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Czech Republic/ Service Agreement

SERVICES AGREEMENT

This  SERVICES AGREEMENT  (the
“Agreement”) is effective Dby publishing in
accordance with the Act no. 340/2015 Coll. On the
Register of Contracts (the “Effective Date™) by and
between

VSeobecna fakultni nemocnice v Praze located at
U Nemocnice 499/2, Praha 2, 128 08, Czech
Republic, Company ID number: 00064165, TAX

ID number: CZ00064165, represented by
XXXXXXXXXXXXX ~ (the “Service Provider” or
“Provider”),

and Pharmaceutical Research Associates CZ,
s.r.o., located at Praha 7, Jankovcova 1569/2¢, Post
Code (PSC): 170 00, Czech Republic, IC (company
ID number): 27636852, the limited liability
company duly registered in the Commercial
Register of the Czech Republic maintained by the
Municipal Court in Prague, Section C, Entry
120574, represented by XXXXXXXXXXXXX (“PRA”),
an affiliate of Pharmaceutical Research Associates
(UK) Ltd., located at 500 Oak Way, Green Park,
Reading, Berkshire RG2 6 AD, United Kingdom
and with registred address at Cannon Place, 78
Cannon Street, London, EC4N 6AD, UK (“PRA
UK™),, acting as an independent contractor for
Bristol-Myers Squibb International
Corporation located at Chaussée de la Hulpe, 185
1170 Brussels, Belgium (the “Sponsor”). PRA has
agreed to accept certain obligations and duties of
Pharmaceutical Research Associates, Inc.,with
respect to the the conduct of the clinical trial in
Czech Republic.

1. THE SERVICES

(a) Provider has been engaged by PRA to perform
certain Services (defined below) which relate
to the clinical research study entitled: “A Phase
2, Randomized, Double-blind, Placebo-
controlled Evaluation of the Safety and
Efficacy of BMS-986165 with Background
Treatment in Subjects with Lupis Nephritis”
(the “Study”), bearing protocol number

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
IM011-073

SMLOUVA O PQSKYTOVANYCH
SLUZBACH

Tato SMLOUVA @)
POSKYTOVANYCH SLUZBACH (déale jen
»Smlouva““) nabyva aéinnosti dnem uveiejnéni dle
zékona ¢. 340/2015 Sb., o registru smluv (dale jen
,Datum uéinnosti“), mezi

VSeobecnou fakultni nemocnici v Praze se
sidlem U Nemocnice 499/2, Praha 2, 128 08, Ceska
republika, IC: 00064165, DIC: CZ00064165,

zastoupenou XXXXXXXXXXKXX (dale  jen
»Poskytovatel sluzeb” nebo ,,Poskytovatel),
a  spole¢nosti ~ Pharmaceutical  Research

Associates CZ, s.r.o.,, se sidlem Praha 7,
Jankovcova 1569/2c, PSC 170 00, Ceska
republika, IC: 27636852, spole¢nosti s ru¢enym
omezenym fadn€ zapsanou v Obchodnim rejstiiku
Ceské republiky vedeném Méstskym soudem v
Praze, oddil C, vloZzka 120574, zastoupena
XXXXXXXXXXXXX (dale jen “PRA”), pobockou
spole¢nosti Pharmaceutical Research Associates,
(UK) Ltd., se sidlem 500 Oak Way, Green Park,
Reading, Berkshire RG2 6 AD, Spojené kralovstvi,
s registrovanou adresou Cannon Place, 78 Cannon
Street, London, EC4N 6AD, UK (déle jen “PRA
UK™), jednajici jako nezavisly dodavatel
spole¢nosti Bristol-Myers Squibb International
Corporation se sidlem Chaussée de la Hulpe, 185
1170 Brussels, Belgium (dale jen ,,Zadavatel*).
Spolecnost PRA se zavazuje prevzit urcité zavazky
a povinnosti spole¢nosti Pharmaceutical Research
Associates, Inc., tykajici se provadéni klinického
hodnoceni v Ceské republice.

1. SLUZBY

(@) Spolecnost PRA povérila Poskytovatele
provadénim uréitych sluzeb (definovanych
nize), které se tykaji klinického hodnoceni pod
ndzvem: ,,Randomizovana, dvojité zaslepena,
placebem kontrolovana faze 2 hodnoceni
bezpefnosti a ucinnosti BMS-986165 u
subjekti s lupusovou nefritidou se stavajici
1é¢bou* (dale jen ,,Studie®), s ¢islem protokolu
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(c) The Provider shall

IM011-073, as may be amended from time to
time (the "Protocol™) the provisions of which
are incorporated herein by reference. The Study
is performed in XXXXXXXXXXXXX , under the
direction of the Investigator, XXXXXXXXXXXXX

(b) Provider will perform the Services detailed in

the Description of Services and Costs in
Exhibit B (attached hereto) in conformance
with (i) generally accepted standards of good
clinical practice, (ii) an ethical manner and in a
manner that appropriately protects the safety,
security, and well-being of the Study subjects
and any data arising from the Study, (iii) the
Protocol, (iv) the FDA Form 1572, (v) all
applicable laws, rules and regulations
including, but not limited to, those governing
the conduct of the Study, (vi) this Agreement
and (vii) any other written requirements
provided by the Sponsor (the “Services”™).

provide appropriate
resources and facilities for provision of the
Services in a timely and professional manner
and according to the terms of this Agreement.
The Provider shall ensure that only individuals
who are appropriately trained and qualified will
assist in  provision of the Services. The
Provider is the only responsible party for
ensuring that all personnel participating in the
provision of the Services (“Study Team”)
comply with the terms of this Agreement,
excluding personnel supplied by PRA or
Sponsor. Provider agrees to promptly notify
PRA in the event any Study Team member is
reported to or comes under investigation by any
licensing board, independent ethics committee
or institutional review board, and further agrees
to promptly discontinue the use of any such
Study Team member in connection with the
provision of the Services unless PRA consents
in writing to the continued use of such Study
Team member, which such consent shall not be
unreasonable  delayed, conditioned, or
withheld. Unless otherwise agreed to in writing
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IMO011-073, ve znéni pfipadnych zmén a
doplnku (dale jen ,,Protokol*), jehoZ ustanoveni
jsou zde zahrnuty formou odkazu. Studie je
provadéna v XXXXXXXXXXXXX pod vedenim
Zkousejiciho, XXXXXXXXXXXXX

(b) Poskytovatel bude poskytovat sluzby v souladu

S Rozsahem sluzeb a nakladi dle Ptilohy B
(viz. ptiloha); v souladu s (i) obecné
uznavanymi standardy spravné klinické praxe,
(i) etickym zptisobem a tak, aby byla patficné

chranéna bezpefnost a blaho subjektd
klinického hodnoceni a vSechny (daje
vychéazejici  z klinického hodnoceni  (iii)

protokolem, (iv) FDA formulafem ¢. 1572, (v)
veSkerymi pfislusnymi pravnimi a jinymi
predpisy, zejména témi, jimiz se provadéni
klinického hodnoceni ftidi (vi) stouto
Smlouvou  (vii) s veSkerymi  pisemnymi
pokyny poskytnutymi Zadavatelem (dale jen
»oluzby*).

(c) Poskytovatel poskytne prislusné zdroje a

zafizeni  k poskytnuti  Sluzeb v¢as a
profesionalnim zpisobem a v souladu s
podminkami této Smlouvy. Poskytovatel
zajisti, aby se na poskytovani Sluzeb podilely
jen osoby, které jsou nalezit¢ vySkolene a
kvalifikované. Poskytovatel jako jedina
smluvni strana odpovida za zajisténi toho, Ze
veSkery persondl tucastnici se poskytovani
Sluzeb (dale jen ,,Studijni tym“) dodrZuje
podminky této smlouvy s tim, Ze se tato
odpovédnost  nevztahuje na  personél
poskytnuty spole¢nosti PRA nebo
Zadavatelem. Poskytovatel se zavazuje, Ze
okamzité vyrozumi spole¢nost PRA Vv piipadé,
Zze by byl kterykoli c¢len studijniho tymu
nahlasen nebo vysetiovan ufadem vydavajicim
osv&d&eni, nezavislou etickou komisi nebo
institucionalni revizni komisi, a dale se
zavazuje, Ze okamzité pierusi vyuzivani sluzeb
takového ¢lena studijniho tymu v souvislosti s
poskytovanim Sluzeb, ledaZe spole¢nost PRA
udeli vyslovny pisemny souhlas s pokracujicim
vyuZivanim sluzeb takoveho ¢lena studijniho

by the parties, the Provider shall provide the tymu, piiéemz takovy souhlas nebude

Services only at the facilities indicated in this nepfiméfené  zdrzovan, podminovan ¢i

Agreement. odmitnut. Pokud neni stranami sjednano
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Service under this Agreement shall be factually
performed by XXXxxxxxxxxxx , the employee
of the Provider (hereinafter referred to as the

“Nefrologist”).

2. PAYMENT FOR SERVICES

(@)

(b)

(©)

PRA will pay the Provider according to
the Payment Terms and Scope of Services
and Costs, attached hereto as Exhibits A
(“Payment Terms”) and Exhibit B
(“Budget™), respectively, upon receipt of
correct and valid invoices and other
appropriate documentation as specified
therein. Payments due under this
Agreement are pass-through payments
from Sponsor.

The Provider as payee (“Payee”) shall
provide full payment instructions and
bank details, in writing to PRA in the
Payment Information Checklist (“PIC”),
before any payment can be made. The
Payee is obliged to inform PRA, in
writing, of any changes or required
updates of payment instructions and/or
bank details. The parties agree that any
change of or update to the Payee’s bank
details contained in the PIC may be
effected through a written notice and shall
not of itself require a formal Amendment
to this Agreement.

The Provider shall ensure that any Study
Team members will complete and sign a
financial ~ disclosure  form  when
reasonably requested to do so by PRA or
Sponsor. These forms shall be promptly
updated as needed to maintain their
accuracy and completeness during the
Study and for one vyear after its
completion. The Provider acknowledges
and agrees to make aware its Study Team
members that any payments made under

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
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Poskytovatel bude

poskytovat Sluzby jen v zafizenich uvedenych
v této smlouvé.

Sluzby dle této Smlouvy, konkrétné Einnost
nefrologa, provede XXXXXXXXXXXXX , ktera je
zaméstnancem Poskytovatele (dale oznacena

jako ,,Nefrolog®).

2. UHRADA ZA SLUZBY

(a)

(b)

(©)

Spole¢nost PRA uhradi Poskytovateli
odménu dle Platebnich podminek a
Rozsahu sluzeb a naklada, které tvori
ptilohy A (,,Platebni podminky“) a B
(,,Rozpocet™) této smlouvy, po obdrZeni
faktur a dalSich podkladii uvedenych v této
Smlouvé. Platby hrazené dle této Smlouvy
jsou prubéznymi platbami od Zadavatele.

Drtive, nez bude mozno provést jakoukoli
platbu, pfeda Poskytovatel jako pfijemce
platby (dale jen ,Pfijemce platby*)
spolecnosti PRA pisemné¢ pokyny pro
platby a bankovni spojeni, a to na formulafi
platebnich udajd (dale jen ,,PIC").
Piijjemce platby je povinen pisemné
informovat spole¢nost PRA o jakychkoli
zménach nebo potiebnych aktualizacich
pokyni pro platby a/nebo bankovniho
spojeni. Smluvni strany sjednavaji, Ze
zmény nebo aktualizace bankovniho
spojeni pfijemce platby obsazené v PIC
mohou byt provadény pisemnym
oznamenim, a samy o sobé nevyzaduji
uzavieni dodatku k této smlouvé.

Poskytovatel zajisti, Ze kazdy <¢len
studijniho tymu vyplni a podepiSe finan¢ni
ptiznani, pokud o to bude spole¢nosti PRA
nebo Zadavatelem opravnéné pozadano.
Tyto formulate musi byt neprodlené
aktualizovany dle potieby, aby byla po
celou dobu studie zachovana jejich
presnost a Uplnost a dale jeden rok po jejim
dokonceni. Poskytovatel bere na védomi a
souhlasi s tim, Ze bude informovat ¢leny
svého studijniho tymu o tom, Ze vSechny
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(d)

(€)

()

this Agreement will be disclosed to the
local regulatory authorities by Sponsor or
PRA as required under the EFPIA
(European Federation of Pharmaceutical
Industries and Associations) Disclosure
Code or equivalent local legislation.

The Payee hereby agrees that no third
party will be charged for any aspect of
treatment or subject care for which the
Payee has invoiced or been paid under this
Agreement.

The parties acknowledge and agree that
the compensation provided for Provider’s
performance under the Agreement
represents the fair market value for the
Services and has been agreed
independently from any business the
Provider has made or may make in
relation to the ordering of products or
services of the Sponsor. Payments cannot
be tied to the outcome of the Study and
the Budget for the Services reflects the
total compensation and payments
received under this Agreement.

Nefrolog’s obligations and her personal
remuneration will be covered by a
separate agreement between PRA and
Nefrologist (“Agreement with

Nefrologist™).

(i) Renal biopsy. The assessment will be

performed based on Investigator’s request
for Study subject enrolled in the Study.
The result will be handed over to Site in
compliance  with  the Protocol.
Anticipated  number of  required
assessments shall be in accordance with
Protocol and with specified Study Flow
chart.

(d)

(€)

platby uhrazené dle této smlouvy budou
Zadavatelem nebo spole¢nosti PRA
oznameny mistnim kontrolnim ufadtim,
v souladu s pozadavky Kodexu
zvetejnovani Evropské federace
farmaceutickych spole¢nosti a asociaci
(European Federation of Pharmaceutical
Industries and Associations, EFPIA) nebo
jinou odpovidajici mistni legislativou.

Piijjemce platby se timto zavazuje, Ze
zadnému pacientovi ani tfeti osobé
nebudou uctovany naklady za jakykoli
aspekt 1écby nebo péce o pacienta, které
ptijemce platby fakturoval nebo za které
obdrZel platbu dle této smlouvy.

Smluvni strany uznavaji a souhlasi s tim,
7ze odména za plnéni Poskytovatele na
zakladé této Smlouvy predstavuje
spravedlivou trzni hodnotu sluzeb a byla
sjednana nezavisle na jinych obchodnich
vztazich Poskytovatele, stavajicich nebo
potencidlnich, tykajicich se objednavek
vyrobkii nebo sluzeb Zadavatele. Uhrada
plateb nemlze byt svazana s vystupy
Studie a Rozpocet poskytovani sluzeb
odrazi celkové prijaté nahrady a platby
provedené na zaklad¢ této Smlouvy.

(f) Povinnosti Nefrologa a jeho odména budou

uvedeny a zajiStény v ramci separatni
smlouvy uzaviené mezi PRA a
Nefrologem (dale jen ,Smlouva

s Nefrologem*).

(i) Renalni biopsie. Vysetieni bude
provadéno na zakladé¢ Zadanky
Zkousejiciho u subjektt hodnoceni
zafazenych do Studie. Vysledky
vysetfeni budou pfedany pracovisti
v souladu s Protokolem.
Predpokladany pocet pozadovanych
vySetieni  je  vzdy  vsouladu
s Protokolem a uvedenym planem
studijnich procedur.

(9) Provider_agrees to provide Sponsor with (9) Poskytovatel souhlasi s tim, Ze Zadavateli
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information Sponsor requests relating to
its overall financial relationship with
Sponsor during the provision of the
Services and for a one year period
thereafter.

3. RECORDKEEPING; ACCESS

(@)

Authorized representatives of Sponsor
and/or PRA have the right during the
performance of the Study and after the
termination of the Study, upon reasonable
advance notice, and during regular
business hours, to: (i) audit and examine
the Provider’s facilities required for
performance of the Services; (ii) review
all data, records and work products
(including portions of other Patient
records for all patients in the Study)
relating to the provision of the Services,
and if necessary, make copies of such
data, records and work products, provided
such copies do not include any
unauthorized individually-identifiable
information of a Study Patient; (iii)
provide information and instruction on the
execution of the provision of the Services;
and (iv) assess and/or confirm that the
Services are being conducted by the
Provider in accordance to the standards
agreed upon herein. The Provider shall
maintain complete and accurate records
related to the provision of the Services,
and shall retain all such records resulting
from the Study in accordance with ICH
GCP for the time required by applicable
laws and regulations. The Provider will
retain copies of all data collected during
the performance of the Services, as well as
copies of other documentation relating to
the performance of this Agreement, for
fifteen (15) years from early or proper
completion of the Services. The Sponsor
will retain the rights described in this
section (a) after the termination of the
provision of the Services at the Provider.

poskytne informace, které si tento v
pribéhu poskytovani Sluzeb a po dobu
jednoho roku poté vyzada v souvislosti se
svym pau3alnim vztahem S
Poskytovatelem.

VEDENI ZAZNAMU:; PRISTUP

(a) Opravnéni zastupci Zadavatele a/nebo

PRA maji pravo béhem provadéni
klinického hodnoceni i po jeho skonceni,
po piiméfeném predchozim vyrozuméni a
v bézné pracovni dobé¢: (i) provadét audit
a kontrolovat prostory Poskytovatele
potfebné k poskytovani  Sluzeb.; (ii)
kontrolovat veSkeré Udaje, zaznamy a
vysledky prace (véetn€ soucasti zdznamu
vsech pacientdl zatazenych do klinického
hodnoceni) tykajici se poskytovani
Sluzeb, a v ptipadé potfeby pofizovat
kopie téchto tidaji, zdznami a vysledki
prace, za podminky, Ze kopie nebudou
bez povoleni obsahovat Zadné Udaje o
pacientovi zafazeném do klinického
hodnoceni, které¢ by umoziovaly urcit
jeho totoznost; (iii) pfedavat informace a
pokyny k poskytovani Sluzeb; a (iv)
hodnotit a/nebo potvrzovat, zda/ze
Poskytovatel poskytuje Sluzby v souladu
se standardy sjednanymi v této smlouve.
Poskytovatel je povinen vést Uplné a
spravné zaznamy tykajici se poskytovani
Sluzeb a ztoho vzniklé zaznamy je
povinen archivovat v souladu s ICH GCP
po dobu, jakou stanovi pfislusné pravni
predpisy. Poskytovatel sluZzeb bude
uchovavat kopie vSech udaju
shromazdénych ptfi provadéni sluzeb,
jakoZ i kopie dalSi dokumentace tykajici
se plnéni této Smlouvy po dobu patnécti
(15) let od ptedcasného nebo tadného
dokonceni sluzeb, po uplynuti této lhity
bude dokumentace skartovana v souladu
S prislusnymi pravnimi ptredpisy.
Zadavateli zUstavaji prava uvedend u
pismene (a) i po ukonceni poskytovani
Sluzeb u Poskytovatele.
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(b) The Provider shall be available at
reasonable times during normal business
hours to meet with Study monitors and
answer questions regarding the conduct of
the Services. If PRA must use or access
the Provider’s computer systems, it will
do so in accordance with the Provider’s
instructions and will only use acquired
information for the purpose of the Study.

(c) The Provider will promptly notify
Sponsor and PRA if any regulatory
authority notifies the Provider of a
pending inspection relating to the
provision of the Services, and will
promptly forward to Sponsor and PRA
copies of any written communication
received as a result of such inspection
which are related to the Study. The
Provider shall cooperate with regulatory
inspections visits and audits and will also
provide to Sponsor and PRA copies of any
documents provided to any inspector that
relate to the Study. Sponsor will have the
right to attend any inspection or meeting
by a governmental or regulatory agency
relating to the Study.

d) Provider will comply with the Protocol and
all applicable Laws relating to the
reporting of adverse events. In accordance
with and in the manner required by the
Protocol and applicable Laws, Provider
shall notify Sponsor and/or its designee
and PRA of any adverse event in the
provision of the Servises.

4. TERM; TERMINATION

(a) This Agreement shall commence on the
Effective Date and continue in force until
completion of the Services or earlier
termination by either party in accordance with
this clause.
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(b) Poskytovatel musi byt v pifiméfenych
hodinach v bézné pracovni dobé k
dispozici ke schizkam s monitory
klinického hodnoceni a odpovidat na jejich
otazky tykajici se poskytovani Sluzeb.
Pokud musi PRA pouzit pocitacové
systémy Poskytovatele nebo do nich
vstoupit, ucini tak v souladu s pokyny
Poskytovatele a ziskané Udaje pouZije
pouze pro ucely klinického hodnoceni.

(¢) Vyrozumi-li regulaéni organ
Poskytovatele o planované kontrole
tykajici se provadéni SluZeb,

Poskytovatel o tom neprodlené vyrozumi
Zadavatele a PRA, a neprodlené pieda
Zadavateli a PRA kopie jakychkoli
pisemnych sdé€leni, které byly obdrzeny v
souvislosti s touto inspekci a které
souviseji se Studii. Poskytovatel bude
spolupracovat pti kontrolnich navstévach
a auditech ze strany regulacnich utradi
rovnéz poskytne Zadavateli a PRA kopie
vsech dokumentti poskytnutych
inspektorim, které se tykaji Studie.
Zadavatel bude opravnén ucastnit se
jakékoliv  kontroly nebo  jednani
iniciovanych ze strany vladnich nebo
regula¢nich organti v souvislosti se Studii.

(d) Poskytovatel se bude fidit Protokolem a
platnymi pravnimi predpisy tykajicimi se
hlaseni nezadoucich ptihod. V souladu s
Protokolem a platnymi pravnimi predpisy
a zpusobem té€mito pozadovanym bude
Poskytovatel informovat Zadavatele
a/nebo jim povéiené osoby a spole¢nost
PRA o veskerych nezadoucich piihodach
v prubéhu poskytovani Sluzeb.

4. DOBAPLATNOSTI; ZANIK SMLOUVY

(@) Tato Smlouva nabyva ucinnosti k Datu
ucinnosti a zlstane v platnosti do dokonceni
sluzeb, anebo do vypovédi ¢i odstoupeni
nékteré Smluvni strany v souladu s timto
¢lankem.
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(b) This Agreement and the performance of the
Services may be terminated by PRA at any
time and for any reason upon thirty (30) days
written notice, or immediately upon written
notice by any party for health and safety
reasons

(c) Provider_may not terminate this Agreement

and/or Study, except: a) for Sponsor’s breach,

or b) to the extent the Protocol permits

Investigator to so terminate (e.g., patient

safety).

(d) In the event of termination under (b), the

Provider will complete any and all obligations

already undertaken, and shall cooperate fully

in the closure of any portion of Services
begun. Closure activities may include, but not
be limited to, provision of documentation to

PRA or completion of shipments. PRA will

pay for all Services properly rendered and

monies properly expended through to the
effective date of termination of this

Agreement. If Provider has been paid any

amounts which have not been earned

hereunder as of the date of termination,

Provider shall promptly return to PRA all

such unearned funds within 30 days.

5. CONFIDENTIALITY

The Provider agrees that the the Protocol, Study
Drug(s), CRFs, and any and all information, data,
reports or documents, disclosed to or generated by
the Provider regarding the work to be performed
under this Agreement (other than Patient medical
records) or otherwise provided to the Provider
which relates to the provision of the Services
(“Confidential Information™) belong to the Sponsor
and shall not be disclosed by the Provider to any
third party or be used for any purpose other than the
performance of the Services without the prior
written consent of the Sponsor, during a period of
fifteen (15) years from the last date of the
disclosure of Confidential Information. The above
obligations of confidentiality shall not apply to the
extent the Confidential Information:

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
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(b) PRA muize tuto smlouvu kdykoli a z jakéhokoli
divodu pisemné vypovédét a ukoncit
poskytovani sluzeb s vypoveédni lhitou tficeti
(30) dnii; kterakoli strana mize od smlouvy
odstoupit s okamzitou platnosti z divodu
ochrany zdravi a bezpecnosti pacientd.

(c) Poskytovatel nemtze tuto Smlouvu a/nebo
Studii ukonéit s vyjimkou: a) poruseni
podminek Zadavatelem nebo b) piipadi, kdy
Zkousejicimu takové wukoncCeni umoziuje
Protokol (napt. bezpe€nost pacientt).

(d) V piipadé¢ zéaniku smlouvy dle pism. (b)
Poskytovatel dokon¢i zahajené plnéni svych
zavazkii a poskytne plnou soucinnost pfi
ukonceni jakékoli zapocaté casti sluzeb.
Cinnosti pfi ukondeni mohou zahrnovat
zejména predani dokumentace spole¢nosti
PRA nebo dokonceni odesilani zasilek. PRA
uhradi odménu za fadné poskytnuté sluzby a
proplati fadné¢ vynalozené vydaje do data
ucinnosti zaniku této smlouvy vcetné. Pokud
byly Poskytovateli uhrazeny jakékoli castky,
na néz ke dni zaniku smlouvy nevznikl narok,
je Poskytovatel povinen tyto ¢astky, na néz ji
nevznikl narok, neprodlené vratit spole¢nosti
PRA, a to do tficeti (30) dnti.

5. UTAJENI

Poskytovatel souhlasi, Ze protokol, 1é¢iva pouzita
vramci studie, pripadové formulaie a veSkeré
informace, Udaje, zpravy nebo dokumenty, které
obdrzi nebo vytvoii Poskytovatel, tykajici se praci,
které maji byt vykondvany v souladu s touto
Smlouvou (kromé zdravotnich zaznamd pacienti)
nebo jinak poskytnutych Poskytovateli, které
souviseji s provadénim Sluzeb (dale jen ,,Davérné
informace”) jsou vlastnictvim Zadavatele a
Poskytovatel ani ¢lenové studijniho tymu nejsou
opravnéni je sdélovat jakékoli tieti osob¢ ani
pouzivat k jakémukoli jinému ucelu nez pii
poskytovani SluZeb bez piedchoziho pisemného
souhlasu Zadavatele po dobu patnacti (15) let od
posledniho dne ptfedani davérnych informaci.
Tento zavazek divérnosti informaci se nevztahuje
na davérné informace v rozsahu, v jakém:

Revised January 2016
Service Agreement

Page 7 of 21



Allz
£

PRAHEALTHSCIENCES

Czech Republic/ Service Agreement

(@)

is or becomes, through no fault of the
Provider part of the public knowledge;

(b) isacquired by the Provider from any third
party without restrictions on disclosure; or

(c) is developed by the Provider
independently, without the use or benefit
of Confidential Information, and as
evidenced by competent written records.

Permitted Disclosures. Provider’s obligations of
non-disclosure and non-use of Confidential
Information shall not apply to the extent Provider
is required by law to disclose, provided the
Provider promptly notifies the Sponsor of such a
requirement prior to disclosure in order to allow the
Sponsor the opportunity to oppose the requirement
or seek an appropriate protective order.

6. PRIVACY AND DATA PROTECTION
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(a) jsou nebo budou zvetfejnény bez zavinéni ze
strany Poskytovatele;

(b) je Poskytovatel ziskal od tieti 0soby bez
omezeni prava jejich vyzrazeni; nebo

(c) Poskytovatel je vytvoril nezavisle, bez pouziti
¢i prispéni divérnych informaci, coz lze prokazat
kvalifikovanymi pisemnymi zdznamy.

Povolené vyzrazeni. Povinnosti Poskytovatele v
oblasti utajeni a nepouziti divérnych informaci
neplati v rozsahu, v jakém ma Poskytovatel
zakonnou povinnost informovat, oviem s tim, Ze
pfed vyzrazenim Poskytovatel o takovém
pozadavku neprodlen¢ vyrozumi Zadavatele, aby
mu poskytl moZnost se proti poZadavku brénit
nebo usilovat o prislusny ochranny soudni ptikaz.

6. OCHRANA SOUKROMI A UDAJU

The parties agree that each will comply with their
respective obligations as required under applicable
privacy and data protection laws, using appropriate
technical and organizational measures for the
processing, integrity, confidentiality and security
of personal information and Study Data.

* The Provider owns and shall be responsible for
source data related to the provision of the Services
(as defined by ICH GCP).

* Sponsor owns and shall be responsible for all
Study Data (defined under Clause 7).

* Where the Study is in the European Union, the
Sponsor will be the data controller; the Provider
and Study Team will be data processor for Study
performance at Site and shall act in accordance
with instructions provided by Sponsor or PRA; and
PRA acts as data processor for clinical trial
management and monitoring duties.

PRA will provide a personal information form for
Study Team members providing the Services,
advising them of the collection, use, processing,
holding and transfer of their personal information

Smluvni strany souhlasi s tim, Ze kazda z nich bude
plnit své piislusné povinnosti poZadované podle
platnych zakonl o ochrané soukromi a osobnich
udaji s vyuZitim  vhodnych  technickych
a organizacnich opatieni pro zpracovani, integritu,
davérnost a bezpecnost osobnich udaji a udaji
studie.

* Vlastnikem zdrojovych udaju souvisejicich
s poskytovanim Sluzeb (dle definice smérnice
Mezinarodni konference pro harmonizaci spravné
klinicke praxe, ICH GCP) je Poskytovatel, ktery je
za né odpovédny.

* Vlastnikem vSech udaju studie (dle definice
podle bodu7) je Zadavatel, ktery je za né
odpovédny.

* Pokud se studie provadi v Evropské unii, bude
Zadavatel spravcem udaju a Poskytovatel atym
budou zpracovatelem udaju v rdmci poskytovani
SluZzeb abudou jednat vsouladu s pokyny
poskytnutymi Zadavatelem nebo PRA, pficemz
PRA vystupuje jako zpracovatel udaju tykajicich
se Tfizeni  Studie  apovinnosti v oblasti
monitorovani.

PRA poskytne ¢lentim tymu poskytujiciho Sluzby
formulaé  osobnich 1udaji  ainformuje je
0 shromazd’ovani, pouziti, zpracovani, uchovavani
a predavani jejich osobnich udaji do jinych zemi,
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to countries other than their own, that may not have
the same level of data protection as their own
country. Institution and Investigator agree to
provide reasonable assistance to give this form to
members of Study Team. The parties agree that
where a proposed Study Team member objects to
processing of their personal data, he/she will not be
engaged in the provision of the Services.

The Provider shall make available to Sponsor

and/or PRA, all information required to
demonstrate and verify compliance  with
obligations.

7. PUBLICATION

Publication, presentation or use of the
results of the Study is not permitted without the
prior written consent of the Sponsor.

Provider agrees that Sponsor is free to use,
copy, reprint, disseminate, and translate, in whole
or in part, any publication related to the Study or
otherwise to this Agreement, including, but not
limited to any article, abstract, manuscript, data,
text, diagrams, posters, charts, slides or pictures
related to the Study results, so long as proper
attribution is provided to the author(s).

Sponsor reserves the right to publish in
connection with the Study.

8. INVENTIONS

The existing inventions and technologies of PRA,
the Sponsor or the Provider are their separate
property and are not affected by this Agreement.
The entire right, title and interest in and to any
invention, discovery, know-how or other
intellectual property rights that are conceived,
developed, or reduced to practice (including
improvements or modifications), which (i) rely, use
incorporate, or arise from the use of the Study drug;
(ii) incorporate or are anticipated by the Protocol;
(iii) rely, use,incorporate, or arise from the use of
any Confidential Information, shall be the
exclusive property of the Sponsor (collectively
referred to as “Sponsor Inventions™) and Sponsor
has the right to use the Sponsor Inventions for all
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které nemuseji mit stejnou uroven ochrany
osobnich udaju jako jejich vlastni zemé&. Smluvni
strany souhlasi s tim, Ze poskytnou pfi predavani
tohoto formulafe ¢leniim tymu piiméfenou pomoc.
Smluvni strany souhlasi stim, Ze pokud ma
navrzeny ¢len studijniho tymu  namitky proti
zpracovani jeho osobnich udajl, pak se nebude na
poskytovani Sluzeb podilet.

Poskytovatel pieda zadavateli a/nebo PRA
k dispozici vSechny informace, které jsou potiebné
k prokdzani  aovéfeni  dodrZzovani  jejich
povinnosti.

7. PUBLIKACE

Publikace, prezentace nebo pouziti vysledki
studie neni povoleno bez piedchoziho pisemného
souhlasu zadavatele.

Poskytovatel souhlasi s tim, Ze s
podminkou fadného uvedeni autora (autorti) mtize
Zadavatel voln€ pouzivat, kopirovat, otiskovat,
rozSitovat a prekladat jakékoliv publikace, at’ jiz v
celém rozsahu ¢i Castecné, souvisejici se Studii ¢i
touto Smlouvou, mimo jiné véetné jakychkoliv
¢lankut, vynatkt, rukopisd, tdaju, textu, schémat,
vyvesek, grafii, snimkil nebo obrazki tykajicich se
vysledki Studie.

Zadavatel si vyhrazuje pravo zvefejnéni
udaji souvisejicich se Studii.

8. VYNALEZY

Stavajici vynalezy a technologie PRA, Zadavatele
a Poskytovatele jsou vlastnictvim kazdého z nich a
tato Smlouva na né nema vliv. VeSkerd prava,
vlastnicky titul k jakymkoli vynélezim, objeviim a
know-how ¢i jina prava duSevniho vlastnictvi,
ktera vzniknou, budou vyvinuty nebo zavedeny do
praxe (vCetn¢ zlepSeni nebo uprav), ktera (i)
pouZivaji, vyuZivaji,zahrnuji nebo vzniknou
poZitim hodnoceného 1é¢iva; (ii) jsou zahrnuty
nebo predvidany v protokolu; (iii) pouZivaiji,
vyuZivaji, zahrnuji nebo vzniknou pouZitim
jakékoli davérné informace, budou vyhradnim
majetkem  Zadavatele (spole¢né ,Vynalezy
zadavatele®) a Zadavatel je opravnén vyuzivat
Vynalezy Zadavatele ke vSem ucelim (patentové
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purposes (patent applications, regulatory filing,
etc.) without any fee, liability or further obligation
to Provider. The Provider shall promptly disclose
to the Sponsor each such Sponsor Invention and
shall assign to Sponsor all rights, title and interest,
if any, in and to each such Sponsor Invention. The
Provider agrees to provide, at Sponsor’s expense,
reasonable assistance to Sponsor to enable Sponsor
to perfect and enforce its rights in any Sponsor
Invention. The Provider shall have exclusive
ownership of any inventions or discoveries or
reduced to practice solely by the Provider that are
not Sponsor Inventions.

9. INDEPENDENT CONTRACTORS;
STATUS OF THE SPONSOR

PRA’s relationship with the Provider is
that of an independent contractor, and no
partnership, employer/employee, principal/agent
or other similar relationship is created, or intended
to be created by this Agreement.

The parties acknowledge that the Sponsor
is an intended third-party beneficiary of this
Agreement, entitled to enforce its rights and those
of PRA under the terms as if a party to this
Agreement.

10. CERTIFICATIONS

(a) The Provider hereby certifies that it has
not been debarred or disqualified from
participating in clinical research under
any laws or regulations. . If during the
term of this Agreement, the Provider or
any of its Study Team members (i)
becomes debarred or disqualified or (ii)
receives notice or threat of an action with
respect to its  debarment or
disqualification, the Provider shall notify
PRA and the Sponsor immediately.

(b) The Provider hereby certifies that it has not
and will not use in any capacity the
services of any individual, corporation,
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prihlasky, podani regulacnim tfadtim atd.), a to
bezplatné a aniz by tim vuci Poskytovateli vznikal
jakykoliv zavazek ¢i dal$i povinnost. Poskytovatel
je povinen bezodkladné informovat Zadavatele o
kazdém takovém vyndlezu nalezicimu Zadavateli a
pievede na Zadavatele vesSkera prava a pripadny
vlastnicky titul a podil ke vSem vynéalezim
Zadavatele. Poskytovatel se zavazuje poskytnout
Zadavateli na jeho naklady pfiméfenou pomoc, aby
mohl Zadavatel smluvné zajistit a vykonavat sva
prava na takové vynalezy nédleZici Zadavateli.
Poskytovatel ~ bude  vyluénym  vlastnikem
jakychkoli vynalezti nebo objevii zavedenych do
praxe vyhradné Poskytovatelem, které nejsou
vynélezy Zadavatele.

9. NEZAVISLE SMLUVNI
POSTAVENI ZADAVATELE

STRANY;

Vztah mezi spole¢nosti PRA a Poskytovatelem je
vztahem na sob& nezavislych smluvnich stran a
tato Smlouva nevytvaii, ani neni zamysleno, aby
vytvaiela partnerskou spole¢nost, zaméstnanecky
pomér, vztah zmocnitele a z&stupce ¢i jiny
obdobny vztah.

Strany souhlasi, Ze Zadavatel je uréenym
beneficientem této Smlouvy, ktery ma& néarok
prosazovat sva prava a prava spole¢nosti PRA jako
strana podle podminek této Smlouvy.

10. OSVEDCENI

(a) Poskytovatel timto samostatng osvédcuje,
Ze mu nebyla zastavena ¢innost ani nebyl
vylouCen z ucasti v klinickém vyzkumu
podle Zadnych zakonti nebo ptedpist. Pokud
béhem trvani této  Smlouvy  bude
Poskytovateli nebo kterémukoli ¢lenu jeho
studijniho tymu (i) zastavena ¢innost nebo
bude vyloucen(a), nebo pokud (ii) obdrzi
ozndmeni o opatfeni nebo vystrahu ohledné
opatieni pro zastaveni ¢innosti nebo
vylouéeni, ozndmi to  Poskytovatel
neprodlené spole¢nosti PRA a Zadavateli.

(b) Poskytovatel timto potvrzuje, Ze v Zadné

funkci nevyuZivad a ani nebude vyuZivat

sluzeb fyzické osoby, spole¢nosti, veifejné
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11.

partnership, or association which has been
debarred or disqualified under any laws or
regulations. In the event that Provider
becomes aware of or receives notice of any
debarment or disqualification or threatened
debarment or threatened disqualification of
any such individual or entity, it will notify
PRA immediately.

(c) Provider warrants and promises that, in
connection with the Services and this
Agreement, (i) it has not and will not
(directly or indirectly) make any improper
payment or offer (or authorizing another to
pay or offer) money or anything of value to
a government official or any other person
connected with the provision of Services
under this Agreement, in order to
improperly influence any act or decision of
such official or person, to induce such
official or person to do or omit to do any
act in violation of his or her relevant duty,
to obtain any improper advantage, to
procure improper performance of a
function or activity associated with this
Agreement or in the case of a government
official, to induce such official to use his or
her influence improperly to affect or
influence any act or decision of a
government and(ii) it has not and will not
(directly or indirectly) request, accept or
receive money or anything of value to
procure improper performance of a
function or activity associated with this
Agreement.

(e) Provider acknowledges that Sponsor is
bound by the Foreign Corrupt Practices
ACT (FCPA) and UK Bribery Act and
will not cause Sponsor to breach its
responsibilities under the acts.

INSURANCE AND LIABILITY

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
IM011-073

obchodni spole¢nosti nebo asociace, kterym
byl na zaklad¢ jakychkoli zakont ¢i predpist
uloZen zékaz ¢innosti nebo byly vylouéeni. V
piipadé, Ze se Poskytovatel dozvi o
zastaveni cCinnosti nebo vylouceni nebo
hrozicim zastaveni cinnosti ¢i hrozicimu
vylouceni téchto 0sob nebo subjektii, nebo o
téchto skute¢nostech obdrzi ozndmeni, je o
tom povinen okamzité informovat spole¢nost
PRA.

(c) Poskytovatel zarucuje a slibuje, Ze v

souvislosti se sluzbami a s touto Smlouvou
(i) neposkytl ani neposkytne, nenabidl ani
nenabidne (pfimo ani nepiimo) Zadnou
nedovolenou platbu (ani nedovoli jinym
osobam, aby ji poskytly nebo nabidly),
penize ani jiné hodnotné plnéni statnimu
ufednikovi nebo jiné osobé spojené
s poskytovanim sluzeb na zakladé této
smlouvy, s cilem nedovolené ovlivnit Gkon
nebo rozhodnuti takoveé Giedni osoby, pfimét
ufedni osobu, aby v rozporu se svymi
povinnostmi provedla ur¢ity Ukon nebo se jej
zdrzela, ziskat neopravnénou vyhodu,
vyvolat neopravnény vykon funkce nebo
¢innosti spojené s touto smlouvou, anebo, v
ptipadé statniho tfednika, podnitit tohoto
ufednika k nedovolenému pouziti jeho vlivu
ke zméné nebo ovlivnéni Ukonu nebo
rozhodnuti statniho organu, a (ii) neZadala,
nepiijala nebo neobdrZela ani nebude Zadat,
nepiijme nebo neobdrZi (p¥imo ani nepiimo)
Zadné penize ani jiné hodnoty k zajisténi
nepatiiéného vykonu funkce nebo ¢innosti v
souvislosti s touto smlouvou.

(e) Poskytovatel bere na védomi, Ze je Zadavatel

vazan Zakonem o zahrani¢nich korupcnich
praktikach (Foreign Corrupt Practices Act,
FCPA) a britskym Protikorupénim zakonem
(Bribery Act), anezavda Zadavateli pfi¢inu k
poruseni jeho povinnosti dle téchto pravnich
predpist.

11. POJISTENI A ODPOVEDNOST
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(a) The parties hereto acknowledge that Sponsor

has obtained insurance cover, as required by
applicable law, for Study subject’s injuries
arising from their participation in the Study.
Sponsor declares that this Insurance covers also
Services provided based on this Agreement.
Provider declares that it has arranged insurance
according to § 45 par. n) of Act No. 372/2011
Coll., on Health Services, as amended. Provider
shall, at PRA’s request, have its insurance
carrier for such insurance furnish to PRA a
certificate that such insurance is in force.

(b) Subject to stricter local Laws, Sponsor will pay

for or reimburse:

(2) the reasonable cost of medical treatment
of an illness or injury;
(b) to the extent such cost is not covered by
subject's insurance or other third-party or
governmental coverage;
(c) where such illness or injury results from
administration of the Study drug due to a
procedure in accordance with the Protocol,
and/or

This payment or reimbursement does not apply to
the extent such injury is attributable to:

(@) Study subject's failure to follow

directions;
(b) the progression of subject's
underlying condition;
(c) Provider 's negligence, willful
act/omission;

(d) Provider 's failure to follow terms of
Agreement/Protocol; or

(e) Standard of care medical treatment
(inclusive of drugs and procedures) for a
Study subject’s underlying condition.

(c) The Provider is and shall remain liable for any

harm, claims, actions or expenses (including
legal expenses) resulting from or connected with
the negligence, omission or fault on the part of
the Provider or Study Team Members for
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(@) Smluvni strany berou na védomi, Ze Zadavatel

v souladu s platnymi predpisy sjednal pojisténi
kryjici jmy na zdravi subjektt studie vzniklé
v disledku jejich ucasti ve studii. Zadavatel
prohladuje, Ze toto pojisténi se vztahuje i na
poskytovani Sluzeb dle této Smiouvy.
Poskytovatel prohlaSuje, Ze mé& sjednano
pojisténi dle § 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb., o zdravotnich sluzbach, ve znéni
pozdéjsich predpist. Poskytovatel je na Zadost
spole¢nosti PRA povinen zajistit, aby jeho
piislu$ny pojistitel predlozil spole¢nosti PRA
potvrzeni, Ze je uvedené pojisténi platne.

(b) V souladu s ptisn€j$imi z mistnich pravnich

predpist Zadavatel provede uhradu a
poskytne ndhradu za:

(a) priméfené naklady na lékaiské oSetieni v
ptipadé nemoci ¢i zranéni;

(b) v ptipadech, kdy thrada takovych naklada
neni zajiSténa v ramci pojisténi subjektu
nebo jiného kryti poskytovaného treti
stranou nebo statem;

(c) jestlize je takova nemoc nebo zranéni
dasledkem podani Hodnoceného 1¢ku
nebo v duasledku postupu v souladu s
protokolem a/nebo

Tato Gihradu ¢i nahrada se nevztahuje na piipady,
kdy lze takové zranéni pficitat

(@) nedodrzeni pokynt subjektem Studie;

(b) postupu zakladniho onemocnéni
subjektu;
(c) nedbalosti, uamysinému jednéni/

opomenuti nebo chybé na strané
Poskytovatele;

(d) nedodrZeni podminek Smlouvy/Protokolu
Poskytovatelem; nebo

(e) standardnimu  lékafskému  oSetieni
(vCetné¢ 1€kt a postuptt) z davodu
zakladniho onemocnéni subjektu Studie.

(c) Poskytovatel je a bude i nadale zodpovédny za

Skody, naroky, Zaloby nebo vydaje (v¢etné
pravnich vydaja) vyplyvajici z nedbalosti,
opomenuti nebo zavinéni ze strany c¢lend
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provision of the Services.

12. MATERIAL TRANSFER; RETURN OF 12.

MATERIALS; EQUIPMENT

(@)

During the provision of the Services,
Sponsor or Sponsor’s designee shall
provide to the Provider the agents required
for the performance of the Services
(collectively, the "Materials™).  The
Materials will be used only by the
Provider for performance of the Services
in accordance with the Protocol, the
Applicable Laws and this Agreement. The
Provider shall handle, and storeof
Materials in accordance with the Protocol
and any reasonable written instructions
provided by Sponsor (or Sponsor’s
designee), and in compliance with all
applicable, local and national laws, rules
and regulations.

(b) Unless otherwise agreed by the parties, in

(©)

the event that the Protocol for a Study
requires the collection of blood, tissue or
other biological materials from subjects
(“Biological Materials”) the Provider
agrees that the use of such Biological
Materials shall be limited to those tests,
analyses or procedures identified in the
Protocol and informed consent as
approved by the IRB/EC, and/or
following Sponsor’ prior written consent,
or as otherwise expressly permitted by
this Agreement. All use of such Biological
Materials is subject to all of the terms of

this  Agreement including without
limitation, publication, intellectual
property, data ownership and

confidentiality.

Upon completion or termination of the
Services, all Materials furnished to
Provider Dby Sponsor or Sponsor’s
designee shall be promptly returned as
directed by PRA. Shipping costs relating
thereto will be paid by PRA.
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tymu pti

poskytovani Sluzeb.

PREDANI

MATERIALU: VRACENI

MATERIALU; VYBAVENI

(a)

(b)

(©)

Béhem provadéni Sluzeb poskytne
Zadavatel nebo jim povefena osoba
Poskytovateli  materidl  potfebny Kk
poskytovani sluzeb (souhrnné
oznaované jako "Materidl"). Material
bude Poskytovatel pouzivat vyhradné k

poskytovani  sluzeb v souladu s
protokolem, s pfislusnymi pravnimi
pfredpisy a s touto Smlouvou.

Poskytovatel bude s Materidlem nakladat
a skladovat jej v souladu s Protokolem a
pfiméfenymi pisemnymi pokyny
pfedanymi pfipadné Zadavatelem (nebo
jim povéfenou osobou), a v souladu se
vsemi platnymi mistnimi a narodnimi
zakony, pravidly a predpisy.

Jestlize neni smluvnimi stranami
dohodnuto jinak, odbér krve, tkané nebo

jiného  biologického  materidlu  od
subjektd  (dale jen ,,Biologicky
materidl“) bude probihat v souladu

s Protokolem a Poskytovatel se zavazuje,
ze odbéry Biologického materialu budou
limitovany na testy, analyzy nebo
procedury v souladu s Protokolem a se
souhlasem schvalenym etickou komisi
a/nebo po Zadavatelové pisemném
Souhlasu, pfipadné jinym zplsobem,
ktery vyslovné umoziuje tato Smlouva.
Pouziti takovych Biologickych materialt
vzdy podléha veSkerym podminkam této
Smlouvy, mimo jiné vcetn¢ ustanoveni
tykajicich se zvefejnovani  udaju,
duSevniho vlastnictvi, vlastnictvi Udaji a
daveérnosti informaci.

Po dokonceni nebo pfed¢asném ukonceni
sluzeb musi byt veSkery material dodany
Poskytovateli Zadavatelem nebo jim
povétenou osobou neprodlené vracen dle
pokyni PRA. S tim spojené ptepravni
néklady uhradi PRA.

Revised January 2016
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(d) If Sponsor provides equipment to
Provider, such equipment shall be used by
the Provider only for the performance of
the Services and in accordance with any
written instructions of use and/or training
provided by the equipment manufacturer
or Sponsor. Such equipment is property of
the Sponsor or Sponsor’s designee and
shall be returned, at Sponsor’s expense, to
Sponsor (or Sponsor’s designee), upon
Sponsor’s  written request or upon
completion of the Study. The equipment
to be provided is listed at Exhibit C.
Provider will use reasonable care to
maintain such equipment while in its
possession, provided that Sponsor shall be
responsible for maintenance and repair
costs due to normal wear and tear. In the
event that equipment is damaged for
reasons not due to correct usage or normal
wear and tear, Provider shall be liable for
the cost of repair or replacement of the
affected equipment. The parties undertake
to executed a separate Loan Agreement,
which will include the requirements
according to the provisons of Section
2193 et seq. of Act No. 89/2012 Coll., the
Civil Code and, in the case of medical
device, the requirements of Act. No.
268/2014 Coll.

13. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS

(@) The Provider shall maintain IT and
organizational security measures sufficient
to protect the personal information, when
in their possession and whilst being
transferred to PRA, Sponsor or other third
parties. The Provider shall ensure that all
Study Team members comply with the
obligations imposed upon them by
applicable data protection laws and
specifically, the removal of patient
personal identifiers from any
communications external to the Provider

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
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(d) Poskytuje-li Zadavatel Poskytovateli
vybaveni, bude Poskytovatel toto
vybaveni  pouzivat  vyhradné¢ k
poskytovani sluzeb a v souladu s
veSkerymi pisemnymi navody k pouZiti
nebo proSkolenim poskytnutymi
vyrobcem zafizeni nebo Zadavatelem.
Takové vybaveni je vlastnictvim
Zadavatele nebo jim povéfené osoby a na
pisemnou Z&dost Zadavatele nebo po
dokonc¢eni klinického hodnoceni musi
byt na naklady Zadavatele vraceno
Zadavateli (nebo jim urCené osobg).
Vybaveni, které bude poskytnuto, je
uvedené v Piiloze C. Poskytovatel
vynaloZi takové usili, jaké po ni lze
spravedlivé pozadovat, aby zajistil
Udrzbu vybaveni v dobé, kdy je ma v
drZeni, ovéem s tim, Ze naklady na
udrzbu a opravy spojené s béznym
opotiebenim nese Zadavatel. Pokud bude
zatizeni poskozeno z jinych davodl nez
je spravné pouzivani a béZné opotiebeni,
naklady na opravu nebo vyménu
dot¢eného zaiizeni ponese Poskytovatel.
O piipadném zapidjéeni vybaveni se
smluvni strany zavazuji uzavtit smlouvu
o vypujcce, ktera bude mit nalezitosti dle
ustanoveni § 2193 a nasl. zakona ¢.
89/2012 Sb., obcansky zakonik a
Vv ptfipadé zdravotnického prostiedku i
nalezitosti zakona ¢. 268/2014 Sb.

13. ZABEZPECENi A SYSTEM
INFORMACNICH TECHNOLOGII

(a) Poskytovatel pfijme  opatfeni k
zabezpeceni IT a organizacni bezpecnostni
opatieni, dostate¢nd k ochran& osobnich
udaju, které ma v drzeni nebo které prevadi
spole¢nosti PRA, Zadavateli nebo jinym
tfetim strandm. Poskytovatel zajisti, aby
v8ichni  ¢lenové  studijniho  tymu
dodrzovali své povinnosti vyplyvajici z
platnych zakont na ochranu osobnich
udajt, zejména pii vymazavani osobnich
identifika¢nich tdaju pacientt z veSkeré
externi komunikace Poskytovatele, ledaze

Revised January 2016
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14.

(b)

(©)

(d)

unless necessary for safety purposes or
required by law.

Data Encryption: The parties commit to
the protection of the confidentiality of
digital data stored on computer systems or
transmitted via the internet or any other
computer network.

Each party shall respectively implement a
robust policy framework and managerial
and technical processes that address the
threats and risks to data, networks and
communications systems, such as data
encryption system. Such encryption
systems will reasonably protect data from
being accessed by unauthorized users.
Where applicable, each party will use
industry accepted encryption techniques
where technically feasible or use an
acceptable alternate control(s) to process,
transfer and/or store data under this
Agreement.

If this Agreement is signed electronically,
Provider shall ensure that they have
adequate software in place for such
signature to create a legally binding
Agreement.

Mobile applications (mHealth), where
used in the pursuit or provision of the
services, shall comply with applicable
electronic security requirements, medical
device legislation, if applicable, and data
protection laws to ensure the security of all
confidential and patient personally
identifiable information transmitted in this
manner. Data obtained through mobile
applications shall be securely stored as
long as required by applicable legislation
and regulations.

MISCELLANEOUS

14.

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
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by byly nutné z bezpe¢nostnich diivoda
anebo vyZadované zékonem.

Sifrovani udaji: Smluvni strany se
zavazuji, Ze budou chranit dvérnost
digitalnich udaju uloZenych
Vv pocitacovych systémech nebo
prenasenych pomoci internetu nebo jine
pocitacove sité.

Jednotlivé smluvni strany zavedou kazda
samostatné ramec pevnych zasad a fidicich
a technickych procesti, které budou fesit
hrozby arizika tykajici se udaju, siti
a komunikacnich systému, napf. systém
Sifrovani udaji. Tento systém Sifrovani
bude piiméfené chranit udaje pied
pristupem ze strany neopravnénych
uzivateld. Tam, kde to bude vhodné, budou
jednotlivé strany pouzivat schvalené
Sifrovaci techniky, pokud jsou technicky
proveditelné, nebo budou pouZivat jiné
kontroly zpracovani, piedavani a/nebo
ukladéani udajt podle této smlouvy.

Bude-li tato  Smlouva podepsana
elektronicky, je Poskytovatel povinen mit
k dispozici vhodny software, aby takovym
podpisem doslo ke vzniku pravné zavazné
smlouvy.

Mobilni  aplikace  (napf. mHealth)
pouZivané pti zisk&vani nebo poskytovani
sluzeb musi spliovat platné poZadavky
elektronické  bezpecnosti,  piipadné
legislativy o zdravotnickych prostredcich a
zakony na ochranu udaju, aby byla
zajisténa bezpe€nost viech divérnych
informaci a informaci identifikujicich
pacienty pfenasenych pomoci téchto
aplikaci. Udaje ziskané z mobilnich
aplikaci musi byt bezpe¢né uchovavany po
dobu vyZadovanou platnymi zakony a
predpisy.

ZAVERECNA USTANOVENI
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Entire Agreement: Amendments. This Agreement,
together with its Exhibits, constitutes the entire
agreement between the parties and may be
amended only by written amendment signed by
each party.

Waiver; Severability No waiver of any term or
condition of this Agreement whether by conduct or
otherwise in any one or more instances shall be
deemed to be or construed as a further or
continuing waiver of such term or condition, or of
any other term or condition of this Agreement. If
any terms or conditions of this Agreement are held
to be invalid, illegal or unenforceable, the
remaining terms and conditions contained herein
shall not be affected.

Continuing Obligations; Survival of Provisions.

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
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Neexistence jinych ustanoveni: Zmény smlouvy.
Tato smlouva spolu se svymi pfilohami
predstavuje celou dohodu mezi smluvnimi
stranami a lze ji ménit pouze pisemnymi dodatky
podepsanymi obéma smluvnimi stranami.

Vzdani se prava, délitelnost smlouvy. Z&adné
prominuti splnéni nékterych podminek nebo
ustanoveni této smlouvy, at’ uz jednanim nebo
jinak, se nepovazuje nebo nebude vykladano jako
dali nebo trvalé prominuti takovych podminek
nebo jinych podminek dle této smlouvy. V piipadé
7ze nekteré podminky nebo ustanoveni této
Smlouvy se stanou neplatnymi, nicotnymi,
nezakonnymi nebo nevynutitelnymi v jakémkoli
smyslu, potom platnost, zakonnost a vynutitelnost
zbyvajicich podminek a ustanoveni obsazenych v
této smlouve nebude dotéena nebo timto naruSena.

Zavazky  zustavajici v platnosti,  platnost

Except as otherwise specifically provided herein,
termination of this Agreement shall not relieve any
party hereto from any obligation under this
Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agreement, specifically Confidentiality section.

Use of Names. Neither party shall use the name,
symbols and/or trademarks of the other or of the
Sponsor unless explicitly approved to do so in
advance.

Governing Law.  This Agreement shall be
governed by and construed under the laws of where
the services are performed excluding conflict of
law rules. The priority language of this Agreement
will be Czech language. In the event of any
discrepancy between the two language versions,
the Czech version shall prevail provided that the
English version shall be sufficiently consulted to
determine the genuine intention of the Parties with
respect to the discrepancy.

Assignment. The Provider may not assign any of

ustanoveni po zaniku smlouvy. Neni-li vyslovné
sjednan opak, zanik této smlouvy vypovédi nebo
odstoupenim nezprostuje smluvni strany zavazku,
které vznikly pfed zanikem smlouvy nebo na
zaklad¢é skutecnosti a okolnosti existujicich pied
zanikem smlouvy. Dale ta ustanoveni této
smlouvy, kterd se z povahy véci tykaji zavazkl
trvajicich i po zaniku smlouvy, zistavaji v platnosti
i po zaniku této smlouvy, obzvlasté sekce Utajeni.

Uzivani jmen a nazvi. Zadnd smluvni strana
nepouZije nadzev, symboly a/nebo ochranné
zndmky druhé smluvni strany nebo Zadavatele,
pokud k tomu neziskala vyslovny predchozi
souhlas.

Rozhodné pravo. Tato Smlouva se fidi zakony
zem&, vniZ jsou poskytovany sluzby, vyjma
koliznich norem, a je v souladu s nimi i vykladana.
Prioritnim jazykem této smlouvy bude cestina. V
pfipadé  jakéhokoli rozporu mezi obéma
jazykovymi verzemi je rozhodujici Ceska verze, za
predpokladu, ze bude s anglickou verzi provedena
dostatecna konzultace k urceni skute¢ného zaméru
smluvnich  stran, v souvislosti s danou
nesrovnalosti.

Prevedeni prav. Poskytovatel nesmi prevést zadna
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its rights or delegate any performance under this
Agreement, voluntarily or involuntarily, whether
by merger, consolidation, dissolution, operation of
law, or any other manner except with the prior
written consent of PRA, and any purported
assignment or delegation without PRA’s written
consent is void.

PRA may assign this Agreement to
Sponsor, in whole or in part, without the prior
written consent of Provider.

Notices. All notices to be given under this
Agreement shall be in writing and shall be
delivered personally, sent by registered mail or by
nationally-recognized courier on next-day delivery
to:

If to PRA:

Pharmaceutical Research Associates CZ,
S.r.o.

C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD

United Kingdom

Attention: Director of Global Contracts

If to the Provider:

VSeobecna fakultni nemocnice v Praze

U Nemocnice 499/2

Praha 2 128 08

Czech Republic

Attention: XXxXXXxxxxxxxx Clinical Trials and
Research Department

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
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ze svych prav ani delegovat vykon sluzeb v ramci
této Smlouvy, dobrovolné ¢&i nedobrovolné na
zakladé fuze, konsolidace, zru$eni, ze zakona ¢i
jinym zptsobem (s vyjimkou piedchoziho
pisemného schvéleni PRA) a kazdé zamyslené
pifevedeni nebo delegovani bez pisemného
souhlasu PRA je neplatné.

Spolecnost PRA muize tuto Smlouvu, at
jiz v celém rozsahu C¢i c¢asteCné, postoupit
Zadavateli bez piedchoziho pisemného souhlasu
Poskytovatele.

Oznamovani. VeSkera ozndmeni zasilana dle této
smlouvy musi byt ucinéna pisemn¢ a predana
osobn¢, zaslana doporuCenou postou nebo
mezindrodné¢ uznavanou kuryrni sluzbou s
dodanim do druhého dne na adresy:

Pokud jsou uréeny pro PRA:

Pharmaceutical Research Associates CZ,

S.r.o.

C/O Pharm Research Associates (UK) Ltd

500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

United Kingdom

K rukam: Director of Global Contracts (Globalni
feditel pro smluvni oddéleni)

Pokud jsou uréeny pro Poskytovatele:

VSeobecna fakultni nemocnice v Praze

U Nemocnice 499/2

Praha 2 128 08

Ceska republika

K rukdm:  XXXXXXXXXXXXX , oddé&leni klinického
hodnoceni a vyzkumu

Revised January 2016
Service Agreement

Page 17 of 21



Allz
£

PRAHEALTHSCIENCES

Czech Republic/ Service Agreement

If to the Sponsor:

For scientific matters:

Name: XXXXXXXXXXXXX

Address: Bristol-Myers Squibb Int’l Corp,
Parc de I’ Alliance, avenue de Finlande 4, 1420
Braine-I’Alleud, Belgium

Tel.: XXXXXXXXXXXXKX

Mail: XXKXXXXXXXKXXXX

For legal matters:

Name: XXXXXXXXXXXXX

Address: Bristol-Myers Squibb Int’I Corp,
Parc de I’ Alliance, avenue de Finlande 4, 1420
Braine-I’Alleud, Belgium

Tel.: XXXXXXXXXXXXX
Mail: XXXXXXXKXXXXXXK
For financial matters: please contact the

responsible personel of Provider XXXXXXXXXXXXX

With a copy to:

Vice President and Assistant General
Counsel

Strategic Corporate Transactions
Bristol-Myers Squibb Company

777 Scudders Mill Road

Plainsboro, New Jersey 08536

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
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Pokud jsou ureny pro Zadavatele:

V odbornych zalezitostech:

JMENo: XXXXXXXXXXXXX , feditel medicinského
odboru

Adresa: Bristol-Myers Squibb Int’l Corp, Parc de
I’Alliance, avenue de Finlande 4, 1420 Braine-

I’Alleud, Belgie
Tel.: XXXXXXXXKXXXX
E-mail: XXXXXXXXXXXXX

V pravnich zaleZitostech:

Jméno: XXXXXXXXXXXXX

Adresa: Bristol-Myers Squibb Int’l Corp, Parc de
I’Alliance, avenue de Finlande 4, 1420 Braine-

I’Alleud, Belgie
Tel.: XXXXXXXXXXXXX
E-mail: XXXXKXXXKXXXX

Ve financénich zaleZitostech prosim kontaktujte
odpovédnou osobu na strané Poskytovatele
XXXXXXXXXXXXX

V kopii pro:

Viceprezidenta a asistent hlavniho pravniho
poradce

Strategické firemni operace

Bristol-Myers Squibb Company

777 Scudders Mill Road

Plainsboro, New Jersey 08536
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IN WITNESS WHEREOF, the parties NA DUKAZ TOHO {adné zmocnéni
have caused this Agreement to be executed by their  zastupci smluvnich stran podepsali tuto Smlouvu
duly authorised representatives on the date(s) dne, jak je uvedeno dale, ale s ucinnosti pro
indicated below, but effective for all purposes as of vsechny tcely k datu ucinnosti.
the Effective Date.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By / Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name / Jméno:  XXXXXXXXXXXXX
Title / Funkce:  XXXXXXXXXXXXX

Date/Datum:

VSEOBECNA FAKULTNI NEMOCNICE V PRAZE

By / Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name / JmEéno:  XXXXXXXXXXXXX
Title / Funkce:  XXXXXXXXXXXXX

Date / Datum:

Revised January 2016 Page 19 of 21
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I, XXXXXXXXXXXXX , hereby certify that | became
familiar with the protocol and all the documents
submitted by PRA to perform the Services. | was
acquainted with this Agreement, | will abide the
obligations set out and will proceed in accordance
with the Act No. 378/2007 Coll., On
Pharmaceuticals, as amended and with other legal
regulations.

By/Podepsal:

Name/JmEno: XXXXXXXXXXXXX
Title/Funkce:  XXXXXXXXXXXXX

Date/Datum:

XXXXXXXXXXXXXXXX / VSeobecna fakultni nemocnice v Praze
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J&, XXXXXXXXXXXXX , timto potvrzuji, Ze jsem se
seznamila s Protokolem a v3iemi dokumenty
predanymi spole¢nosti PRA k poskytnuti SluZeb.
Byla jsem sezndmena s touto Smlouvou, budu
dodrZovat povinnosti v ni stanovené a postupovat
v souladu se zdkonem ¢. 378/2007 Sb., o 1é¢ivech,
Vv platném znéni a dal$imi pravnimi predpisy.
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EXHIBIT A/PRILOHAA
PAYMENT TERMS / PLATEBNI PODMINKY

XXXXXXXXXXXXX
XXXXXXXXXXXXX
XXXXXXXXXXXXX

EXHIBIT B/ PRILOHA B

BUDGET / ROZPOCET

XXXXXXXXXXXXX
XXXXXXXXXXXXX
XXXXXXXXXXXXX
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	SMLOUVA O POSKYTOVANÝCH SLUŽBÁCH 
	SERVICES AGREEMENT 
	This SERVICES AGREEMENT (the “Agreement”) is effective by publishing in accordance with the Act no. 340/2015 Coll. On the Register of Contracts  (the “Effective Date”) by and between 
	and Pharmaceutical Research Associates CZ, s.r.o., located at Praha 7, Jankovcova 1569/2c, Post Code (PSČ): 170 00, Czech Republic, IČ (company ID number): 27636852, the limited liability company duly registered in the Commercial Register of the Czech Republic maintained by the Municipal Court in Prague, Section C, Entry 120574, represented by xxxxxxxxxxxxx (“PRA”), an affiliate of Pharmaceutical Research Associates (UK) Ltd., located at 500 Oak Way, Green Park, Reading, Berkshire RG2 6 AD, United Kingdom and with registred address at Cannon Place, 78 Cannon Street, London, EC4N 6AD, UK (“PRA UK”),, acting as an independent contractor for Bristol-Myers Squibb International Corporation located at Chaussée de la Hulpe, 185 1170 Brussels, Belgium (the “Sponsor”). PRA has agreed to accept certain obligations and duties of Pharmaceutical Research Associates, Inc.,with respect to the the conduct of the clinical trial in Czech Republic.   
	1. SLUŽBY
	(a) Společnost PRA uhradí Poskytovateli odměnu dle Platebních podmínek a Rozsahu služeb a nákladů, které tvoří přílohy A („Platební podmínky“) a B („Rozpočet“) této smlouvy, po obdržení faktur a dalších podkladů uvedených v této Smlouvě. Platby hrazené dle této Smlouvy jsou průběžnými platbami od Zadavatele.
	3. VEDENÍ ZÁZNAMŮ; PŘÍSTUP
	(a) Oprávnění zástupci Zadavatele a/nebo PRA mají právo během provádění klinického hodnocení i po jeho skončení, po přiměřeném předchozím vyrozumění a v běžné pracovní době: (i) provádět audit a kontrolovat prostory Poskytovatele potřebné k poskytování Služeb.; (ii) kontrolovat veškeré údaje, záznamy a výsledky práce (včetně součástí záznamů všech pacientů zařazených do klinického hodnocení) týkající se poskytování Služeb, a v případě potřeby pořizovat kopie těchto údajů, záznamů a výsledků práce, za podmínky, že kopie nebudou bez povolení obsahovat žádné údaje o pacientovi zařazeném do klinického hodnocení, které by umožňovaly určit jeho totožnost; (iii) předávat informace a pokyny k poskytování Služeb; a (iv) hodnotit a/nebo potvrzovat, zda/že Poskytovatel poskytuje Služby v souladu se standardy sjednanými v této smlouvě. Poskytovatel je povinen vést úplné a správné záznamy týkající se poskytování Služeb a z toho vzniklé záznamy  je povinen archivovat v souladu s ICH GCP po dobu, jakou stanoví příslušné právní předpisy. Poskytovatel služeb bude uchovávat kopie všech údajů shromážděných při provádění služeb, jakož i kopie další dokumentace týkající se plnění této Smlouvy po dobu patnácti (15) let od předčasného nebo řádného dokončení služeb, po uplynutí této lhůty bude dokumentace skartována v souladu s příslušnými právními předpisy. Zadavateli zůstávají práva uvedená u písmene (a) i po ukončení poskytování Služeb u Poskytovatele.
	(b) Poskytovatel musí být v přiměřených hodinách v běžné pracovní době k dispozici ke schůzkám s monitory klinického hodnocení a odpovídat na jejich otázky týkající se poskytování Služeb. Pokud musí PRA použít počítačové systémy Poskytovatele nebo do nich vstoupit, učiní tak v souladu s pokyny Poskytovatele a získané údaje použije pouze pro účely klinického hodnocení. 
	(a) Tato Smlouva nabývá účinnosti k Datu účinnosti a zůstane v platnosti do dokončení služeb, anebo do výpovědi či odstoupení některé Smluvní strany v souladu s tímto článkem.
	(b) PRA může tuto smlouvu kdykoli a z jakéhokoli důvodu písemně vypovědět a ukončit poskytování služeb s výpovědní lhůtou třiceti (30) dnů; kterákoli strana může od smlouvy odstoupit s okamžitou platností z důvodu ochrany zdraví a bezpečnosti pacientů.
	5.   UTAJENÍ
	5.  CONFIDENTIALITY
	(b) je Poskytovatel získal od třetí osoby bez omezení práva jejich vyzrazení; nebo
	7.  PUBLICATION
	Neexistence jiných ustanovení: Změny smlouvy. Tato smlouva spolu se svými přílohami představuje celou dohodu mezi smluvními stranami a lze ji měnit pouze písemnými dodatky podepsanými oběma smluvními stranami.
	PAYMENT TERMS / PLATEBNÍ PODMÍNKY

