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INDIVIDUAL CLINICAL TRIAL SMLOUVA O KONKRETNI:I\/I
AGREEMENT - INSTITUTION KLINICKEM HODNOCENI —
ZDRAVOTNICKE ZARIZENI

This Individual Clinical Trial Agreement Tato Smlouva o konkrétnim klinickém

(“ICTA”) is entered into on the last date of hodnoceni (dale jen ,,SKKH“) se uzavird ke

signature below (the “Effective Date of the dni jejiho podpisu posledni smluvni stranou

ICTA”) by and among (dale jen ,,.Den tc¢innosti SKKH) mezi témito
smluvnimi stranami:

Institution: General University Hospital Zdravotnické
Prague zafizeni: ~ VSeobecna fakultni nemocnice
v Praze
Address: U nemocnice 499/2 Adresa: U nemocnice 499/2
128 08 Prague 2 128 08 Praha 2
Czech Republic Ceska republika
Taxpayer ID No.: CZ00064165 DIC: CZ00064165
(hereinafter referred to as “Institution”) (dale jen ,,Zdravotnické zatizeni‘)
and a
Sponsor: Boehringer Ingelheim RCV  Zadavatel: Boehringer Ingelheim RCV
GmbH & Co KG GmbH & Co KG
Address: Dr. Boehringer-Gasse 5-11 Adresa: Dr. Boehringer-Gasse 5-11
1121 Vienna 1121 Viden
Austria Rakousko
VAT-ID-No.: ATU 64226215 DIC: ATU 64226215
(hereinafter referred to as “Sponsor’) (dale jen ,,Zadavatel*)
(hereinafter jointly referred to as “the (dale spole¢né oznacované jen jako ,,Smluvni
Parties™) strany*)
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RECITALS

WHEREAS, Sponsor and Institution
entered 1nto a Master Clinical Tnal

Agreement (“Agreement”) effective on 20
October 2016, and

WHEREAS, pursuant to Section 2 of
the Agreement, Sponsor and Institution 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:

1. Trial Information

Protocol Number: 1293.10

Protocol Title: “A double-blind, randomised,
placebo-controlled trial evaluating the effect
of BI 655064 administered as sub-cutaneous
mjections, on renal response after one year of
treatment, in patients with active lupus
nephritis”

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

The Trial will be conducted at Institution’s
facility/ies located at General University
Hospital Prague, Department of Nephrology,
U nemocnice 499/2, 128 00, Prague 2.

1s as principal Investigator o
the Institution responsible for the conduct of

the Trial as contemplated in the Agreement
and this ICTA.

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
mcorporated by this reference as if fully set
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UVODNI USTANOVENI

VZHLEDEM K TOMU, ZE Zadavatel
a Zdravotnické zaiizeni uzavieli s u¢innosti ke
dmi  20.10.2016 Ramcovou smlouvu o
klinickém hodnoceni (dale jen ,,Smlouva“); a

VZHLEDEM K TOMU, ZE podle
ustanoveni ¢lanku 2 Smlouvy si1 Zadavatel a
Zdravotnické zaiizeni pieji wuzaviit tuto
SKKH, kterou stanovi ¢islo protokolu, nazev
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 vzajemné zavazky obsazené
v tomto dokumenty takto:

1. Informace o klinickém hodnoceni

Cislo protokolu: 1293.10

Nazev protokolu: ,Dvojité zaslepené,
randomizované, placebem  kontrolované
klinické hodnoceni u¢inku piipravku BI
655064 na funkci ledvin po jednom roce
lécby, podavaného podkozni injekei u
pacienti s aktivhim onemocnénim lupus
nefritis*

v platném znéni (dale jen ,,Protokol)

oboji spolecné dale oznacovano jen jako
.. Klinické hodnoceni

Klinické  hodnoceni  bude  provadéno
v objektu/objektech Zdravotnického zaiizeni
na adrese VsSeobecna fakultni nemocnice
v Praze, Klinika nefrologie, U nemocnice
499/2, 128 08, Praha 2.

Je avnim ousejicim
Zdravotnického zaiizeni, ktery je odpovédny
za provadeéni Klinického hodnoceni tak, jak je
zamysleno Smlouvou a touto SKKH.

2. Rozhodné podminky

Podpisem této SKKH souhlasi Smluvni strany
s tim, ze tato SKKH a jeji plnéni ze strany
Smluvnich stran se iidi podminkami Smlouvy,
které jsou timto odkazem zaclenény tak, jako
by byly v této SKKH plné obsazeny. Smluvni
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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.

Sponsor declares that separate Agreement has
been concluded with Investigator and based
on which Investigator and his study team will
be paid per the conducting of this Trial.

Sponsor will ensure the shipment of the Trial
Product to the following address: Nemocnicni
lekarna, oddeleni HVLP, Ke Karlovu 2, 120
08 Prague 2. responsible Pharmacists

Responsible Pharmacist will take over the
delivered shipment, check it (as other
shipments — 1.e. if shipment is not damaged, in
case of special requirements related to
transport, if these requirements were kept,
confirmation of the shipment delivery) and
will store the shipment. Afterwards
Pharmacist will contact the site to pick up the
shipment and will document the hand over
properly as per the requirements of the local
legislation. Sponsor acknowledges that all

shipments will solely performed during
normal business hours of Institution’s
pharmacy.

3. Compensation

Financial reimbursement of the Institution for
the work performed during the Trial shall be
made in accordance with the Payment
Schedule which shall be attached as Appendix
L.

Expected total maximum amount of rewards
for conducting of the Trial is EUR 5 619.

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 Institution and/or Investigator if (i)
the Institution or Investigator fails to meet
enrollment goals of the Trial as specified in
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strany souhlasi s tim, ze pro ucely této SKKH
maji terminy zde pouzivané, u nichz neni
uvedena jina definice, vyznam jim piifazeny
ve Smlouve.

Zadavatel prohlasuje, ze se Zkousejicim byla
uzaviena samostatnd smlouva, na jejimz
zakladé bude Zkousejici a studyni tym
odménén za provedeni tohoto konkrétniho
Klinického hodnoceni.

Zadavatel zajisti dodavku  Klinicky
hodnoceného lé¢iva na adresu: Nemocniéni
lékarna, oddéleni HVLP, Ke Karlovu 2, 120
08 Praha 2. odpovédni farmaceuti

Odpovédny farmaceut dodavku pievezme a
zkontroluje (jako jiné dodavky - tzn. neni-li
poskozena, v piipadé zvlastnich pozadavki na
transport, byly-li tyto pozadavky dodrzeny,
piijjem zasilky potvrdi) a ulozi. Nasledné
farmaceut kontaktuje centrum pro vyzvednuti

dodavky a piedani zadokumentuje dle
pozadavki mistni legislativy.  Zadavatel
prohlasuje, Zze vSechny zasilky budou

doruceny vyhradné béhem pracovni doby
Lékarny Zdravotnického zaiizeni.

3. Nahrada
Finanéni nahrada Zdravotnického zafizeni za
praci odvadénou v pribéhu Klinického

hodnoceni se provadi v souladu s Platebni

piilohou, ktera tvoii Piilohu 1 tohoto
dokumentu.
Celkova piedpokladana maximalni vyse

odmeény za provedeni Klinického hodnoceni
je 5 619 EUR.

4. Dodatecné podminky

S odkazem na ustanoveni <¢lanku 16.4
Smlouvy mize Zadavatel vypovedét SKKH
nebo ukon¢it nebo pozastavit ndbor nebo
randomizaci Subjekti hodnoceni, a to
bezprostiedné po pisemném oznameni
Zdravotnickému zaiizeni a/nebo
Zkousejicimu, jestlize (i) Zdravotnické
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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, (77) 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 1s a violation or a suspected
violation by Institution 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.

IN WITNESS WHEREOF, the Parties have
executed this Agreement in three 3 originals
by their duly authorized representatives.

Boehringer Ingelheim RCV GmbH & Co KG

Vienna, 20 October 2016
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zaiizeni nebo Zkousejici neplni naborové cile
Klinického  hodnoceni tak, jak jsou
specifikovany v Protokolu, ve stanoveném
casovém rameci, ktery piipadné specifikuje
Zadavatel, nebo pokud neziskaji zadného
pacienta v pribéhu prvnich tii (3) mésici po
zah4jeni Klinického hodnoceni, (77) Zadavatel
ziska informaci o jakékoli zalezitosti tykajici
se uc¢innosti nebo bezpecnosti, ktera by mohla
vyznamné zménit nebo ovlivnit pokrac¢ovani
Klinického hodnoceni, (7ii) Zadavatel ukon¢i
provadéni celého Klinického hodnoceni na
zakladé svého vlastniho rozhodnuti; nebo (7v)
dojde k poruseni nebo vznikne podezieni na
poruseni jakéhokoli z Piislusnych pravnich
piedpisti, Protokolu nebo této SKKH ze strany
Zdravotnického zaiizeni nebo Zkousejiciho,
jak podle svého uvazeni rozhodne Zadavatel.
Datum ukonceni bude uvedeno v piislusné
vypovédi.

NA DUKAZ CEHOZ nechaly Smluvni
strany tuto Smlouvu podepsat svymi ifadné
zmocnénymi zastupei ve tiech 3 originéalnich
vyhotovenich.

INSTITUTION
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Investigator’s Statement:
I, ;
Investigator of this Trial, hereby confirm that 1
have familiarized with the Protocol of the Trial
and all documents provided by the Sponsor for the
conduct of the Trial. | have been familiarized with
the Agreement and ICTA that were executed
between Boehringer Ingelheim RCV GmbH & Co
KG (Sponsor) and General University Hospital
Prague and | will observe the responsibilities
determined herein for the Investigator as well as
responsibilities arising for the Investigator from
the Good Clinical Practice.

INVESTIGATOR
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Prohlaseni Zkousejiciho:

Ja, ,
Zkousejici tohoto Klinického hodnoceni , timto
potvrzuji, Ze jsem se sezndmil s protokolem
Klinického hodnoceni a viemi dokumenty
pfedanymi Zadavatelem k provedeni Klinického
hodnoceni. Byl jsem seznamen se Smlouvou i
touto SKKH , které byly uzavieny mezi
spole¢nosti Boehringer Ingelheim RCV GmbH &
Co KG (Zadavatelem) a VSeobecnou fakultni
nemocnici v Praze a budu dodrZovat povinnosti
v nich stanovené Zkousejicimu a dale povinnosti
vyplyvajici pro Zkousejiciho ze Spravné klinické
praxe.
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Appendix 1 Priloha 1
Payment Schedule Platebni rozvrh
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[The remainder of this page is intentionally [Zbytek této stranky je umyslné ponechan
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Appendix 2
Remote Data Capture (RDC) - Terms and

Conditions

1.PROVISION OF COMPUTER FOR
DATA ENTRY

1.1. As Remote Data Capture (“RDC”) will
be used for the Trial, Investigator has the
option of using his/her own or the
Institution’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 Institution’s computer
system, the Sponsor will commission a
third party contractor (the “Vendor”) to
determine whether the Investigator’s or
Institution’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.

1.2. 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 Institution
and/or Investigator to determine a
suitable location for the Computer and
determine the appropriate mode of data
connection.

1.2.2.Institution  shall ensure that the
Computer is kept in a secure place.
When the Computer is not in use, it must
be stored so as to prevent theft and/or
damage. Institution will reimburse
Sponsor for any damage to or loss or
theft of the Computer.

1.2.3. 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.

[The remainder of this page is intentionally
blank.]
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Priloha 2
Dalkové zaznamenavani udaja (RDC) —
Podminky

1. POSKYTNUTI POCITACE PRO
ZAZNAMENAVANI UDAJU

1.1. Jelikoz bude v Klinickém hodnoceni
pouzito Délkové zaznamenavani udaji
(L,RDC"), mé& ZkouSejici moznost
pouzivat vlastni pocitaé nebo pocitac
Zdravotnického zatizeni pro
zaznamenavani udaji z Klinického
hodnoceni nebo mu Zadavatel muze
poskytnout notebook k zaznamenavani
udajt z Klinického hodnoceni. Pokud se

Zkousejici rozhodne pouzivat svij
vlastni  pocitaCovy  systétm  nebo
pocitacovy  systém  Zdravotnického

zafizeni, poveii Zadavatel nezavislého
dodavatele (dale jen ,,Prodejce™), aby
ur¢il, zda je pocitaCovy systém
ZkouSejiciho  nebo  Zdravotnického
zafizeni vhodny pro RDC. Prodejce
bude odpovédny za dodani a udrzbu
jakéhokoli notebooku, ktery Zadavatel
poskytne ZkouSejicimu pro Klinické
hodnoceni.
Jestlize Zadavatel dod& notebook (déle
jen ,Pocitac”) kuzivani v Klinickém
hodnoceni, plati tato ustanoveni:
1.2.1.Prodejce ve spolupraci se
Zdravotnickym  zafizenim  a/nebo
Zkousejicim stanovi vhodné misto pro
Pocita¢ a ur¢i vhodny zplisob datového
pripojeni.
1.2.2.Zdravotnické zafizeni zajisti, aby byl
Pocita¢ uchovéavan na bezpecném miste.
Neni-li Pocita¢ pouzivan, musi byt
uloZzen tak, aby se zabranilo jeho
kradeZi a/nebo poSkozeni. Zdravotnické
zafizeni a/nebo ZkouSejici nahradi
Zadavateli veSkerou Skodu, ztratu nebo
kradez Pocitace.
1.2.3.Jakykoli Pocita¢ dodany Zadavatelem
zustane vzdy majetkem Zadavatele a
bude vracen pti uzavieni Klinického
hodnoceni.

1.2.

[Zbytek teto stranky je umysine ponechan
prazdny.]
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Appendix 3
Equipment

In case Sponsor supplies Institution and
Investigator with Equipment for use in the
Trial, the following shall apply:

11

1.2

2.1

2.2

3.1

3.2
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1.PROVISION OF EQUIPMENT

Sponsor, as the owner of the Equipment,
or third party vendor contracted by
Sponsor (the “Vendor”) will supply to
Institution  and  Investigator  the
Equipment.

The Equipment is loaned to Institution
and Investigator free of charge.

2.0BLIGATIONS OF SPONSOR

Sponsor shall provide Institution and/or
Investigator with the Equipment in a
condition fit for its proper use and
inform Institution how to use the
Equipment and about the requirements
for its regular standard maintenance.

Sponsor agrees to provide at its costs
and expenses maintenance and repair of
defects of the Equipment and of
consumable items and accessories
required for the use of the Equipment.
Maintenance or repairs will be provided
only through Sponsor. In case Institution
breaches this provision, they will be
liable for the costs and expenses of
maintaining  and repairing  the
Equipment, and any damage that might
be caused to Equipment due to this.

3.0OBLIGATIONS OF THE
INSTITUTION

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

Upon request, Institution will provide
Sponsor with access to the Equipment in
order to perform regular service
inspections and to check whether the
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Priloha 3
Zarizeni

JestliZe Zadavatel dodd Zdravotnickému
zatizeni k pouziti v Klinickém hodnoceni
Zatizeni, plati tato ustanoveni:

1. POSKYTNUTI ZARIZENI

1.1 Zadavatel jako vlastnik Zatizeni nebo
nezavisly prodejce, s nimz Zadavatel
uzavie smlouvu (déale jen ,,Prodejce®)
doda Zatizeni Zdravotnickému zatizeni.

1.2 Zafizeni je zapujceno bezplatné
Zdravotnickému zafizeni.

2. POVINNOSTI ZADAVATELE

2.1 Zadavatel poskytne Zatizeni
Zdravotnickému zatizeni a/nebo
ZkouSejicimu  ve stavu  vhodném
k fadnému uzivani a bude informovat
Zdravotnické zatizeni o tom, jak uzivat
Zatizeni a o pozadavcich na jeho
standardni udrzbu.

2.2 Zadavatel se zavazuje zajiStovat na Své
naklady udrzbu a opravu zdvad Zatizeni
a spotiebnich polozek a pfislusenstvi
vyzadovaného k wuzivani Zafizeni.
Udrzba a opravy budou zajistovany
pouze  prostiednictvim  Zadavatele.
Jestlize Zdravotnické zafizeni porusi
toto ustanoveni, ponese odpoveédnost za
naklady a vydaje na udrzbu a opravy
Zatizeni a za jakoukoli Skodu na
Zarizeni, ktera bude nasledkem toho
zpusobena.

3. POVINNOSTI
ZDRAVOTNICKEHO ZARIZENI

3.1 Zdravotnické zatizeni je povinno zajistit
vhodné misto a prostory ke skladovani
Zatizeni, aby jej chranilo pied ztratou
nebo kradezi, zni¢enim, poskozenim
nebo znehodnocenim.

3.2 Zdravotnické zafizeni umozni
Zadavateli na pozadani piistup k
Zatizeni  k provadéni  pravidelnych
servisnich prohlidek a ke kontrole, zda
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4.1

4.2

4.3

4.4
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Equipment is used in the way agreed
herein.

4.RETURN OF EQUIPMENT

As soon as the Equipment is not needed
any more, or at the latest, upon
completion of the Trial or termination of
this Agreement for any reason,
Institution understands and agrees to
either return, in condition of normal
reasonable use, to Sponsor or its
Affiliate any Equipment supplied under
this Agreement, as directed in writing by
Sponsor. In case of an Equipment return,
the Parties shall mutually agree on the
exact date, time and location of the
return. Reasonable costs for returning
the Equipment will be borne by Sponsor
or its Affiliate.

In case Institution and/or Investigator do
not use the Equipment properly, use it
contrary to the purpose it serves or use it
for other purpose than conducting the
Trial, Sponsor shall be entitled to
request the immediate return of the
Equipment.

The Parties acknowledge that no
Equipment owned by Sponsor or vendor
can be left at the Institution upon
completion of the Trial.

In according with the provision 11.2 of
the Agreement the Parties undertake, in
case of providing any equipment, to
conclude the separate Loan Agreement
which will content the requirements
based on provision § 2193 of law No.
89/2012 Coll., Civil Law.

Bl Contract No. / Smlouva Bl ¢é.: 232197

4.1

4.2

4.3

4.4

je  Zafizeni  uzivano  zplsobem

dohodnutym v této Smlouvé.
4.  VRACENI ZARIZENI

Jakmile jiz Zafizeni nebude zapotiebi
nebo  nejpozdéji  pifi  dokonceni
Klinického  hodnoceni  nebo  pfi
ukonCeni této Smlouvy z jakéhokoli
divodu, je Zdravotnické zafizeni
srozuméno a souhlasi stim, Ze podle
pisemnych pokynti Zadavatele vrati
veskeré Zatizeni dodané dle této
Smlouvy  ve stavu obvyklém
pfiméfenému pouziti Zadavateli nebo
jeho Sptiznéné osobé. V piipadée vraceni
Zatizeni se Smluvni strany dohodnou na
piesném datu, hodin¢ a mistu vraceni.
Ptimétené néklady na vraceni Zafizeni
uhradi Zadavatel nebo jeho Spiiznéna
osoba.

Jestlize Zdravotnické zafizeni a/nebo
Zkousejici neuzivaji fadn€ Zafizeni,
uzivaji je vrozporu stucelem, jemuz
slouzi nebo za jinym ucelem nez k
provadéni Klinického hodnoceni, bude
mit  Zadavatel narok  poZadovat
okamzité vraceni Zafizeni.

Smluvni strany berou na védomi, Ze po
dokonceni Klinického hodnoceni nesmi
ve Zdravotnickém zafizeni zistat zadné
Zatizeni vlastnéné Zadavatelem nebo
prodejcem.

V souladu sust. ¢l. 11.2 Smlouvy se
smluvni strany v pifipadé¢ poskytnuti
vybaveni zavazuji uzaviit samostatnou
smlouvu o vyptijcce, kterd bude mit
nalezitosti dle ustanoveni § 2193 a nasl.
zékona ¢. 89/2012 Sb., obcansky
zakonik.

= Bochringage/Strana 14 of/z 14

Has.






