions of the Agreement, which are
incorporated by this reference as if fully set
forth herein. The Parties agree that for purposes
of this ICTA, the terms used but not otherwise
defined herein shall have the meanings ascribed
to such terms under the Agreement.

2. Rozhodné podminky

Podpisem této SKKH souhlasi Smluvni strany
s tim, ze tato SKKH a jeji plnéni ze strany
Smluvnich stran se fidi podminkami Smlouvy,
které jsou timto odkazem zaclenény tak, jako by
byly vtéto SKKH plné obsazeny. Smluvni
strany souhlasi s tim, ze pro ucely této SKKH
maji terminy zde pouzivané, u nichz neni
uvedena jina definice, vyznam jim piifazeny ve
Smlouvé.

3. Compensation

Financial reimbursement of the Provider of
healthcare for the work performed during the
Trial shall be made in accordance with the

Payment Schedule which shall be attached as
Appendix 1.
The estimated total amount of the

remuneration is 161 048,00 CZK.

3. Nahrada

Finan¢ni nahrada Poskytovatele zdravotnich
sluzeb za praci odvadénou v pribéhu Klinického
hodnoceni se provadi v souladu s Platebni
piilohou, ktera tvoii Piilohu 1 tohoto
dokumentu.

Predpokladana celkova vySe odmény ¢ini
161 048,00 K¢.

4. Additional Terms and Conditions
Referring to clause 16.4 of the Agreement,
Sponsor may terminate the ICTA or terminate
or suspend enrollment or randomization of Trial
Participants immediately upon written notice to
Provider of healthcare and/or Investigator if (7)
the Provider of healthcare or Investigator fails
to meet enrollment goals of the Trial as
specified in the Protocol within the timeframe,
if any, specified by Sponsor or fails to enroll
any patient within first three (3) three months
after Trial initiation, (7i) Sponsor becomes
aware of any efficacy or safety information that
could significantly affect or alter continuation
of the Trial, (7ii) Sponsor terminates its conduct
of the entire Trial in Sponsor’s sole discretion;
or (iv) there i1s a violation or a suspected
violation by Provider of healthcare or
Investigator of any Applicable Law, the
Protocol or this ICTA, as determined within
Sponsor’s reasonable discretion. The date of
termination will be the date specified in such
notice.

4. Dodatecné podminky

S odkazem na wustanoveni <¢lanku 16.4
Smlouvy mutze Zadavatel vypovédét SKKH
nebo ukonc¢it nebo pozastavit nabor nebo

randomizaci Subjektd hodnoceni, a to
bezprostiedné po  pisemném  oznameni
Poskytovateli  zdravotnich sluzeb a/nebo
Zkousejicimu, jestize (i)  Poskytovatel

zdravotnich sluzeb nebo Zkousejici neplni
naborové cile Klinického hodnoceni tak, jak jsou
specifikovany v Protokolu, ve stanoveném
casovém ramci, ktery piipadné specifikuje
Zadavatel, nebo pokud neziskaji zadného
pacienta v pribéhu prvnich tfi (3) mésici po
zahajeni Klinického hodnoceni, (ii) Zadavatel
ziska informaci o jakékoli zalezitosti tykajici se
ucinnosti nebo bezpecnosti, kterd by mohla
vyznamné zménit nebo ovlivnit pokracovani
Klinického hodnoceni, (7ii) Zadavatel ukonéi
provadéni celého Klinického hodnoceni na
zakladé svého vlastniho rozhodnuti; nebo (iv)
dojde k poruseni nebo vznikne podezieni na
poruseni jakéhokoli z Prislusnych pravnich
piedpisii, Protokolu nebo této SKKH ze strany
Poskytovatele  zdravotnich  sluzeb  nebo
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Zkousejiciho, jak podle svého uvazeni rozhodne
Zadavatel. Datum ukonceni bude uvedeno
V pfislusné vypovédi.

In addition to their obligations of the
Agreement and in consideration of the
Regulation (EU) 2016/679 on the protection of
natural persons with regard to the processing of
personal data (the “General Data Protection
Regulation — GDPR?”), the Parties agree that the
following sections of the Agreement shall be
amended as follows:

Kromé svych zavazkl vyplyvajicich ze Smlouvy
a s ohledem na nafizeni (EU) 2016/679 o
ochran¢ fyzickych osob v souvislosti se
zpracovanim osobnich udajt (,,obecné natizeni
o ochran¢ udaji - GDPR") se Strany dohodly, ze
nasledujici ¢lanky Smlouvy se méni takto:

Section 3.5 (Informed Consent) will be replaced
by the following wording, while Section 10
(Data Protection & Privacy) will be deleted:

Clanek 3.5 (Informovany souhlas) bude
nahrazen nasledujicim znénim, zatimco clanek
10 (Ochrana udajuit a soukromi) bude odstranén.

3.5 Informed Consent, Data Protection /
Privacy.

3.5.1 Trial Participant Consent. Provider of
healthcare and Investigator shall ensure
to have
(i) obtained from each Trial Participant

prior to enrolling such subject in the
Trial avalid, dated, signed informed
consent (the “IC”) covering (a)
Trial Participant’s participation in
the Trial, and (b) collection, storage
and processing of Trial Participant’s
personal data in relation with the
Trial (and a separate consent for
future research/biobanking, where
applicable), in accordance with the
IC form provided by Sponsor and
approved by the competent
IRB/EC, and

(if) the respective data collection form
on file before the Trial Participant

begins to participate in the Trial.

3.5.2 Data Protection Laws. During the term
of this Agreement, Sponsor and Provider
of healthcare/Investigator may collect,
share, process or use certain personal
data (as the term is defined in the Data

Protection Laws). “Data Protection
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3.5 Informovany souhlas, ochrana

udaji/soukromi.

hodnoceni.
sluzeb a

3.5.1 Souhlas Subjektu
Poskytovatel  zdravotnich
Zkousejici zajisti, aby

(i) obdrzeli od kazdeho Subjektu
hodnoceni ptfed jeho zatazenim do
Klinického  hodnoceni  platny,
datovany a podepsany informovany
souhlas (dale jen ,,IS*) (a) s Gicasti
Subjektu hodnoceni v Klinickém
hodnoceni a (b) se
shromazd’ovanim, skladovanim a
zpracovavanim  osobnich  udaju
Subjektu hodnoceni v souvislosti s
Klinickym hodnocenim (a pfipadné
zvlastni  souhlas s budoucim
vyzkumem/vyuZzivanim biobanky),
v souladu s formularem IS
poskytnutym Zadavatelem a
schvalenym pftislusnou IRB/EC, a
m¢éli ve spisu pfislusny formulaf pro
sbér udaji jest¢ predtim, nez se
Subjekt hodnoceni za¢ne Uucastnit
Klinického hodnoceni.

(ii)

3.5.2 Pravni predpisy na ochranu osobnich
udaji. Po dobu platnosti této Smlouvy
jsou  Zadavatel a  Poskytovatel
zdravotnich sluZzeb/Zkousejici opravnéni
shromazd’ovat, sdilet, zpracovavat nebo

uzivat urcité osobni tdaje (jak je tento
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3.5.3
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Laws” means (i) any law, statute,
declaration, decree, directive, legislative
enactment, order, ordinance, regulation,
rule or other binding restriction (as
amended, consolidated or re-enacted
from time to time) which relates to the
protection of individuals with regards to
the processing of personal data to which
a Party is subject, in particular,
Regulation (EU) 2016/679 on the
protection of natural persons with regard
to the processing of personal data (the
“General Data Protection Regulation —
GDPR™); and (ii) any code of practice or
guidance published by a relevant
regulatory body from time to time.
Provider of healthcare and Investigator
will only process personal data as
permitted under applicable Data
Protection Laws.

Notification and Cooperation Provider
of healthcare shall notify Sponsor
immediately in writing (but in no event
later than three (3) days from the date)
of any (i) loss or misuse (by any means)
of personal data of Trial Participants or
of the Sponsor's personnel; (ii)
inadvertent,  unauthorized,  and/or
unlawful processing, collection, storage,
disclosure, access, alteration,
corruption, transfer, or sale or rental,
destruction, or use of personal data of
Trial Participants or of the Sponsor's
Personnel; or (iii) any other act or
omission that compromises the security,
confidentiality, or integrity of personal
data of Trial Participants or of the
Sponsor's  Personnel to enable the
Sponsor to consider what action is
required in order to resolve the issue in
accordance with applicable Data
Protection Laws. If requested by
Sponsor in order to enable Sponsor to
comply with applicable Data Protection
Laws, Provider of healthcare will, and
will cause its Trial Staff to assist and

3.5.3

pojem definovan v Pravnich piedpisech
na ochranu osobnich udaju). ,,Pravnimi
piedpisy na ochranu osobnich udaji* se
rozumi (i) jakykoli ptedpis, zakon,
prohlaseni, vyhléaska, smeérnice,
legislativni akt, ptikaz, pravidlo, nafizeni
nebo jiné zdvazné omezeni (ve znéni
ptipadnych  pozd¢jsich  novelizaci,
konsolidaci nebo opétovné pfijaté
legislativy), které se tykaji ochrany
fyzickych osob ve vztahu ke zpracovani
osobnich udajii a kterymi je Smluvni
strana povinna se fidit, zejména natizeni
(EU) 2016/679 o ochrané fyzickych osob
v souvislosti se zpracovanim osobnich
udajii (déle jen ,,VSeobecné nafizeni o
ochrané osobnich tdajia — GDPR*); a (ii)
jakykoli kodex zésad nebo piirucka
zvetejnéné  prilezitostné  pfislusnym
regulatornim orgdnem. Poskytovatel
zdravotnich sluzeb a ZkouSejici budou
osobni Gdaje zpracovévat pouze tak, jak
jim to bude dovoleno pfislusnymi
Pravnimi pfedpisy na ochranu osobnich
udaju.

Oznameni a spoluprace Poskytovatel
zdravotnich ~ sluzeb bezodkladné¢ a
pisemné (v zddném ptipad¢ vSak pozdéji
nez ve lhat¢ tfi (3) dnd) oznami
Zadavateli (i) ztratu nebo zneuziti
(jakymkoli zpisobem) osobnich udaja
Subjekti hodnoceni nebo pracovnikl
Zadavatele; (ii) nahodné, neopravnéné

a/nebo protipravni zpracovani,
shromazd’ovani, uchovavani,
zpfistupnéni,  pfistup,  pozmeénéni,
poskozeni, pfenos nebo prodej Ci

pronéjem, zniceni ¢i uziti osobnich tidaja
Subjektti hodnoceni nebo Pracovniki
Zadavatele; nebo (iii) jakékoli jiné
jednani nebo opominuti, které ohrozi
bezpecnost, diveérnost nebo celistvost
osobnich udaji Subjektt hodnoceni nebo
Pracovnikli  Zadavatele, aby mohl
Zadavatel posoudit, jakd opatieni jsou
potfeba k vyfeSeni tohoto problému
vsouladu  spfisluSnymi  Pravnimi
pfedpisy na ochranu osobnich udaju.
Pokud o to Zadavatel pozada, aby mohl
dodrzet povinnosti stanovené
prislusnymi  Pravnimi  pfedpisy na
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cooperate with Sponsor to address any
data protection/privacy issue relating to
the Trial.

3.5.4 Contact Point. Under the IC Provider of
healthcare will be appointed as the point
of contact for any data protection related
requests concerning  Provider of
healthcare or Sponsor in connection
with the Trial and any use of personal
data according to the IC. Provider of
healthcare shall be responsible to handle
such requests (including sharing such
requests with Sponsor, where required)
and communicate with Trial
Participants; Sponsor will provide
reasonable assistance where required to
ensure  compliance  with  Trial
Participants' rights under applicable
Data Protection Laws.

ochranu osobnich 1udajii, poskytne
Poskytovatel zdravotnich sluzeb
Zadavateli pomoc a spolupraci za ucelem
vyfeseni jakéhokoli problému Vv oblasti
ochrany osobnich tdajii/soukromi, ktery
se bude tykat Klinického hodnoceni, a
zajisti, aby totéz ucinil i jeho Personal
Klinického hodnoceni.

3.5.4 Kontaktni misto. Dle IS bude
Poskytovatel zdravotnich sluZzeb urc¢en
jako kontaktni misto pro jakékoli zZadosti
souvisejici s ochranou osobnich udaji a
tykajici se Poskytovatele zdravotnich
sluzeb nebo Zadavatele v souvislosti
s Klinickym hodnocenim a jakymkoli
uzivanim osobnich daju  dle 1IS.
Poskytovatel zdravotnich sluzeb bude
povinen tyto zadosti vyfizovat (véetné
sdileni téchto Zadosti se Zadavatelem,
bude-li to potfeba) a komunikovat se
Subjekty hodnoceni; Zadavatel poskytne
pfiméfenou soucinnost, bude-li to
potiebné k zajisténi souladu s pravy
Subjekti hodnoceni dle pfislusnych
Pravnich ptredpisii na ochranu osobnich
udaju.

Section 5.1 (Trial Documents) shall be amended
and read as follows:

Clinek 5.1 (Dokumenty KH) se méni v
nasledujicim zneni.

5.1  Collection, Storage, Retention and
Destruction. Provider of healthcare will
ensure that Investigator will accurately
maintain, organize, keep current,
complete and preserve all essential
documents, including, but not limited to,
written or electronic records, copies of
paper original and electronic CRFs,
accounts, notes, reports, materials and
data collected or performed as part of the
Trial under this Agreement, including
clinical data and patient medical care
records and progress reports for each
Trial Participant (including, without
limitation, treatment entries, X-rays,
biopsy reports, ultrasound photographs
and other diagnostic images), and any
other records, data or reports related to
or generated as part of the Trial (e.g.,
Protocol, informed consent form, source
data, documents facilitating
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5.1  Sbér, skladovani, uchovavani a
znic¢eni. Poskytovatel zdravotnich sluzeb
zajisti, ze ZkouSejici bude pfesné
udrzovat, usporadavat, aktualizovat,
dopracovavat a uchovavat vSechny
podstatné dokumenty, zejména pisemne
nebo elektronické z&znamy, kopie
papirovych originald a elektronické
CRF, ucty, poznamky, zpravy, materidly
a udaje shromazdéné nebo zpracované
jako soucast Klinického hodnoceni dle
této Smlouvy, vcetné klinickych udaja a
zdznami o zdravotni péci o pacienty
souvisejicich s kazdym Subjektem
hodnoceni (zejména zaznamy o 1é¢be,
rentgeny, zpravy o biopsii, ultrazvukove
snimKy a jina diagnosticka zobrazeni), a
veSkere ostatni zaznamy, Udaje nebo
zpravy souvisejici nebo vyprodukované
v ramci Klinického hodnoceni (napf.
Protokol, formulai informovaného
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identification of Trial Participants)
required by Applicable Law, in full
compliance with the Protocol. Provider
of healthcare shall (i) maintain and store
such documents in a secure manner
appropriate to the applicable data type
and in accordance with Applicable Law,
and (ii) protect the documents from
unauthorized use, access, duplication,
disclosure, loss and damage. Without
limiting the foregoing, Provider of
healthcare will archive the clinical trial
master file containing all essential
documents which allow the verification
of the conduct of the Trial and the
quality of the data generated in their
original format for twenty-five (25)
years following the later of the date of (i)
termination of this Agreement, or (ii)
completion of the Trial (based on the
Trial close-out visit date at the site) by
Provider of healthcare. After the
expiration of the retention period
required above, Provider of healthcare
shall provide written notice to the
Sponsor or its designated party and
destroy all essential documents.

souhlasu, zdrojova data, dokumenty
umoziujici identifikaci Subjektt
hodnoceni) pozadované PfisluSnymi
pravnimi ptedpisy v plném souladu
s Protokolem. Poskytovatel zdravotnich
sluzeb je povinen (i) uchovavat a
skladovat takové dokumenty bezpecnym
zpusobem odpovidajicim piislusSnému
typu udaju v souladu s Pislusnymi
pravnimi ptedpisy a (ii) chrénit tyto
dokumenty pied neopravnénym
uzivanim, pfistupem, zpfistupnénim,
ztratou a poSkozenim. Bez omezeni vyse
uvedenych ustanoveni bude
Poskytovatel zdravotnich sluzeb
archivovat zakladni potada¢ klinického
hodnoceni, ktery obsahuje vSechny
podstatné dokumenty, jezZ umozni ovéfit
provadéni Klinického hodnoceni a
kvalitu udaji vyprodukovanych
V pitvodnim formatu po dobu dvaceti péti
(25) let po (i) datu ukonCeni této
Smlouvy nebo (ii) datu dokonceni
Klinického hodnoceni podle toho, které
z téchto dat nastane pozd¢ji (na zakladé
data zévéreCné navstévy Klinického
hodnoceni na pracovisti, kde se
Klinického hodnoceni provadélo). Po
uplynuti  shora poZadované doby
uchovavani  poskytne  Poskytovatel
zdravotnich sluzeb pisemnou informaci
Zadavateli nebo jim uréené osob¢ a znici
vSechny podstatne dokumenty.

Section 18.10 (Survival)shall be amended and
read as follows:

Clanek 18.10 (Platnost ustanoveni po ukonceni
Smlouvy) se meni v nasledujicim znéni:

18.10 Survival. The terms and conditions of
the Sections titled Compliance; Safety
Reporting; Final  Accounting and
Payment; Reporting of Payments; Trial
Documents; Effects of Termination;
Data Protection / Privacy;
Confidentiality; Sponsor Intellectual
Property; Publication, Publicity and
Transparency; Monitoring, Audits, and
Inspections; Insurance; and Financial
Disclosure will survive termination or
completion of this Agreement.
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18.10 Platnost ustanoveni po ukonceni
Smlouvy. Ustanoveni a podminky
¢lankd s nazvem Dodrzovani ptedpist,
Bezpecnostni hlasent, Konecné
vyuCtovani a platba, HlaSeni plateb,
Dokumenty  Klinického  hodnoceni,
Utinky ukonéeni, Ochrana udajo /

soukromi; MIcenlivost, Dusevni
vlastnictvi Zadavatele, Publikovani,
publikace a transparentnost,

Monitorovani, Audity a prohlidky,
Pojisténi a Zptistupnéni financnich udaji
zustavaji v platnosti po ukonceni nebo
dokonceni této Smlouvy.
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IN WITNESS WHEREOF, the Parties have
executed this Agreement in 2 originals by their
duly authorized representatives.

Attachment:
1 - Payment schedule
2 - Trial Protocol (incorporated via link)

NA DUKAZ CEHOZ nechaly Smluvni strany
tuto Smlouvu podepsat svymi  fadné
zmocnénymi zastupci ve dvou 2 originalnich
vyhotovenich.

Priloha:

1 - Platebni rozvrh

2 - Protokol Klinického hodnoceni (v¢lenén
odkazem)

Boehringer Ingelheim RCV GmbH & Co KG

Vienna/ ve Vidni, 22 November 2019

PROVIDER OF HEALTHCARE /
POSKYTOVATEL ZDRAVOTNICH
SLUZEB

Authorized signature / Podpis opravnéné osoby

Name:

Title / Funkce: Authorized to act on behalf of University Hospital Motol

| povéfeny jednanim za Fakultni nemocnici v Motole

Individual Clinical Trial Agreement BI Trial 1199-0337 / Czech Republic / Site CZE1 / Institutigp) 242 Page 8 of 29
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Herewith the undersigned
, responsible as
Investigator in the above mentioned Trial,
confirms that he has read and understood the
Agreement as well as all relevant clinical trial
documentation and he ensures to follow all
related obligations. He also undertakes not to
disclose any information regarding the clinical
Trial without prior written consent from
Sponsor, to maintain secrecy on provided
information, treat those as confidential and
omit to use such information and results for any
other purpose then this Trial. As an
Investigator the undersigned further agrees that
the Sponsor (and/or CRO) will collect, use,
process and publish my personal details
including my name, qualification, clinical trials
experience, my financial information related to
the remuneration for this Trial and other
personal details for administrative matters
related to this clinical Trial, such as ethics
committee submission, national regulatory
authority and he promises to obtain the same
consent from sub-investigators and other
members of the study team.

NiZe podepsany jako
zkousejici potvrzuji, Ze jsem se fadn¢ seznamil
se smlouvou a pfislusSnou dokumentaci ke
klinickému hodnoceni 1é¢iva a zavazuji se
zajistit  dodrZzovani  povinnosti  z  nich
vyplyvajicich. Dale se zavazuji nezvetejiiovat
informace tykajici se pfedmétného klinického
hodnoceni bez ptedchoziho pisemného
souhlasu Zadavatele, zachovavat ml¢enlivost o
vSech poskytnutych informacich, povaZzovat
tyto za divérné a zdrzet se jakéhokoliv jiného
uziti téchto informaci a vysledkl nez pro ucely
tohoto Kklinického hodnoceni. Jako zkouSejici
souhlasim s tim, Ze Zadavatel (a popi. i CRO)
bude/budou shromazd’ovat, pouzivat,
zpracovavat a zvetejiiovat mé osobni udaje,
véetn¢ jména, kvalifikace a zkuSenosti
Vv klinickém hodnoceni, mé finan¢ni udaje
vztahujici se mimo jiné k obdrzené odméné a
finanni ndhradé¢ a dalSi osobni udaje
K administrativnim  ac¢elim v souvislosti

s klinickym hodnocenim, popf. k poskytnuti
etickym komisim a statnim regula¢nim ufadiim
a zavazuji se zajistit tento souhlas i od
spoluzkousSejicich a ostatnich ¢lent studijniho
tymu.

Individual Clinical Trial Agreement BI Trial 1199-0337 / Czech Republic / Site CZE1 / Institutig) 2
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Appendix 1 Priloha 1
Payment Schedule Platebni rozvrh

Boehringer Ingelheim, Protocol: 1199-0337 Boehringer Ingelheim, Protokol: 1199-0337
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Appendix 2

Remote Data Capture (RDC) - Terms and

1.1.

1.2.

Conditions

1. PROVISION OF COMPUTER FOR
DATA ENTRY

As Remote Data Capture (“RDC”) will be
used for the Trial, Investigator has the
option of using his/her own or the Provider
of healthcare’s computer for Trial data
entry or to be provided with a notebook
computer from the Sponsor to enter Trial
data. If the Investigator chooses to use
his/her own or the Provider of healthcare’s
computer system, the Sponsor will
commission a third party contractor (the
“Vendor”) to determine whether the
Investigator’s or Provider of healthcare’s
computer system is suitable for RDC. The
Vendor shall be responsible for the
delivery and maintenance of any notebook
computer provided to the Investigator by
the Sponsor for the Trial.

In case the Sponsor supplies a notebook
computer (the “Computer”) for use in the
Trial, the following shall apply:
1.2.1. The Vendor will work with
Provider of healthcare and/or
Investigator to determine a suitable
location for the Computer and
determine the appropriate mode of
data connection.
Provider of healthcare shall ensure
that the Computer is kept in a secure
place. When the Computer is not in

1.2.2.

use, it must be stored so as to
prevent theft and/or damage.
Provider of healthcare  will

reimburse Sponsor for any damage
to or loss or theft of the Computer.
Any Computer supplied by the
Sponsor shall at all times remain the
property of the Sponsor and will be
returned at the conclusion of the
Trial.

1.2.3.

[The remainder of this page is intentionally
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Priloha 2
Dalkové zaznamenavani udaja (RDC) —
Podminky
1. POSKYTNUTIi POCITACE PRO
ZAZNAMENAVANI UDAJU
Jelikoz bude v Klinickém hodnoceni

1.1.

1.2.

pouzito Dalkové zaznamenavani udaja
(,RDC*), ma Zkousejici moznost pouZivat
vlastni pocita¢ nebo pocita¢ Poskytovatele
zdravotnich sluzeb pro zaznamenavani
udaju z Klinického hodnoceni nebo mu
Zadavatel mize poskytnout notebook
k zaznamenavani udaji  z Klinického
hodnoceni. Pokud se Zkousejici rozhodne
pouzivat svij vlastni pocitaCovy systém
nebo pocitacovy systém Poskytovatele
zdravotnich sluzeb, povéti Zadavatel
nezavislého  dodavatele  (dale  jen
»~Prodejce), aby ur€il, zda je pocitacovy
systém Zkousejiciho nebo Poskytovatele
zdravotnich sluzeb vhodny pro RDC.
Prodejce bude odpovédny za dodani a
Gdrzbu  jakéhokoli  notebooku, ktery
Zadavatel poskytne ZkouSejicimu pro
Klinické hodnoceni.

JestliZze Zadavatel doda notebook (déle jen
LPoéitac”)  kuzZivani v Klinickém
hodnoceni, plati tato ustanovena:
1.2.1. Prodejce ve spolupraci S
Poskytovatelem zdravotnich sluzeb
a/nebo Zkousejicim stanovi vhodné
misto pro Pocita¢ a ur¢i vhodny
zpusob datového pripojeni.
Poskytovatel  zdravotnich  sluZeb
zajisti, aby byl Pocita¢ uchovavan na
bezpecném misté. Neni-li Pocitac
pouZivan, musi byt uloZen tak, aby se
zabranilo jeho kradeZi a/nebo
poskozeni. Poskytovatel zdravotnich
sluzeb a/nebo ZkouSejici nahradi
Zadavateli veSkerou Skodu, ztratu
nebo kradez Pocitace.
Jakykoli Po¢ita¢ dodany Zadavatelem
zustane vzdy majetkem Zadavatele a
bude vracen pii uzavieni Klinického
hodnoceni.

1.2.2.

1.2.3.

[Zbytek této stranky je wimysiné ponechdn

prazdny.]
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Appendix 3
Equipment

Equipment Loan Agreement
Concluded as per Section 2193 et seq. of Act
No. 89/2012 Coll., the Civil Code as amended
(hereinafter referred to as the “Civil Code™)
between:

Boehringer Ingelheim RCV GmbH & Co KG
Registered office Dr. Boehringer-Gasse 5-11,
1121 Vienna, Austria

Represented  by:

Company registration number: 312077m
VAT No.: ATU 64226215

Bank details: UniCredit Bank Austria AG
SWIFT: BKAUATWW
IBAN: AT791200023010146400

Registered: with the Commercial Register
administered by the Commercial Court in Vienna
FN 312077 m

(The “Lender™)

And

Motol University Hospital

Government contributory organisation
Registered office: V Uvalu 84, 150 06 Praha 5 -
Motol

Represented by:

based on authorization

Company registration number: 00064203,

VAT No.: CZ00064203

Bank details: Ceska narodni banka,
Branch Praha 1

Account number: 17937051/0710
(The “Borrower™)

(Both the Lender and the Borrower are
hereinafter referred to as the “Contracting
Parties™)

Individual Clinical Trial Agreement BI Trial 1199-0337 / Czech Republic / Site CZE1 / Institutign) 2o

Piiloha 3
Zarizeni

Smlouva o vypujcce
uzaviena podle § 2193 a nasl. zak. ¢. 89/2012
Sb.. ob¢anského zédkoniku, ve znéni pozdejsich
predpist (déle jen ,,obcansky zakonik™) mezi:

Boehringer Ingelheim RCV GmbH & Co KG
se sidlem Dr. Boehringer-Gasse 5-11, 1121
Viden, Rakousko
zastoupena:

IC: 312077m
DIC: ATU 64226215

bankovni spojeni: UniCredit Bank Austria AG
SWIFT: BKAUATWW
IBAN: AT791200023010146400

Zapsana: v obchodnim rejstitku vedeném u
Obchodniho soudu ve Vidni, vlozka FN 312077
m

(dale jen ,,Pujcitel”)
a

Fakultni nemocnice v Motole
statni piispévkova organizace
se sidlem: V Uvalu 84, 150 06 Praha 5 — Motol

zastoupena:

na zaklad¢ povereni
ICO: 00064203,
DIC: CZ00064203

bankovni spojeni: Ceska narodni banka,
pobocka Praha 1

¢islo uctu: 17937051/0710

(déle jen ,.Vypujcitel™)

(pujcitel a vypujcitel spolecne dale jen ,,smluvni
strany*)
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Both Contracting Parties hereby declare

that they have legal personality and that upon
mutual consideration and agreement they have
entered into this Equipment Loan Agreement
(hereinafter referred to as the “Agreement™) on
the day, month and year stated below:

1.1.

1.2.

1.3.

L
Subject Matter

The Contracting Parties have agreed that the
Lender hereby hands:
- Spirometer provided centrally by ERT
- if required a Stadiometer, thermometer

and additional small equipment (to be

specified upon demand)
incl. manufacturing number (hereinafter
referred to as the “Equipment”) to the
Borrower and undertakes to allow the
Borrower to use the Equipment temporarily
free of charge for the needs of the Borrower
in order to conduct the following Clinical
Trial “A double blind, randomised. placebo-
controlled trial on top of standard of care to
evaluate the dose-exposure and safety of
nintedanib per os for 24 weeks, followed by
open label treatment with nintedanib of
variable  duration, in children and
adolescents (6 to 17 year-old) with clinically
significant  fibrosing Interstitial Lung
Disease” as amended., Protocol No 1199-
0337 (hereinafter referred to as the “Trial”™).

If any further equipment will be loaned to the
Borrower during the trial, this will be added
to the Equipment Loan Log (as defined
below) and will not require an amendment to
this Equipment Loan Agreement.

The Borrower shall use the Equipment in
Department of pediatrics University hospital
Motol, V Uvalu 84, 150 06, Prague 5, Czech
Republic, and the Equipment shall serve
solely for the completion of the above
mentioned Study.

All Equipment as defined herein has to be
documented in the “Equipment Loan Log”,
which is part of the Investigator Site File
(ISF).

obé smluvni strany prohlasuji, ze maji pravni
osobnost a po vzdjemném projednani a shode
uzaviely nize uvedeného dne, meésice a roku
Smlouvu o vypijcce v tomto znéni (dale jen
.smlouva®):

1.1.

1.2.

1.3.

L
Piredmét smlouvy

Smluvnimi stranami bylo ujednano, ze
pujcitel  touto  smlouvou  pienechava
vypujciteli:
- Spirometr poskytnuty spolecnosti ERT
- Pokud bude =zapotiebi stadiometr,

teplomér a dalsi malé vybaveni (bude

upiesnéno na vyzadani)
véetné vyrobniho ¢isla (déle jen ,,véc™) a
zavazuje se vypujciteli umoznit bezplatné
docasné€ uzivani véci, a to pro potieby

vypujcitele za  tucelem provedeni
nasledujiciho klinického hodnoceni

-Randomizované, po dobu 24 tydnu dvojité
zaslepené, placebem kontrolované klinické
hodnoceni hodnotici ucinek davkovani a
bezpecnost peroralné podéavaného
nintedanibu nad ramec standardniho zpisobu
lécby, nasledované Iécbou nintedanibem
ruzné délky u déti a dospivajicich (ve veku 6
az 17 let) s Kklinicky vyznamnym
fibrotizujicim  intersticialnim  plicnim
onemocneénim™ v platném znéni Uved'te
nazev Studie” ¢. protokolu 1199-0337
uved'te ¢islo™ (dale jen “Studie™).

Pokud bude béhem klinického hodnoceni

zapuj¢eno  vypujciteli  jakékoli  dalsi
vybaveni, bude to zaznamenano do
"Equipment Loaned Log/Evidence

zapujcen¢ho zafizeni" (jak je definovano
nize) a nebude vyzadovat zménu této
smlouvy o zapujcce zarizeni.

Véc bude vyptjcitelem uzivina na
Pediatrické klinice, Fakultni nemocnice
Motol, V Uvalu 84, 150 06 Praha 5, Ceska
republika a bude slouzit k ucelu stanoveném
v ramci shora uvedené studie.

Zatizeni musi byt zaznamenano v
"Equipment Loaned Log/Evidence
zaptj¢eného zafizeni". ktery je soucasti
Poradace Zkousejiciho (ISF).
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2.1.

2.2.

2.3.

2.4.

2.5.

2.6.

2.7.

2.8.

Individual Clinical Trial Agreement Bl Trial 1199-0337 / Czech Republic / Site CZE1 / Institutign)

1.
Rights and Obligations

The Lender declares that the borrowed
Equipment is fit to be used appropriately
and that its technical condition complies
with the relevant standards and regulations.
The Borrower accepts the borrowed
Equipment.

Lender agrees, at it own expense, to take
insurance for the Equipment for the
borrowing period.

The Equipment loan is free of charge, and
the Borrower does not have the right to
transfer the borrowed Equipment to any
third party.

The Borrower undertakes to leave all labels,
tags, serial numbers and similar markings on
the borrowed Equipment.

The Borrower is obliged to provide for a
suitable location and facilities to store the
Equipment in order to protect it from loss or
theft, destruction, damage or impairment.

The Equipment handover means its
shipment, placement on the Borrower's
premises at the site referred to in Article |
(1.2) hereto as per the Lender's instructions,
putting into operation, advising the
Borrower on how to use the Equipment,
instructing the Borrower in its operation and
requirements for its regular maintenance,
and handing over the Czech version of the
respective documents and instructions for
proper and safe use.

If the Lender conceals any defect of the
borrowed Equipment or fails to hand over
the necessary documents (listed in the
inventory checklist provided with the
Equipment) for the borrowed Equipment,
which is to be completed after equipment
receipt or inform the Borrower of the
operating instructions for the borrowed
Equipment and if the Borrower shall suffer
any damage as a result, the Lender must
fully reimburse the Borrower. If such a
defect hinders the use of the Equipment
substantially or renders its use impossible
the Borrower may terminate this Agreement
immediately by sending the termination
notice to Borrower.

The Borrower undertakes to inform the
Lender of any damage to the Equipment
without any undue delay upon learning
about such a damage.

2.2

2.3.

2.5.

2.6.

2.7.

2.8.

. Vypujcitel se

1.
Prava a povinnosti smluvnich stran

. Pujcitel prohlasuje, Ze vyptjcena véc je

zpusobila k fadnému uZivani a jeji technicky
stav odpovida pfisluSnym normam a
predpisim. Vypujcitel vyptjcenou véc
prijima.

Pujcitel se zavazuje zajistit na vlastni
naklady pojisténi véci.

Vypujcka je bezliplatna a vypujcitel neni
opravnén pienechat vypajcenou véc treti
0sobé.

zavazuje ponechat na
vypuj¢ené véci vSechny popisky, Stitky,
sériova Cisla a podobna oznaceni.
Vypujcitel je povinen zajistit vhodné misto a
vybaveni pro ulozeni zafizeni, tak aby bylo
chranéno pfed ztratou nebo odcizenim,
zniCenim, poskozenim nebo snizenim
hodnoty.

Predanim véci se rozumi jeji doprava,
umisténi v prostorach  vypujCitele na
pracoviSti uvedeném Vv ¢LL  odst. 1.2
smlouvy dle pokynid pijcitele, uvedeni do
provozu, pouceni vypujcitele, jak véc uzivat,
seznameni  vypujcitele s obsluhou a
pozadavky na jeji pravidelnou béznou
udrzbu, ptfedani prislusné dokumentace a
navodu k pouZiti v ¢eské verzi a informaci,
které se vztahuji kjejimu bezpe¢nému
pouZivani.

Zataji-li pgjcitel vypuajéiteli vadu vypujcené
véci, nepreda-li vypujciteli potiebné doklady
k vypujéené véci (uvedené v seznamu
poskytnutém s vypujcenou véci) (ktery musi
byt vyplnén po pievzeti vypljcené véci),
nebo  neseznami-li  vypujcitele  dle
pfedchoziho  ustanoveni s provoznimi
pokyny Kkuzivani vyptjéené véci a
v dasledku tohoto vznikne vypujciteli Skoda,
je pujcitel povinen tuto nahradit vypujciteli
vplné vysi. Ztézuje-li vada zasadnim
zpusobem uzivani véci nebo znemoznuje-li
zcela uzivani, muze vypujcitel vypovedét
tuto smlouvu pujciteli bez vypoveédni doby.

Vypujcitel se zavazuje informovat pujcitele
o jakémkoli poskozeni véci bez zbyte¢ného
odkladu po okamZiku, kdy se o poSkozeni
dozvédel.
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2.9. The Lender shall provide all repairs and 2.9. Pujcitel svym nakladem zajisti veskeré

maintenance of the borrowed Equipment at
their own cost.

2.10.1f the Borrower breaks the terms of this

3.1.

3.2

3.3.

4.1.

4.2.

4.3.

4.4,

4.5.

4.6.

Individual Clinical Trial Agreement Bl Trial 1199-0337 / Czech Republic / Site CZE1 / Institutign)

Agreement, especially transferring the
Equipment to any third party, the Lender is
entitled to terminate this Agreement
immediately by sending the termination
notice to Borrower.

.

Period of Use
This Agreement is made for a fixed period,
i.e. for the period of performing the subject
matter for which the Equipment shall be
used.
The Lender may request the Equipment
return before the end of the determined
period of use as per Article 3.1. above if the
Borrower uses the Equipment in
contradiction with the purposes specified
herein.
The Borrower has a right to return the
Equipment sooner than specified in Article
3.1. above without the Lender's approval.
The notice shall take effect by its delivery
to the other Contracting Party.

V.

Final Provisions
This Agreement may be amended or
supplemented only by an explicit written
agreement  signed by  authorised
representatives of both Contracting Parties
and such an amendment must take the form
of a numbered Annex.
Obligations under this Agreement shall be
governed by the Law of the Czech
Republic.
Contractual relations not regulated by this
Agreement and the legal relations arising
hereunder shall be governed by the
relevant provisions of the Civil Code.
Any disputes between the Contracting
Parties shall be resolved amicably and if no
agreement is reached the disputes shall be
resolved by the competent courts of the
Czech Republic.
This Agreement is made both in the Czech
and English languages. In case of any
conflicts or discrepancies between the
Czech and English versions of this
Agreement, the Czech version shall
prevail.
The Contracting Parties hereby declare that
they have read this Agreement before

opravy a udrzbu vypijcené véci.

2.10.Pokud vypijcitel porusi podminky ujednané

3.1

3.2.

3.3.

4.1.

4.2.

4.3.

4.4,

45

4.6.

touto smlouvou, zejméne tim, Ze véc
prenecha tieti osobé, je ptjcitel opravnén
tuto smlouvu vypovédét bez vypovédni
doby.

1.
Doba uZivani
Tato smlouva se uzavira na dobu urcitou, a
to po dobu provedeni ucelu smlouvy,
K némuz se ma véc uzivat.

Pujcitel mtze pozadat o vraceni véci i pred
skonenim stanovené doby uzivani dle
odst. 3.1. vySe v pfipadé, ze vypujcitel
uziva véc Vrozporu s ucely stanovenymi
touto smlouvou.

Vypujcitel je opravnén vratit véc diive nez,
jak je uvedeno v odst. 3.1. vySe, a to bez
souhlasu pujcitele. Vypovéd je ucinna
doru¢enim vypoveédi druhé smluvni strang.

V.
Zavérecna ustanoveni

Tuto smlouvu lze zménit nebo doplnit jen
vyslovnym pisemnym ujednanim, jez
podepisi  opravnéni  zastupci  obou
smluvnich stran, pficemz takovad zména
nebo doplnéni musi mit formu
ocislovaného dodatku.

Zévazky z této smlouvy se fidi pravem
Ceské republiky.

Prévni vztahy touto smlouvou neupravene,
jakoz i pravni poméry zni vznikajici a
vyplyvajici se fidi prislusnymi
ustanovenimi obc¢anského zakoniku.

Piipadné spory smluvnich stran budou
feSeny smirnou cestou a V piipadé, Ze
nedojde k dohodé¢ budou spory ieSeny
piislusnymi soudy Ceské republiky.

Tato smlouva je vyhotovena jak v ¢eském,
tak anglickém jazyce. V piipadé jakychkoli
rozpord nebo nesrovnalosti mezi ¢eskou a
anglickou verzi této smlouvy ma cCeska
verze prednost.

Smluvni strany prohladuji, Ze si tuto
smlouvu pied jejim podpisem piecetly, Ze
byla ujednana podle jejich pravé a
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4.7.

4.8.

signing and that the Agreement has been
concluded according to their true and free
will, definitely, seriously and
comprehensively. The Parties confirm the
authenticity of this Agreement by their
signatures.

This Agreement was executed in two
original counterparts, and each Contracting
Party shall receive one counterpart.

This Agreement becomes valid and
effective on the date it is signed by both
Contracting Parties.

Vienna / ve Vidni, 22 November 2019

4.7.

4.8.

BOEHRINGER INGELHEIM RCV GmbH & Co KG

[The remainder of this page is intentionally

blank.]

svobodné  wvule, urcité, vamé a
srozumiteln€é. Autentinost této smlouvy
potvrzuji smluvni strany svym podpisem.

Tato smlouva byla vyhotovena ve dvou
stejnopisech, s platnosti originalu, pii¢emz
kazda ze smluvnich stran obdrzi po jednom
vyhotoveni.

Tato smlouva nabyva platnosti a u¢innosti
dnem jejiho podpisu obéma smluvnimi
stranami.

by authorization, University Hospital Motol
na zaklade poveéieni, FN Motol

[Zbytek této stranky je umysiné ponechdn

prazdny.]
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APPENDIX 4
Requirements for invoices

Please assure that your invoice contains the
following criteria corresponds to the required
format and sending process:

PRILOHA 4
PoZadavky na faktury

Ujistéte se, ze vase faktura spliuje nasledujici
poZadavky, které odpovidaji poZadovanému
formétu a procesu odesilani:

Required invoice content:

Pozadovany obsah faktury:

e Name and address of the supplier / providing
entrepreneur

e Name and address of the recipient (Bl
RCV/Sponsor)

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

o  Date of issue of invoice

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

e  Quantity and description of the goods
supplied or services rendered

e  Date of delivery or period in which the
services were rendered

e  Price for the goods or services (net
consideration)
= indicating applicable tax rates and

particular tax exemptions

e amount of VAT

e  State the following details, to ensure a smooth
and correct allocation of the invoice:
BI Trial Number / Site Code or Number / Bl
Contract Number and/or contract name
These details must also be mentioned in case
of any invoice related correspondence.

e Jméno a adresa dodavatele / poskytovatele
sluzeb

e Jméno a adresa piijemce (BIRCV /
Zadavatel)

e IC nebo DIC (v piipadé rezidentts EU)

e  Datum vystaveni faktury
e po sobé¢ jdouci ¢islo faktury nebo ¢islo
smlouvy fakturujici strany
e  MnozZstvi a popis dodaného zboZi nebo
poskytnutych sluzeb
e  Datum dodani nebo obdobi, ve kterém byly
sluzby poskytnuty
e  Cena za zboZi nebo sluzby
(Cisté protiplnéni)
O uvadgjici platné danové sazby a
konkrétni osvobozeni od dané
e vySe DPH
e  Uved'te nasledujici udaje, abyste zajistili
rychlé a spravné piidéleni faktury: BI Cislo
protokolu / K6d nebo ¢&islo centra / BI Cislo
smlouvy a / nebo ndzev smlouvy. Tyto Udaje
musi byt rovnéz uvedeny v piipadé
korespondence souvisejici s fakturou.

ADDITIONAL REQUIREMENTS FOR
SUPPLIERS WITHIN THE EU:

e  Supplier’s VAT identification number

e  Sponsor’s/Bl RCV’s VAT identification
number for invoices with total amount
surpassing € 10.000,--
ATU 64226215

e  Amount of VAT for each VAT rate applicable

OR —in case the reverse charge system applies,
i.e. Sponsor/Bl RCV is responsible for paying
the VAT: Please include a reference that the
VAT liability is shifted to Sponsor/BI RCV
(e.g. “Reverse Charge System — tax liability is
transferred to Bl RCV (recipient of services) in
accordance with § 19 UStG 1994”). In such
case no VAT must be shown on the invoice
since in that case Sponsor/Bl RCV would have
to pay VAT twice.

DODATECNE POZADAVKY PRO
DODAVATELE V RAMCI EU:

e IC dodavatele

e IC Zadavatele / BIRCV pro faktury s
celkovou ¢astkou piesahujici 10 000 EUR, -
ATU 64226215
VySe DPH pro kaZzdou pouZitelnou sazbu DPH

NEBO - v pipad¢ ,,reverse charge®, tj.
Zadavatel / BI RCV je zodpovédny za
zaplaceni DPH: Uved'te prosim odkaz, ze
odpovédnost za DPH se piesouva na
Zadavatele / BI RCV (napf. ,,Reverse charge -
danova povinnost je ptevedena na BIRCV
(ptijemce sluzeb) podle § 19 UStG 1994 ©). V
takovém piipad€ nesmi byt na faktute uvedena
DPH, protoze v takovém piipadé by Zadavatel
/ BI RCV musel platit DPH dvakrat.

Required invoice form:

PoZadovana forma faktury

e Invoices must be in English language
(optionally: bilingual English/local language)

e Faktury musi byt v anglickém jazyce
(ptipadné: dvojjazy¢né anglicky / mistni jazyk)

Individual Clinical Trial Agreement Bl Trial 1199-0337 / Czech Republic / Site CZE1 / Institutign)
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e Invoices must be typed or computer generated
(not handwritten)

e  Electronically submitted invoices (see
“Sending of the Invoice” below) must be
* in pdf-Format
= digital resolution 300 dpi (pixel)
= inblack and white only (no colour)

e Faktury musi byt napsany strojem nebo
vytvoreny pocitatem (ne rucné psané)
e Elektronicky podané faktury (viz niZze uvedené
»Zasilani faktury*) musi byt
o] ve formatu pdf
o] digitalni rozliSeni 300 dpi (pixel)
e  pouze v ¢erné a bilé barvé (bez barvy)

Sending of the invoice:

Zasilani faktury

e Invoices must be sent
»  viae-mail attachment to: pdf-
invoices.at@boehringer-ingelheim.com

= or, alternatively, via mail to:
Boehringer Ingelheim RCV GmbH & Co
KG
P.O. Box 90, Dr. Boehringer-Gasse 5-11
1121 Vienna
Austria
e  Please do not send paper invoices in addition
to PDF-invoices to avoid duplicates.
e  For PDF-invoices to be processed properly
please e-mail each PDF-invoice separately.

e  Faktury musi byt zaslany
= Jako pfiloha e-mailem na: pdf-
invoices.at@boehringer-ingelheim.com

= nebo alternativné posStou na adresu:
Boehringer Ingelheim RCV GmbH & Co
KG
P.O. Kolonka 90, Dr. Boehringer-Gasse 5-
11
1121 Videt,
Rakousko
e Prosime, neposilejte fakturu soucasné e-
mailem i postou, aby nevznikaly duplicity.
oAby byly faktury ve formatu PDF zpracovany
spravné, poslete e-mailem kaZzdou PDF fakturu
zv1ast.

[The remainder of this page is intentionally
blank.]

[Zbytek této stranky je umysiné ponechan
prazdny.]
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