RU: 120.00880197

CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

THIS CLINICAL TRIAL AGREEMENT (the
“Agreement”) is valid on the day of the last
signature and takes effect on the day of its
publication in the Contract Register pursuant to
Act No. 340/2015 Coll., the Act on the Register
of Contracts, as amended, such publication date

TATO SMLOUVA O KLINICKEM HODNOCENiQ
(dale jen ,,smlouva®) je platna dnem posledniho
podpisu a nabyva ucinnosti dnem uvetejnéni
Vv registru smluv podle zédkona ¢. 340/2015 Sb.,
zakon o registru smluv v platném znéni, jakmile
ke zvefejnéni dojde, datum zvetrejnéni bude

shall be informed to all parties as soon as it is | sdéleno vSem stranam (dale jen ,,datum
final. (the “Effective Date”), by and among: ucinnosti), mezi:
Sun Pharmaceutical Industries Ltd (CIN No. | spole¢nosti Sun Pharmaceutical Industries

:L.24230GJ1993PLC019050) (PAN
AADCS3124K) , with an address at Sun House,
Plot 201 BJ/1, Western Express Highway,
Goregaon (E) Mumbai - 400 063, Maharashtra,
India (“Sponsor™),

Ltd, (CIN No.:L24230GJ1993PLC019050)
(PAN: AADCS3124K)se sidlem na adrese Sun
House, Plot 201 B/1, Western Express Highway,
Goregaon (E) Mumbai — 400 063, Maharashtra,
Indie,

(dale jen ,,zadavatel*) a

Revmatologicky ustav (state contributory
organization) having an address at Na Slupi 4,
128 50 Praha 1, Czech Republic (“Institution”)

Revmatologickym ustavem (statni
prispévkovou organizaci), se sidlem na adrese
Na Slupi 450/4, 128 00 Praha 2 — Nové Mésto,
Ceska republika, IC: 00023001 (dale jen
,.Zdravotnické zarizeni*).

Sponsor and Institution may be referred
to individually as a “Party” and collectively as
the “Parties.”

Zadavatel a zdravotnické zafizeni
mohou byt jednotlivé oznaCovani jako ,,Strana‘“
a spole¢né jako ,,strany‘.

WHEREAS, Sponsor wishes to support a
clinical trial entitled: , under
protocol including all
amendments thereto, which in each case shall be
automatically  incorporated  therein  (the

“Protocol”) for the following Study Drug:
, (the “Study Drug”)

VZHLEDEM K TOMU, ze si zadavatel

feje podporit klinické hodnoceni s nazvem:
I . rocokol ¢, I

vcetné vSech jeho dodatkd, které budou do tohoto
protokolu v kazdém pifipadé automaticky

zaClenény (dale jen ,,protokol), nasledujiciho
hodnoceného ptipravku: (dale jen

,.hodnoceny pfipravek®),

WHEREAS, Sponsor has authorized IQVIA
Biotech Ltd, with an address at 3 Forbury Place,
23 Forbury Road, Reading, United Kingdom,
RG1 3JH, United Kingdom, ID Number:
03299057 (“CRO”), together with its affiliates,
to act on behalf of Sponsor to arrange and
administer the Study (as defined below), and
Sponsor may by written notice to Institution
subsequently designate another organization for
this purpose.

VZHLEDEM K TOMU, ze zadavatel povéril
spoleCnost IQVIA Biotech Ltd., se sidlem na
adrese 3 Forbury Place, 23 Forbury Road,
Reading, Spojené kralovstvi, RG1 3JH, Spojené
kralovstvi, registracni ¢islo 03299057 (dale jen
»CRO%), aby spolu se svymi pfidruzenymi
spole¢nostmi jménem zadavatele uspotadala
afidila studii (jak je definovana nize), pticemz
zadavatel mlze pozd¢ji pisemnym oznamenim
zdravotnickému zafizeni urcit k tomuto ucelu
jinou organizaci,

Sponsor has authorized CRO to sign this
Agreement on behalf of Sponsor through the

povetil zadavatel CRO podpisem této smlouvy
jménem zadavatele prostiednictvim uzavieni
a doruceni dohody o omezeném zastoupeni.
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execution and delivery of a Limited Agency
Agreement.

WHEREAS, Sponsor wishes to sponsor the
above-referenced clinical study (the “Study”) at
Institution of the Study Drug identified above.
Investigator i who is an employee
of the Institution and experienced in the conduct
of clinical research studies in humans, desires to
participate in the Study as a clinical investigator
at the Institution and Sponsor desires that
Investigator participate in the Study. Sponsor,
Institution, and Investigator have agreed that the
Study will be conducted at the Institution under
the terms and conditions set forth in this
Agreement.

VZHLEDEM K TOMU, Ze si zadavatel pieje
financovat vySe uvedenou klinickou studii (dale
jen ,studie®) vySe uvedeného hodnoceného
ptipravku ve zdravotnickém zafizeni a Ze si
zkousejici , kterd je zaméstnancem
zdravotnického zafizeni a ma zkuSenosti s
provadénim klinickych studii na lidech, preje
ucastnit se studie jako klinicky zkousejici ve
zdravotnickém zafizeni a zadavatel si pieje, aby
se tento zkousejici na studii podilel, se zadavatel,
zdravotnické zafizeni a zkousSejici dohodli, Ze
studie bude provadéna ve zdravotnickém zatizeni
za podminek stanovenych v této smlouve.

Now, THEREFORE, in consideration of
the foregoing and the mutual covenants and
promises set forth in this Agreement and other
good and valuable consideration, the receipt and
adequacy of which are hereby acknowledged, the
Parties agree as follows:

NYNi, S OHLEDEM NA SHORA
UVEDENE, se zfetelem na vzajemné sliby
aumluvy zde obsazené a dal$i nalezitd a
hodnotnd  protiplnéni, jejichz pfijeti a
dostateCnost se timto uzndva, se strany timto
dohodly na nasledujicim:

1. SCOPE OF SERVICES

1. ROZSAH SLUZEB

1.1 Study Protocol. Institution may
not reassign the conduct of the Study to a
different investigator without prior written
authorization from Sponsor. Any replacement
Investigator will be required to agree to the terms
and conditions of this Agreement in a separate
writing. In the event CRO or Sponsor does not
approve a replacement Investigator, CRO or
Sponsor may terminate this Agreement in
accordance with the termination provisions
below. CRO shall obtain approval from the
governing Ethics Committee(s) (the “ECs’) for
the Protocol and the informed consent form
before initiation of the Study. If the approval is
not obtained, this Agreement shall be null and
void. CRO will provide Institution with a copy of
each such approval, together with all relevant
correspondence with the EC regarding such
approval. In addition, CRO will coordinate with
the EC to obtain review and approval in writing
of any amendments made to the Protocol or ICF
(as defined below). The Parties acknowledge and
agree that no change to the Protocol, ICF, or any
other Study-related document shall be made
without the prior written consent of Sponsor and
CRO. Any change to the Protocol or any other
Study document that is agreed upon in writing by

11 Protokol studie. Zdravotnické
zafizeni nesmi postoupit provadeni studie jinému
zkousejicimu bez predchoziho pisemného
souhlasu  zadavatele.  Jakykoli  nahradni
zkousejici bude muset pisemné souhlasit
s podminkami této smlouvy v samostatném
dokumentu. V piipadé, ze CRO nebo zadavatel
nahradniho zkousSejiciho neschvali, mohou CRO
nebo zadavatel tuto smlouvu vypovédet
vsouladu s nize uvedenymi ustanovenimi
0 ukonceni. Pfed zahajenim studie ziska CRO
souhlas fidici etické komise (komisi) (dale jen
»EK) s protokolem a formulafem
informovaného souhlasu. Pokud souhlas nebude
ziskan, bude tato smlouva neplatnd. CRO
ptredlozi zdravotnickému zatizeni kopii kazdého
takového souhlasu spole¢né s veSkerou
pfislusnou korespondenci s EK, ktera se tohoto
souhlasu tyka. CRO bude navic s EK koordinovat
pfezkum a pisemné odsouhlaseni vSech zmén
provedenych v protokolu nebo formulafi
informovaného souhlasu (FIS) (jak je uvedeno
nize). Smluvni strany berou na védomi a souhlasi
s tim, ze bez predchoziho pisemného souhlasu
zadavatele a CRO nesmi byt provedena zadna
zména protokolu, FIS ani jiného dokumentu
souvisejiciho se studii. Jakakoli zména protokolu
nebo jakéhokoli jiného studijniho dokumentu,
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Sponsor and CRO is incorporated into this
Agreement by this reference.

kterou pisemné odsouhlasi zadavatel a CRO, je
do této smlouvy zaélenéna timto odkazem.

1.2 Protocol  Deviation/Prompt
Notice. Deviations from the Protocol are not
permitted except when necessary to protect the
safety, rights or welfare of subjects enrolled in
the Study. Institution and/or Investigator will,
within one (1) business day from occurrence, or
as may be specified in the Protocol, notify
Sponsor in writing of any (a) deviation from the
Protocol, including any deviations necessary to
protect the safety, rights or welfare of subjects
enrolled in the Study, (b) serious adverse event
(as defined in the Protocol) which occurs to a
subject in the Study or (¢) communication with a
regulatory or governmental agency concerning
(i) the Study, including any requests to inspect,
examine, copy or remove records of the Study, as
allowed by the local laws or regulations (ii)
another study which might have an impact on the
Study, (iii) any Institution or Investigator
personnel involved in the Study (including but
not limited to Investigator), or (iv) the
qualification of Institution or Investigator to
perform the Study. In addition, Institution and/or
Investigator will promptly report to Sponsor any
adverse event (as defined in the Protocol) which
occurs to a subject enrolled in the Study. Sponsor
will promptly advise Institution and Investigator
of adverse reactions or side-effects related to the
Study Drug which may become known to the
Sponsor during the course of the Study.

1.2 Oznameni o odchylce od
protokolu / okamzité oznameni. Odchylky od
protokolu nejsou povoleny s vyjimkou piipadd,
kdy je to nezbytné k zajisténi bezpecnosti, prav
nebo prospéchu subjektii zatazenych do studie.
Zdravotnické zatizeni a/nebo zkousejici bude do
jednoho (1) pracovniho dne od vzniku, pfip.
podle specifikace v protokolu, pisemné
informovat zadavatele o jakékoli (a) odchylce od
protokolu,  vcetné¢  jakychkoli  odchylek
nezbytnych k ochrané bezpec¢nosti, prav nebo
prospéchu subjekti studie, (b) zavazné nezadouci
ptihodé (jak je definovana v protokolu), ktera se
objevi u nékterého subjektu ve studii, nebo (c)
komunikaci s regulaénim nebo statnim organem,
ktera se tyka (i) studie, vCetn€ zadosti o inspekci,
Setfeni, kopirovani nebo odstranéni zaznami ze
studie, které umoznuji mistni pravni predpisy, (ii)
dalsi studie, ktera by mohla mit vliv na tuto
studii, (iii) jakéhokoli personalu zdravotnického
zafizeni nebo zkousejiciho zapojeného do studie
(mimo jiné vcetné zkouSejictho) nebo (iv)
zpusobilosti  zdravotnického zafizeni nebo
zkousejiciho k provadeéni studie. Zdravotnické
zafizeni a/nebo zkouSejici budou navic
neprodlené informovat zadavatele o veSkerych
nezadoucich ptihodach (definovanych
v protokolu), které se objevi u subjektu
zafazeného do studie. Zadavatel bude neprodlene
informovat zdravotnické zatizeni a zkousejiciho
0 nezadoucich reakcich nebo vedlejsich ucincich
souvisejicich s hodnocenym piipravkem, o nichz
se miiZze zadavatel béhem studie dozvédeét.

1.3 Conduct of Study; Suspension.
Institution agrees to administer, and conduct, this
Study solely at the Institution. The Institution
may not be changed without Sponsor’s prior
written consent. The Study shall commence as
soon as possible following receipt of EC and
local Regulatory Authority written approval, or
as otherwise agreed upon in writing with
Sponsor. Sponsor plans to conduct the Study at
multiple sites, including at the Institution.
Sponsor or CRO may suspend the entire Study
(or a portion of the Study conducted by
Investigator at Institution) at any time for any
reason. Institution or Investigator may suspend
the portion of the Study conducted by Institution
and Investigator at Institution, if, using
reasonable and good medical judgment

1.3 Provadéni studie; pozastaveni
studie. Zdravotnické zafizeni souhlasi s tim, Ze
tato studie bude uspofadana a provadéna
vyhradné ve zdravotnickém zafizeni.
Zdravotnické zafizeni nelze zménit bez
pfedchoziho pisemného souhlasu zadavatele.
Studie bude zahajena co nejdfive po obdrzeni
pisemného souhlasu EK a mistniho regula¢niho
uradu, nebo jinak, jak bude pisemné dohodnuto
se zadavatelem. Zadavatel planuje provadeét
studii na vice pracovistich, mimo jiné v tomto
zdravotnického zafizeni. Zadavatel nebo CRO
mohou kdykoli z jakéhokoli diivodu celou studii
(nebo ¢ast studie provadéné zkouSejicim ve
zdravotnickém zafizeni) pozastavit.
Zdravotnické zafizeni nebo zkousejici mohou
pozastavit ¢ast studie provadéné zdravotnickym
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consistent with generally accepted standards of
care, Investigator or Institution reasonably
determine it is appropriate to do so to protect the
health or safety of the subject participating in the
Study and immediately provide written notice
thereof to Sponsor and CRO. The suspension of
the Study by Sponsor, CRO, Institution or
Investigator in accordance with this Section 1.3
shall not be deemed a material breach of this
Agreement. The Institution shall notify the
Sponsor promptly if the Investigator is unable or
unwilling to continue the Study or if the
Investigator’s affiliation with the Institution
ceases, whereupon the Sponsor will have a right
of approval with respect to the designation of a
new investigator.

zafizenim a zkouSejicim ve zdravotnickém
zafizeni, pokud zkousejici nebo zdravotnické
zatizeni podle dobrého lékaiského tsudku, ktery
bude v souladu s obecné uznadvanymi standardy,
rozhodnou, Ze je to vhodné pro ochranu zdravi
nebo bezpeCnosti subjektu, ktery se studie
Ucastni, a neprodlené¢ o tom pisemné uvédomi
zadavatele a CRO. Pozastaveni studie
zadavatelem, CRO, zdravotnickym zafizenim
nebo zkousejicim v souladu s timto bodem 1.3 se
nepovazuje za podstatné poruseni této smlouvy.
Pokud zkousejici nebude schopen nebo ochoten
pokracovat ve studii nebo pokud skonci pracovni
vztah zkousSejiciho ke zdravotnickému zatizeni,
musi  zdravotnické  zafizeni  neprodlené
informovat zadavatele, pficemz zadavatel bude
mit pravo odsouhlasit nového zkousejiciho.

1.4 Compliance with Applicable
Laws. Investigator and Institution shall carry out
the Study, and in the event that the Study is
conducted by a team of individuals, Institution
shall be responsible for all other individual team
members (herein referred to collectively as
“Subinvestigators,” and individually, as a
“Subinvestigator’) and any other persons
involved in the conduct of the Study at the
Institution(s) or part of Investigator’s team,
including any faculty, staff, employee, Sponsor-
approved subcontractor or student (each a “Study
Team Member”). Investigator and Institution
shall ensure that all Subinvestigators and Study
Team Members conduct the Study, in
conformance with current good clinical practices
and strictly in accordance with (a) the Protocol,
the Investigator Brochure, this Agreement, the
written instructions of CRO or Sponsor, and all
locally applicable Study documents approved by
the ECs and CRO or Sponsor and (b) and all
applicable laws, rules, directives and regulations,
including, without limitation, any applicable
requirements of the European Medicines Agency
(“EMA”), United States Food and Drug
Administration (“FDA”) or the International
Conference on Harmonization Good Clinical
Practice (“ICH GCP”), Act No. 378/2007 Coll.,
on Medicinal Products, as amended, Decree No.
226/2008 Coll., on Good Clinical Practice and
Detailed Conditions for Clinical Trials of
Medicinal Products, as amended, as amended
(collectively “Applicable Law”). Each locally
applicable government or regulatory agency with
authority over the testing and approval of
pharmaceutical products for use in humans shall
be a “Regulatory Authority” under this

14 DodrzZovani platnych zakoni.
Studii  bude  provadét  zkouSejici  ve
zdravotnickém zatizeni a v piipad¢, ze bude
studii provadét tym jednotlivcli, odpovida
zdravotnické zafizeni za vSechny ostatni Cleny
tymu (dale spole¢n¢ jen ,,spoluzkousejici
a jednotlivé jako ,.spoluzkousejici®) a jakékoli
dalsi osoby, které se podileji na provadéni studie
ve zdravotnickém zafizeni (zafizenich) nebo
v tymu zkousSejiciho, vcetné jakychkoli c¢lend
fakulty, persondlu, zaméstnanct, subdodavateli
schvélenych zadavatelem nebo studentti (kazdy
jednotlivé jen ,C¢len vyzkumného tymu®).
Zkousejici a zdravotnické zatizeni zajisti, aby
vsichni spoluzkousejici a ¢lenové vyzkumného
tymu provadéli studii v souladu s aktualni
spravnou klinickou praxi a pfisné v souladu s (a)
protokolem, pfiruckou zkousejiciho, touto
smlouvou, pisemnymi pokyny CRO nebo
zadavatele a vSemi mistné platnymi studijnimi
dokumenty schvalenymi EK a CRO nebo
zadavatelem a (b) vSemi platnymi zakony,
pravidly, smérnicemi a nafizenimi, mj. véetné
veskerych platnych pozadavkl Evropské 1ékové
agentury  (European  Medicines  Agency,
,EMA®), amerického Utadu pro kontrolu
potravin a lé¢iv (Food and Drug Administration,
»FDA®) nebo Mezinarodni rady pro harmonizaci
spravné klinické praxe (,,JCH GCP*), zakonem
¢.378/2007 Sb., o léCivech v platném znéni,
vyhlaskou €. 226/2008 Sb., o spravné klinické
praxi a DblizS§ich podminkach klinického
hodnoceni 1é¢iv, ve znéni pozdéjsich predpisi
vplatném znéni (souhrnné¢ dale jen ,,platné
zakony*). Kazdy mistné pfislusny statni nebo
regulacni ufad s povéfenim testovat a schvalovat
farmaceutické ptipravky pro pouziti u lidi bude
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Agreement. Institution, Investigator,
Subinvestigator and Study Team Members
acknowledge that Sponsor, and their respective
affiliates, need to adhere to the applicable
provisions of anti bribery laws, foreign corrupt
practices any other applicable anti-corruption
legislation prevalent in the territory of Czech
Republic.

oregulaénim turadem“ podle této smlouvy.
Zdravotnické zafizeni, zkousejici,
spoluzkousejici a clenové vyzkumného tymu
berou na védomi, Ze zadavatel i jeho piislusné
pridruzené subjekty museji dodrzovat ustanoveni
protikorupcnich zakond, zahranicnich
korup¢nich praktik (a jakychkoli jinych
ptislusnych protikorup¢nich ptedpisii Platnych
na tizemi Ceské republiky.

1.5 Informed Consent. Institution
and Investigator shall have each Study subject
sign a written informed consent form in the form
approved by the EC, CRO, and Sponsor (“ICF”)
before the individual participates in the Study.
Further, CRO shall ensure that the ICF complies
with all Applicable Laws and shall further ensure
that all Study subjects understand the contents of
the ICF. The Parties acknowledge and agree that
breach of this Section 1.5 constitutes a material
breach of this Agreement. CRO shall insure that
the ICF allows for the use, transfer, processing
and holding of Study Data to Sponsor, and
Sponsor’s use of the Study Data, in the United
States.

1.5 Informovany souhlas.
Zdravotnické zatizeni a zkouSejici musi od
kazdého subjektu hodnoceni pted jeho zahdjenim
ucasti ve studii ziskat podpis na pisemném
formulafi informovaného souhlasu schvaleném
EK, CRO a zadavatelem (dale jen ,,FIS*). CRO
dale zajisti, aby FIS splioval vSechny platné
pravni piedpisy, a dale zajisti, aby vSechny
subjekty hodnoceni obsahu FIS rozumély.
Smluvni strany berou na védomi a souhlasi s tim,
ze poruseni tohoto bodu 1.5 predstavuje zdvazné
poruseni této smlouvy. CRO musi zajistit, aby
FIS umoznoval pouzivani, pievod, zpracovani
auchovavani udaji ze studie zadavatelem ve
Spojenych statech.

1.6 Study Drug. Sponsor (directly
or through its designee), agrees to provide the
Study Drug to Institution, at no cost to Institution,
in amounts reasonably sufficient for the conduct
of the Study as anticipated by the Protocol.
Institution and Investigator shall maintain
exclusive control of the Study Drug and handle
and store the Study Drug in accordance with
Applicable Laws and in the manner outlined in
the Protocol. Institution and Investigator shall
use the Study Drug solely for the purpose of
conducting the Study in strict adherence to the
Protocol and for no other use or purpose, and
shall under no circumstance transfer the Study
Drug to any third party. Neither Institution nor
Investigator will charge a subject or third party
payer for the Study Drug or other items or
Materials (as defined below) reimbursed by
Sponsor under this Agreement.

1.6 Hodnoceny pripravek.
Zadavatel (ptimo nebo prostfednictvim povéiené
osoby) souhlasi stim, ze zdravotnickému
zafizeni  bezplatné  poskytne  hodnoceny
pripravek v pfiméfeném mnozstvi dostateném
k provadéni studie v souladu s protokolem.
Zdravotnické zatizeni a zkousSejici budou mit
hodnoceny piipravek pod vylu¢nou kontrolou
a budou s nim nakladat a uchovavat jej v souladu
Splatnymi zakony a zpisobem uvedenym
Vv protokolu. Zdravotnické zatizeni a zkousSejici
budou pouzivat hodnoceny piipravek vyhradné
za ucelem provadéni studie v pfisném souladu
S protokolem a za Zzadnym jinym ucelem,
pfiCemz za zadnych okolnosti nepievedou
hodnoceny  pfipravek na tfeti  stranu.
Zdravotnické zafizeni ani zkousejici nebudou
subjektu nebo platci tfeti strany Uc¢tovat
poskytnuti hodnoceného ptipravku nebo jinych
prosttedkti nebo materialu (uvedenych nize)
hrazenych podle této smlouvy zadavatelem.

1.7 Approval of Subcontractors.
Neither Institution nor Investigator may
subcontract or delegate any of the services to be
performed by it in connection with the Study
without prior written consent from Sponsor
and/or CRO.

1.7 Schvalovani  subdodavatelii.
Zdravotnické zafizeni ani zkouSejici nesmi
uzavrit subdodavatelskou smlouvu ani postoupit
zadnou ze sluzeb, které maji provadéet
v souvislosti se studii, bez piedchoziho
pisemného souhlasu zadavatele a/nebo CRO.

spArc_ NN N 2= cTA Ins_sit: NN ~ I oore02.

Page 5 of 34




DUVERNY MATERIAL

1.8 Study Data. 1.8 Udaje ze studie.
(a) Study Data. | (a) Udaje ze studie.
Institution and Investigator shall record and | Zdravotnické zafizeni a zkouSejici musi

maintain complete medical records (including,
without limitation, case report forms, laboratory
work sheets and reports, and all relevant source
documents) generated as a result of conducting
the Study (collectively, the “Study Data”) in a
timely, accurate, complete and legible manner in
the form described in the Protocol.

zaznamenavat a uchovavat kompletni zdravotni
zdznamy (mj. véetné formuléit pro individualni
zaznam subjektu  hodnoceni, laboratornich
pracovnich listd a zprav a vSech pfislusnych
zdrojovych dokumentil) vytvotené v duasledku
provadéni studie (spolecné jen ,uadaje ze
studie®) vcas, piesng, tplné a Citelné zplisobem
popsanym v protokolu.

(b) Protection. The
Institution agrees to comply, and to ensure that
all Subinvestigators and Study Team Members
comply, with all Applicable Laws relevant to
data protection in the performance of its services
hereunder. Institution and Investigator will take
reasonable and customary precautions, including
periodic backup of computer files, to prevent the
loss or alteration of any Study Data.

(b) Ochrana.
Zdravotnické zafizeni se zavazuje, Ze pfi
poskytovani sluzeb na zaklad¢ této smlouvy
budou dodrzovat vSechny platné zakony, které se
vztahuji k ochrané udaji, a =zajisti, aby je
dodrzovali i1 spoluzkouSejici a ¢lenové
vyzkumného tymu. Zdravotnické zafizeni
a zkousejici pfijmou piiméfend a obvykla
opatieni, vcetn¢ pravidelného zalohovani
pocitacovych soubord, aby se zabranilo ztraté
nebo zméné Udaju ze studie.

(c) Ownership. Sponsor
shall own all rights in Study Data. Institution
hereby assigns all right, title, and interest therein
to Sponsor, free and clear of all liens, claims, and
encumbrances, and agree to take any and all
actions reasonably necessary to effect the
purposes of the foregoing, as requested by
Sponsor. Institution shall not use or evaluate
Study Data or any portions thereof for any
purpose other than as directed by Sponsor.
Without Sponsor’s prior express written consent,
Institution agree that they will not analyze or
have Study Data analyzed, or make the Study
Data available to third parties. Institution agrees
that the Study Data and the results of any use,
processing, evaluation, or analysis of the Study
Data will be Confidential Information.

© Vlastnictvi.
Vlastnikem veskerych prav k udajim ze studie
bude zadavatel. Zdravotnické zatizeni prid€luje
veskerd prava, naroky a zajmy vztahujici se
ktémto udajim zdarma zadavateli, bez
jakychkoli zastavnich prav, narokdi a zaruk,
asouhlasi s tim, ze pfijmou veskeré kroky
pfimétené nezbytné k naplnéni vyse uvedeného
ucelu, jak bude vyzadovat zadavatel.
Zdravotnické =zafizeni nebude pouzivat ani
hodnotit udaje ze studie ani jejich casti
k zddnému jinému tcelu, nez jak stanovi
zadavatel. Zdravotnické zafizeni souhlasi s tim,
ze nebude analyzovat ani nenechd analyzovat
udaje ze studie, ani je nezpiistupni tfeti stran¢ bez
predchoziho vyslovného pisemného souhlasu
zadavatele. Zdravotnické zatizeni souhlasi s tim,
ze udaje ze studie a vysledky jakéhokoli pouziti,
zpracovani, vyhodnoceni nebo analyzy udaju ze
studie budou ptedstavovat divérné informace.

(d) Case Report Forms.
For all subjects enrolled in the Study, Institution
or Investigator will complete all case report
forms required for the Study in the form and/or
electronic medium supplied or specified by
Sponsor and/or CRO (the “CRFs”) and within
twenty-four (24) hours of the subject visit during
the dose escalation phase and within three (3)
days of the subject visit for the remainder of the

(d) Formulare pro
individualni zaznam subjektu hodnoceni.
U vSech subjekti zapsanych do studie budou
zdravotnické zafizeni nebo zkouSejici vypliovat
vSechny formulafe pro individualni zaznam
subjektu hodnoceni poZadované pro studii na
formulari a/nebo elektronickém médiu dodaném
nebo specifikovaném zadavatelem a/nebo CRO
(dale jen ,,CRF*), a to ve lhtité dvacet Ctyfi
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Study specified by Sponsor and/or CRO.
Institution and Investigator will not be required
to disclose information in CRFs which would
permit personal identification of a subject
enrolled in, or a candidate for, the Study. CRFs
will be provided to CRO in a timely manner as
they are completed. At the request of Sponsor
and/or CRO, Institution or Investigator will
promptly correct any errors and/or omissions to
the CRFs for the Study and will make available
to Sponsor and/or CRO the corrected CRFs and
supporting records for further verification.

(24) hodin od navstévy subjektu po dobu
zvySovani davky a tfi (3)dny od navstévy
subjektu po zbyvajici dobu studie stanovenou
zadavatelem a/nebo CRO. Od zdravotnického
zafizeni a zkousSejiciho nebude vyzadovéno, aby
ve formulafich CRF sdélovali informace, které
by umoznily osobni identifikaci subjektu
zafazeného do studie, pfip. kandidata do studie.
Formulate CRF budou poskytovany CRO vcas,
jakmile budou vyplnény. Na zadost zadavatele
a/nebo CRO zdravotnické zafizeni nebo
zkousSejici neprodlené¢ opravi chyby a/nebo
opomenuti ve formulafich CRF v ramci studie
a zpristupni zadavateli a/nebo CRO opravené
formulare CRF a podklady pro dalsi ovéreni.

(e) Maintenance.
Promptly upon completion or termination of the
Study or this Agreement, Institution and
Investigator shall transfer to Sponsor all Study
Data.

(e Uchovavani.
Okamzit¢ po dokonceni nebo piedcasném
ukonceni studie nebo této smlouvy prevedou
zdravotnické zatizeni a zkousejici vSechny tidaje
ze studie zadavateli.

f Electronic Data
Capture (“EDC”): Institution and Investigator
shall submit Study Data using the electronic
system provided by Sponsor. In the event an
EDC system is used for data reporting, the
system will comply with all Applicable Laws.
Institution and Investigator shall also comply
with CRO and Sponsor instructions and all
Applicable Laws. Institution and Investigator
will prevent unauthorized access to the data using
commercial reasonable efforts including, but not
limited to, maintaining physical security of the
computers and ensuring that personnel maintain
the confidentiality of their passwords. Prior to
using an EDC system, Institution and
Investigator will certify that its electronic
signatures are the legally binding equivalent of
handwritten signatures. In the event that
Institution or Investigator are using their own
computer(s) to connect to and access the EDC
system, Institution and Investigator will be
responsible for supporting and promptly
resolving any technical issues with Institution’s
and Investigator’s own computing environment
(i.e., computer hardware, non-study related
software). Institution and Investigator will be
responsible for reporting any technical issues
preventing use of the EDC system, that appear to
be outside the scope of their own computing
environment, to the EDC helpdesk number that
will be provided by CRO with the EDC system.
Institution and Investigator will be responsible
for obtaining internet connectivity prior to Study

U] Elektronicky  sbér
dat (,,EDC*): Zdravotnické zatizeni a zkousejici
budou odesilat udaje ze studie pomoci
elektronického systému poskytnutého

zadavatelem. Bude-li k hlaseni udaju pouzit
systtm EDC, bude syst¢ém vyhovovat vSem
platnym  zakonlim. Zdravotnické zafizeni
a zkousejici budou rovnéz dodrzovat pokyny
CRO a zadavatele a vSechny platné zakony.
Zdravotnické zatizeni a zkousejici budou branit
neautorizovanému piistupu k dajim a vynalozi
na to ekonomicky pfiméfené usili, mimo jiné
vcetné zachovani fyzické bezpecnosti pocitacii
a zajisténi toho, aby zaméstnanci zachovavali
daveérnost svych hesel. Pfed pouzitim systému
EDC zdravotnické zafizeni a zkouSejici potvrdi,
ze jejich elektronické podpisy jsou pravné
zavaznym ekvivalentem vlastnoruc¢nich podpist.
V pfipadé, Ze =zdravotnické zafizeni nebo
zkousSejici pouzivaji pro pfipojeni k systému
EDC a pfistup k nému sviij vlastni pocitac
(pocitace), budou zdravotnické  zafizeni
a zkousejici odpovédni za podporu a rychlé
feSeni veskerych technickych problémi ve
vlastnim vypocetnim prostfedi zdravotnického
zafizeni a zkousSejiciho (tj. pocitacovy hardware,
software nesouvisejici se studii). Zdravotnické
zafizeni a zkouSejici budou odpovédni za
nahlaseni veskerych technickych problémi
branicich pouzivani systému EDC, kter¢ se zdaji
byt mimo rozsah jejich vlastniho vypocetniho
prosttedi, na Cislo technické podpory systému
EDC, které poskytne CRO se systémem EDC.

spArc_ NN N 2= cTA INs_sit: NN ~ I 20022

Page 7 of 34




DUVERNY MATERIAL

initiation, and promptly resolving any
connectivity issues with the internet service
provider or own computing environment.

Zdravotnické zafizeni a zkouSejici budou
odpovédni za zajiSténi internetového pfipojeni
jeste pred zahajenim studie a vSechny problémy
s pfipojenim okamzité vyfesi s poskytovatelem
internetovych sluzeb nebo s vlastnim vypocetnim
prostiedim.

(9) Biological Samples.
If so specified in the Protocol, Institution and
Investigator may collect and provide to Sponsor
or its designee biological samples (e.g., blood,
urine, tissue, saliva, etc.) obtained from Study
subjects for testing that is not directly related to
patient care or safety monitoring, including
pharmacokinetic, pharmacogenomic, or
biomarker testing (“Biological Samples”).

(9) Biologické vzorky.
Pokud je to stanoveno v protokolu, mohou
zdravotnické zatizeni a zkousejici shromazd’ovat
a poskytovat zadavateli nebo jeho povéefené
osobé biologické vzorky (napf. krev, moc, tkan,
sliny atd.) ziskané od subjektti hodnoceni pro
ucely testovani, které piimo nesouvisi s péci
0 pacienta nebo monitorovanim bezpecnosti,
veetné farmakokinetického,
farmakogenomického testovani nebo testovani
biomarkert (déle jen ,,biologické vzorky*).

a. Use. Institution and
Investigator will not use Biological Samples
collected under the Protocol in any manner or for
any purpose other than that described in the
Protocol.

a. Pouziti. Zdravotnické
zatizeni a zkouSejici nebudou pouzivat
biologické vzorky odebrané podle protokolu
zadnym jinym zpisobem nebo k jinému ucelu,
nez je uvedeno v protokolu.

b. Sample Data. Sponsor
or its designees will test Biological Samples as

described in the Protocol. Unless otherwise
specified in the Protocol, Sponsor will not
provide the results of such tests (“Sample Data”)
to the Institution or Investigator or Study subject.
Sample Data will be treated as Study Data.

b. Udaje o vzorcich.
Zadavatel nebo jim povérené osoby budou
provadét testy biologickych vzorku, jak je
uvedeno v protokolu. Neni-li v protokolu
uvedeno jinak, nebude zadavatel vysledky téchto
testd (dale jen ,,udaje o vzorcich®) poskytovat
zdravotnickému zafizeni ani zkouSejicimu ani
subjektu hodnoceni. Udaje o vzorcich budou
povaZovany za udaje ze studie.

2. TERM AND TERMINATION 2. DOBA PLATNOSTI A VUPOVED
PLATNOSTI SMLOUVY
2.1 Term. This Agreement shall | 2.1 Doba platnosti. Tato smlouva

commence as of the Effective Date, and shall
remain in force through unless terminated as
provided herein, until the later of the period
specified in the Protocol and the Study’s
completion at Institution, including the provision
of services associated with post-study data
collection, post-study record reviews and
inspections as provided under Section 2 this
Agreement, if any, presentation to Sponsor, if
any, and compilation and delivery of all
completed case report forms and the clinical
study final report. The Parties acknowledge and
agree that the publication of this Agreement
pursuant to Act No. 340/2015 Coll., the Act on
the Contract Register, as amended, will be

nabyva ucinnosti k datu ucinnosti a zdstane
Vv platnosti, pokud nebude ukoncena diive podle
podminek této smlouvy, bud’ po dobu uvedenou
v protokolu, nebo do dokonceni studie ve
zdravotnickém zatizeni, véetné poskytnuti sluzeb
spojenych se shromazdovanim 1daji po
ukonceni studie, kontroly a inspekci zdznamd,
jak je uvedeno v bodé 2 této smlouvy, je-li to
relevantni, pfedani zadavateli, je-li to relevantni,
a sestaveni a dodani vSech vyplnénych formulart
pro individudlni zadznam subjektu hodnoceni
a zavérecné zpravy klinické studie, podle toho,
co nastane pozd¢ji. Strany berou na védomi
asouhlasi stim, Ze uvefejnéni této smlouvy
podle zakona ¢. 340/2015 Sb., zakon o registru
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provided by Institution. Sponsor or CRO
undertakes to send a version of the Agreement in
the format for the Contract Register no later than
on the day of signing the Agreement to the e-mail
address pravni@revma.cz.

smluv v platném znéni zajisti zdravotnické
zafizeni. Zadavatel piipadné CRO se zavazuje
zaslat verzi smlouvy ve formatu pro registr smluv
nejpozdéji v den podpisu smlouvy na e-mailovou
adresu pravni@revma.cz.

2.2 Termination for Material
Breach; Subject Safety. Sponsor may terminate
this  Agreement if Investigator, Sub-
investigators, Study Team Members or
Institution materially breaches this Agreement
and the breaching Party fails to cure the breach
within thirty (30) days after receipt of written
notice from Sponsor, such notice specifying in
detail the nature of the breach. Institution may
terminate this Agreement if Sponsor materially
breaches this Agreement and Sponsor fails to
cure the breach within thirty (30) days after
receipt of written notice from the non-breaching
Party or Parties, such notice specifying in detail
the nature of the breach. Any Party may
terminate this Agreement immediately upon
written notice if reasonably necessary to protect
the safety, health or welfare of subjects enrolled
in the Study.

2.2 Vypovéd’ z diivodu zavazného
poruseni; Bezpecnost subjekti. Zadavatel
muze tuto smlouvu vypovedét, pokud zkousSejici,
spoluzkousejici, ¢lenové vyzkumného tymu nebo
zdravotnické zafizeni zavaznym zplsobem
porusi tuto smlouvu a nenapravi toto poruseni do
tficeti (30) dnil od obdrZeni pisemného ozndmeni
od zadavatele, pficemz toto oznameni bude

podrobné  specifikovat povahu  poruseni.
Zdravotnické zafizeni mulze tuto smlouvu
vypovédét, pokud zadavatel = zavaznym

zpusobem porusi tuto smlouvu a nenapravi toto
poruSeni do tficeti (30) dnid od obdrzeni
pisemného ozndmeni od strany nebo stran, které
tuto smlouvu neporusily, pfi¢emz toto oznameni
bude podrobné specifikovat povahu poruseni.
Kazdd smluvni strana muZze tuto smlouvu
okamzit¢ vypovedet, je-1i to nezbytné k zajisténi
bezpecnosti, zdravi nebo prospéchu subjektii
zatazenych do studie.

2.3 Termination by Sponsor.
Sponsor may terminate this Agreement at any
time upon giving thirty (30) days advance written
notice to Institution and Investigator.

2.3 Vypovéd’ ze strany zadavatele.
Zadavatel muize tuto smlouvu kdykoli
vypovedét, a to pisemnym oznamenim
zdravotnickému  zafizeni a na  védomi

zkousejicimu s tficetidenni (30) vypovedni
lhiitou.

2.4 Termination for Good Cause.
Sponsor may, without limitation of and in
addition to its rights under Sections 2.2 and 2.3,
terminate this Agreement for good cause
immediately upon written notice to Institution.
Good cause shall include, without limitation,
identification of any medical risk to Study
subjects, a showing that the Study Drug is not
effective, receipt of notice of regulatory action by
the FDA or other Regulatory Authority
terminating or suspending the Study, or
Investigator’s inability or unwillingness to
continue to serve as Investigator for the Study.
Further, as the Study is part of a multi-center
clinical research study, Sponsor reserves the right
to terminate enrollment when the total number of
subjects enrolled at all Study centers reaches the
level specified in the Protocol.

24 Vypovéd’ z dobrého divodu.
Zadavatel mtize tuto smlouvu bez omezeni a nad
ramec svych prav podle bodt 2.2 a 2.3 okamzité
ukon¢it z dobrého divodu pisemnou vypoveédi
zdravotnickému  zafizeni.  Dobry  divod
pfedstavuje mimo jiné zjisténi jakéhokoli
zdravotniho rizika pro subjekt hodnoceni,
prokézani, Ze hodnoceny pfipravek neni ucinny,
pfijeti oznameni o regula¢nim opatieni ze strany
FDA nebo jiného regulacniho ufadu, které
ukonCuje nebo pozastavuje studii, pfip.
neschopnost nebo neochota zkousejiciho
vykonavat nadale funkci zkousejiciho ve studii.
Dale protoze je studie soucasti multicentrického
klinického vyzkumného hodnoceni, zadavatel si
vyhrazuje pravo ukoncit nabor, pokud celkovy
pocet subjektll zapsanych ve vSech studijnich
centrech dosahne poc¢tu stanoveného v protokolu.

2.5 Effect of Termination.

2.5 Disledky vypovédi.
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(@) Monetary. Upon
termination of this Agreement or suspension of
the Study at the Institution, other than
termination for Institution’s material breach
pursuant to Section 2.2, Institution shall be
reimbursed, within forty-five (45) days after
receipt by Sponsor or CRO of an itemized
invoice detailing the charges, for (a) its
reasonable, documented costs incurred, up to the
date on which it receives notice of termination or
suspension, in its conduct of the Study and its
obligations under this Agreement in accordance
with the Budget and Payment Schedule attached
hereto as Exhibit A; and (b) all reasonable non-
cancelable obligations reasonably incurred as a
result of Institution’s and Investigator’s
performance of its obligations hereunder,
provided that, notwithstanding anything to the
contrary, (i) the total amount payable to
Institution under this Agreement shall not in any
event exceed the total amount of the Budget and
(ii) in no event shall Sponsor be required to pay
for subjects for whom CRFs are not completed
and provided to Sponsor or CRO in accordance
with this Agreement and the Protocol.

(@ Finan¢ni. Po
vypovéedi této smlouvy nebo pozastaveni studie
ve zdravotnickém zafizeni, s vyjimkou vypovédi
z divodu podstatného poruseni smlouvy ze
strany zdravotnického zatizeni podle bodu 2.2,
obdrzi zdravotnické zafizeni do Ctyficeti péti (45)
dnti poté, co zadavatel anebo CRO obdrzi fakturu
s rozepsanim jednotlivych polozek s podrobnymi
udaji o uctovanych c¢astkdch uhradu za (a)
pfiméiené zdokumentované vynalozené naklady
az do dne, kdy obdrzi vypoveéd nebo oznameni
0 pozastaveni, vznikl¢ pfi provadéni studie
ajeho zavazklu vyplyvajicich z této smlouvy
vsouladu s Rozpoctem a rozpisem plateb
pripojenym k tomuto dokumentu jako pfiloha A;
a (b) veskeré piiméfené nezrusitelné zavazky
vzniklé v  disledku  plnéni  povinnosti
zdravotnického zafizeni a zkouSejictho na
zaklad¢ této smlouvy za predpokladu, ze bez
ohledu na jakékoli skuteCnosti, které jsou
V rozporu s touto smlouvou, (i) celkova Castka
splatné zdravotnickému zafizeni na zaklad¢ této
smlouvy v zadném piipadé nepiekroci celkovou
Castku rozpoctu, a (ii) od zadavatele se nebude
Vv zadném ptipadé vyzadovat, aby uhradil platbu
za subjekty, které nemaji vyplnéné formulaie
CRF a predlozené zadavateli nebo CRO
v souladu s touto smlouvou a protokolem.

(b) Performance of
Activities. In the event of a termination, ()
Investigator will immediately stop enrolling
subjects into the Study and cease conducting
Study procedures and treatment with the Study
Drug on subjects already entered into the Study,
to the extent medically advisable, and (b)
Institution and/or Investigator will (i) furnish to
Sponsor all Study Data and all CRFs, completed
or partially complete, as of the effective date of
termination, and (ii) return to Sponsor all
Materials (defined below) that were furnished to
Institution or Investigator, in accordance with
Sponsor’s instruction, except for records or
samples which the Institution and/or Investigator
is required by law to retain. Within thirty (30)
days of termination of this Agreement or
completion of the Study (whichever comes first),
Investigator will submit final written reports to
Sponsor, which reports shall be consistent with
industry standards and any criteria or
requirements therefore specified in the Protocol.
After termination of this Agreement or
suspension of the Study at the Institution for any
reason, all Parties shall continue activities under
this Agreement solely as deemed necessary by

(b) Provadéni c¢innosti.
V pripadé vypovedi (a) zkousSejici neprodlené
zastavi nabor subjektd do studie a ukonci
provadéni  studijnich postupi a  lécby
hodnocenym piipravkem u subjektt, které jiz
byly do studie zafazeny, v rozsahu, v jakém je to
z 1ékarského hlediska vhodné, a (b) zdravotnické
zafizeni a/nebo zkousejici (i) poskytnou
zadavateli veSkeré¢ udaje ze studie a vsechny
formuldte CRF, vyplnéné nebo castetné
vyplnéné, k datu ucinnosti vypovedi, a (ii) vrati
zadavateli veskery material (definovany nize),
ktery poskytl zdravotnickému zafizeni nebo
zkousejicimu, v souladu s pokyny zadavatele, s
vyjimkou zaznamt nebo vzorku, které musi
zdravotnické  zafizeni anebo  zkousSejici
uchovavat ze zakona. Do tficeti (30) dnli od
vypovézeni této smlouvy nebo dokonceni studie
(podle toho, co nastane diive) piedlozi zkousejici
zadavateli zavéreCné pisemné zpravy, které
budou odpovidat ptislusnym standardiim oboru a
veskerym kritériim nebo pozadavkim uvedenym
v protokolu. Po vypovédi této smlouvy nebo
pozastaveni studie ve zdravotnickém zafizeni
z jakéhokoli divodu budou vSechny strany
pokradovat v ¢innostech podle této smlouvy
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mutual written agreement of the Parties based on
reasonable medical judgment to protect the
health of subjects participating in the Study. This
Section 2.5 survives termination of this
Agreement.

pouze v rozsahu nezbytné nutném a stanoveném
vzajemnou pisemnou dohodou stran na zakladé
priméteného lékaiského usudku k ochrané zdravi
subjekti ucastnicich se studie. Tento bod 2.5
zustava v platnosti i po ukonceni této smlouvy.

(©) Survival. In addition to those Articles or
Sections explicitly providing for their survival
following termination of this Agreement (which
shall also survive any expiration of this
Agreement), Sections 1.2, 1.5, 1.7, 1.8, 2.5, 3, 4,
5,6, 7.4, 8,9, and 10 of this Agreement shall
survive any termination or expiration of this
Agreement.

(© Pietrvani platnosti. Kromé ¢lankt nebo
bodl, které vyslovné upravuji své pretrvani
platnosti po vypovédi této smlouvy (coz plati i po
skonCeni platnosti této smlouvy), zistanou v
platnosti body 1.2, 1.5, 1.7, 1.8, 2.5, 3, 4, 5, 6,
7.4, 8, 9 a 10 této smlouvy i1 po vypovedi nebo
skonceni platnosti této smlouvy.

3. ODMENA

3. COMPENSATION
In consideration of Institution’s and
Investigator’s  performance  under  this

Agreement, Sponsor shall pay Institution in
accordance with the Budget and Payment
Schedule set forth in Exhibit A. Sponsor will not
be required to pay any amount which exceeds the
amount specified in the Budget , unless otherwise
agreed to in a separate writing duly authorized
and executed by the Parties. The amounts
payable by Sponsor under this Agreement
represent the fair market value of the services
associated with the Study and have not been
determined in a manner that takes into account
the volume or value of any referrals or business.
Institution and Investigator each agrees that:
(@) all claims that either Institution or
Investigator submit for reimbursement to any
healthcare program or third party payer for any
procedure that involves any Study Drug or
Materials (defined below) provided by or on
behalf of Sponsor or CRO at no cost to Institution
and Investigator will accurately reflect the
provision of those Materials by or on behalf of
Sponsor and/or CRO and (b) any equipment
supplied by Sponsor or CRO for use in the Study
will be used solely in connection with the Study
and will be returned, in good working order not
materially worse than that in which it was
initially provided to Institution or Investigator, to
Sponsor or CRO promptly upon completion or
termination of the Study. Sponsor shall be solely
liable to Institution for all amounts due under this
Section 3. CRO is managing the Study for
Sponsor, but shall not be liable to Institution or
Investigator for any amounts due under this
Section 3.. All payments specified in this
agreement are due to the Institution. Investigator

S ohledem na €innosti zdravotnického zafizeni
a zkousejiciho podle této smlouvy bude
zadavatel zdravotnickému zafizeni provadét
uhrady v souladu s Rozpoctem a rozpisem plateb
uvedenym v piiloze A. Zadavatel nebude muset
hradit zadnou ¢astku, ktera presahne castku
uvedenou v rozpoctu, nedohodnou-li se smluvni
strany pisemné jinak v tadné autorizovaném
a podepsaném samostatném dokumentu. Céstky
splatné zadavatelem na zakladé této smlouvy
predstavuji spravedlivou trzni hodnotu sluzeb
souvisejicich se studii a nebyly stanoveny
zpusobem, ktery piihlizi k mnozstvi nebo
hodnot¢ jakychkoli doporuceni ¢i obchoda.
Zdravotnické zatizeni a zkousejici souhlasi s tim,
ze: (a) vSechny pohledavky, které zdravotnické
zafizeni nebo zkouSejici ptfedlozi k thradée
jakémukoli poskytovateli zdravotni péce nebo
platci treti strany za jakykoli postup, ktery
zahrnuje jakykoli hodnoceny pfipravek nebo
material ~ (definovany nize) poskytovany
zadavatelem nebo jeho jménem nebo CRO
zdravotnickému  zafizeni a  zkouSejicimu
bezplatné¢, budou ptfesné¢ odrazet poskytnuti
téchto materialt ze strany zadavatele nebo jeho
jménem a/mebo CRO a (b) veskeré vybaveni
dodané zadavatelem nebo CRO k pouziti ve
studii bude pouzito vyhradné v souvislosti se
studii a bude vraceno v dobrém funkénim stavu,
ne podstatné hor$im, nez v jakém bylo ptuvodné
poskytnuto  zdravotnickému  zafizeni nebo
zkousejicimu, zadavateli nebo CRO ihned po
dokonceni nebo ptfedCasném ukonceni studie.
Vyhradni odpovédnost za veskeré ¢astky splatné
zdravotnickému zafizeni podle tohoto bodu 3
ponese zadavatel. CRO fidi studii jménem
zadavatele, ale nenese odpovédnost za uhradu
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and Study Team members will be paid through
separate contracts.

Castek  splatnych  podle  tohoto  bodu 3
zdravotnickému zafizeni ani zkouSejicimu.
Veskeré platby uvedené v této smlouvé jsou
splatné zdravotnickému zafizeni. Zkousejici
aclenové studijniho tymu budou vyplaceni
prostiednictvim samostatnych smluv.

4, REGULATORY

4, KONTROLY REGULACNICH ORGANU

4.1 Regulatory Inspections.
Institution and Investigator shall cooperate with
and permit, upon request, officials of applicable
Regulatory Authorities (including the US Food
and Drug Administration), or any governmental
agency to (a) examine and inspect Institution’s
facilities and equipment required for
performance of the Study and (b) inspect and
copy any data, reports, work products and results
relating to the Study. Institution and Investigator
shall promptly notify Sponsor of any inspection
of its facilities or operations relating to the Study
or of the Institution, cooperate with the
regulatory or governmental agency, comply with
the requirements of the audit, and make
appropriate Study Team Members available to
explain and discuss records and documentations
related to the Study. To the extent the regulatory
audit is related to Study, Sponsor shall have the
right to be present at inspections of Institution’s
facilities or operations or of the Institution, and
shall have the opportunity to provide review and
comment on any responses that may be required
with respect to any of the matters referenced in
this Section 4.1.

4.1 Kontroly regulac¢nich organi.
Zdravotnické zafizeni a zkouSejici budou
spolupracovat a na pozadani povoli Gfednikiim
pfislusnych  regulacnich  orgdnt  (vCetné
amerického Utadu pro kontrolu potravin a 16¢iv)
nebo jakémukoli statnimu organu (a) provérovat
a kontrolovat zafizeni a vybaveni zdravotnického
zafizeni nutné k provadéni studie a (b)
kontrolovat a kopirovat veskeré udaje, zpravy,
vysledky prace a vysledky vztahujici se ke studii.
Zdravotnické zafizeni a zkouSejici budou
neprodlen¢ informovat zadavatele o jakékoli
kontrole svych =zafizeni nebo Cinnosti
souvisejicich se studii nebo se zdravotnickym
zafizenim, spolupracovat s regulacnim nebo
statnim ufadem, plnit pozadavky auditu
a poskytnou prislusné ¢leny vyzkumného tymu
Kk objasnéni a projednani zaznamui a dokumentd
souvisejicich se studii. Pokud bude audit
regulacniho ufadu souviset se studii, ma
zadavatel pravo byt pfitomen pii inspekcich
zafizeni nebo Cinnosti zdravotnického zatizeni
a bude mit moznost kontrolovat a komentovat
pfipadné pozadované odpovédi v souvislosti se
zalezitostmi, na néz se vztahuje bod 4.1.

4.2 Visits and Inspections by
Sponsor or CRO. Sponsor, or Sponsor’s
representatives (including CRO) shall be entitled
to visit or meet with Institution, Investigator,
Subinvestigators, Sponsor-approved
subcontractors or any of their staff, agents or
employees and examine and inspect the facilities
at the Institution, upon reasonable advance notice
and with reasonable frequency during normal
business hours to observe or monitor the progress
of the Study and review and copy (when
permitted under Applicable Law) documents,
records, data, information, and Materials relating
to the Study. Institution and Investigator shall
assist Sponsor and CRO in scheduling such visits
and in providing adequate workspace, cooperate
with the Sponsor or CRO, comply with the
reasonable requirements of the visit or
inspection, and make appropriate Study Team

4.2 Navstévy a kontroly ze strany
zadavatele nebo CRO. Zadavatel nebo jeho
zastupci  (v€etné CRO) budou opravnéni
nav§tévovat nebo se setkdvat se zastupci
zdravotnického zafizeni, zkousSejicim,
spoluzkousejicimi, subdodavateli schvalenymi
zadavatelem nebo s kterymikoli z jejich
zaméstnancli,  zastupcit  nebo  personalu
aprovérovat a kontrolovat zafizeni ve
zdravotnickém zafizeni po oznameni
S pfiméfenymi predstthem a s pfiméfenou
Cetnosti béhem bézné pracovni doby za tcelem
sledovani nebo monitorovani prubehu studie
a kontrolovat a kopirovat (pokud to umozinuje
platny zakon) dokumenty, zaznamy, udaje,
informace a materidly tykajici se studie.
Zdravotnické zafizeni a zkouSejici poskytnou
zadavateli a CRO pfi planovani téchto navstév
apii poskytovani odpovidajiciho pracovniho
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Members available to explain and discuss records
and documentations related to the Study.

prostoru soucinnost, budou se zadavatelem nebo
CRO spolupracovat, plnit pfimétené pozadavky
navstévy nebo inspekce a umozni piislusSnym
¢lentim vyzkumného tymu, aby podali vysvétleni
a projednali zdznamy a dokumentaci tykajici se
studie.

4.3 Maintenance of Records.
Subject to the provisions of Articles 5 and 8,
Institution and Investigator shall retain in its
possession copies of any and all data, documents
or information related to or resulting from the
performance of this Agreement solely as required
for regulatory, legal or insurance purposes.
Institution and Investigator shall maintain its
records in a professional manner so as to permit
Sponsor and CRO to review the data, documents
or information in full without disclosing to
Sponsor or CRO any third party confidential or
proprietary  information. Institution  and
Investigator shall maintain all such records for a
period of fifteen (15) years or for the time period
required by Applicable Laws, whichever is
longer. Neither Institution nor Investigator shall
destroy any such records until it has obtained
Sponsor’s prior written permission to do so. This
Section 4.3 survives termination of this
Agreement.

As part of the proper storage of Study
documentation, Institution undertakes to deliver
to the study monitor, prior to the start of
archiving, the appropriate paper boxes in which
the documents will be stored in accordance with
legal regulations and the archiving rules of the
Institution and the applicable laws. The Sponsor,
through the CRO, undertakes to instruct the study
monitor under this Agreement and obliges the
study monitor to comply with this provision, in
terms of archiving and storing all clinical records
in medical cartons prepared by the monitor for
this purpose, in cooperation with Institution, pick
up at the Institution. Documents archived and
stored in this way will be handed over by the
monitor to the Institution for storage and proper
preservation, in accordance with this Agreement
and Applicable law.

4.3 Uchovavani zaznamu.
S vyhradou ustanoveni ¢lankd S a 8 si
zdravotnické zafizeni a zkousSejici ponechaji ve
svém drzeni kopie veskerych 0dajt, dokumentt
nebo informaci souvisejicich nebo vyplyvajicich
z plnéni této smlouvy, a to pouze v rozsahu
vyzadovaném pro kontrolni, pravni nebo
pojistovaci  ucely. Zdravotnické zafizeni
a zkousejici budou vést zdznamy profesionalnim
zplisobem tak, aby zadavatel a CRO mohli
pfezkoumavat tidaje, dokumenty nebo informace
v plném rozsahu, aniz by byly zadavateli nebo
CRO sd¢leny daveérné nebo chranéné informace
tretich stran. Zdravotnické zafizeni a zkousSejici
budou uchovavat vSechny tyto zdznamy po dobu
patnacti (15) let nebo po dobu pozadovanou
platnymi zakony, podle toho, kterd doba je delsi.
Zdravotnické =zafizeni ani zkouSejici tyto
zaznamy nezni¢i, dokud k tomu neobdrzi
pfedchozi pisemny souhlas zadavatele. Tento
bod 4.3 zistava v platnosti i po ukonCeni této
smlouvy.

Zdravotnické zafizeni se v ramci ftadného
uchovavani klinické dokumentace zavazuje
dodat monitorovi studie, a to pfed zapocetim
archivace, prislusné papirové krabice, do kterych
budou dokumenty uloZeny v souladu s pravnimi
predpisy a archivacnim fadem zdravotnického
zatizeni a platnymi pravnimi predpisy. Zadavatel
prostfednictvim CRO se v ramci této smlouvy
zavazuje, ze monitorovi studie udé€li pokyn,
azavaze ho k plnéni tohoto ustanoveni, ve

smyslu provadéni archivace a ukladani
veskerych klinickych podkladt do
zdravotnickym zafizenim pripravenych

papirovych krabic, které si za timto ucelem
monitor, ve spolupraci se zdravotnickym
zafizenim, vyzvedne u zdravotnického zatizeni.
Takto archivované a ulozené dokumenty budou
monitorem predany zdravotnickému zafizeni
k uloZeni a fAdnému uchovani, v souladu s touto
smlouvou a platnymi pravnimi pfedpisy

5. PROPERTY

5. VLASTNICTVi

51 Sponsor  Technology. All
existing inventions, intellectual property rights,

51 Technologie zadavatele.
VSechny existujici vynalezy, prava dusevniho
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and technologies of Sponsor (including but not
limited to the Study Drug and Materials) (the
“Sponsor Technology”) belong exclusively to
Sponsor and nothing shall be construed to grant
any license or other right to the Sponsor
Technology except as expressly set forth herein
for the sole purpose of conducting the Study.
This Section 5.1 survives termination of this
Agreement.

vlastnictvi a technologie zadavatele (mj. vCetné
hodnoceného piipravku a materialti) (dale jen
»technologie zadavatele®) patii  vyluéné
zadavateli a zddné ustanoveni nebude vykladano
tak, ze by udélovalo jakoukoli licenci nebo jiné
pravo na technologii zadavatele, s vyjimkou
ptipadt vyslovné uvedenych v tomto dokumentu
vyhradn€ za ucelem provadéni studie. Tento
bod 5.1 zistava v platnosti i po ukonceni této
smlouvy.

5.2 Study Invention.

5.2 Vynalezy ze studie.

(@) Any invention,
discovery or improvement, whether or not
patentable, related to the Study or Study Drug (or
any analog or derivative thereof), specifically
including, without limitation, any method of use
of the Study Drug (or any analog or derivative
thereof) or any formulation, dosage,
administration, or method of manufacture of the
Study Drug (or any analog or derivative thereof),
whether conceived or made solely by Institution,
Investigator, any Subinvestigator, any Study
Team Member, or any contractor of any of the
foregoing, or conceived or made by Institution,
Investigator or any Subinvestigator(s), any Study
Team Member(s), or any contractor of any of the
foregoing jointly with one or more employees of
Sponsor, CRO, or any third party (“Study
Invention”), and all intellectual property rights
related thereto, shall be and remain, at all times
the sole and exclusive property of Sponsor.
Institution and Investigator shall provide prompt
written notice of any Study Invention to Sponsor
and shall assist Sponsor in gaining patent
protection for any Study Invention. All
information concerning Study Inventions shall be
deemed Confidential Information of Sponsor.

(@) Jakykoliv  vynalez,
objev nebo zlepseni, at’ uz patentovatelné, nebo
nikoli, souvisejici se studii nebo hodnocenym
pfipravkem (nebo jakymkoli analogickym
pfipravkem  nebo  derivatem  pfipravku),
konkrétn¢ mj. vcetné jakéhokoli zplsobu pouziti
hodnoceného ptipravku (nebo jakéhokoli
analogického ptipravku nebo derivatu ptipravku)
nebo jakékoli slozeni, davkovani, podavani nebo
zptisob vyroby hodnoceného piipravku (nebo
jakéhokoli analogického ptipravku nebo derivatu
pripravku), at uz vyvinuté nebo vytvorené
samostatné zdravotnickym zafizenim,
zkousejicim,  jakymkoli  spoluzkousejicim,
jakymkoli ¢lenem vyzkumného tymu nebo
jakymkoli dodavatelem kterékoli z vySe
uvedenych osob nebo vyvinuté nebo vytvorené
zdravotnickym zafizenim, zkousejicim,
jakymkoli spoluzkousejicim, jakymkoli ¢lenem
vyzkumného tymu nebo jakymkoli dodavatelem
kterékoli z vySe uvedenych osob spolecné
S jednim nebo vice zaméstnanci zadavatele, CRO
nebo jakékoli tfeti strany (dale jen ,,vynalez ze
studie) a veskera prava duSevniho vlastnictvi
vztahujici se k nim jsou a zdlstanou stale
vyhradnim a vylu¢nym vlastnictvim zadavatele.
Zdravotnické zafizeni a zkouSejici musi
o veskerych vyndlezech ze studie neprodlené
informovat zadavatele a musi byt zadavateli
napomocni pii ziskani patentové ochrany pro
veskeré vynalezy ze studie. Veskeré informace
tykajici se vyndlezii ze studie se povazuji za
divérné informace zadavatele.

(c) All inventions,
discoveries, and improvements, other than Study
inventions, made or conceived solely by
Institution, Investigator, or their employees,
consultants, agents, or students in the course of
or as a result of the Study, or as a result of their
use or knowledge of Materials, Study Drug, or
Confidential Information (“Institution

(©) V8echny  vynalezy,
objevy a vylepSeni kromé vynalezi ze studie,
vytvorené nebo vyvinuté samostatn¢

zdravotnickym zafizenim, zkouSejicim nebo
jejich zaméstnanci, konzultanty, zastupci nebo
studenty v pribéhu nebo v dasledku provadéni
studie, pfip. jako vysledek jejich pouziti nebo
znalosti materiali, hodnoceného ptipravku nebo
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Inventions”) shall be the sole property of
Institution. All inventions, discoveries, and
improvements, other than Study Inventions,
made or conceived by Institution, Investigator, or
their employees, consultants, agents, or students,
jointly with Sponsor or CRO (“Joint
Inventions™), shall be the joint property of
Institution and Sponsor. Sponsor shall have a
ninety (90) day exclusive first option to license
Institution’s rights in Institution Inventions and
Joint Inventions, and Sponsor shall have twelve
(12) months from its exercise of such option with
respect to a particular Institution Invention or
Joint Invention within which to negotiate an
exclusive license to use such inventions on
mutually  acceptable and  commercially
reasonable terms and conditions that fairly reflect
the relative contributions of both parties.
Institution and Investigator agree to immediately
disclose in writing any and all Institution
Inventions and Joint Inventions to Sponsor.

davérnych informaci (dale jen ,,vynalezy
zdravotnického zafizeni®) budou vyhradnim
vlastnictvim zdravotnického zafizeni. VeSkeré
vyndlezy, objevy a vylepSeni kromé vynélezt ze
studie, vytvofené nebo vyvinuté zdravotnickym
zatizenim, zkouSejicim nebo jejich zameéstnanci,
konzultanty, zastupci nebo studenty, spolecné se
zadavatelem nebo CRO (déale jen ,spolecné
vynalezy) budou spole¢nym vlastnictvim
zdravotnického zafizeni a zadavatele. Zadavatel
bude mit devadesat (90) dnd exkluzivni
predkupni prdvo na prava zdravotnického
zafizeni k vynaleziim zdravotnického zatizeni
a spoleénym vynaleziim a zadavatel bude mit
dvanact (12) meésici od okamziku uplatnéni
tohoto prava vici konkrétnimu vynalezu
zdravotnického zafizeni nebo spole¢nému
vynalezu a v tomto obdobi mulze vyjednat
vyhradni licenci k pouzivani téchto vynalezti za
vzajemné pfijatelnych a ekonomicky
pfiméfenych podminek, které spravedlive
odrazeji pomérné Usili obou stran. Zdravotnické
zatizeni a zkouSejici se zavazuji, ze budou
0 vSech vynalezech zdravotnického =zatizeni
a spole¢nych vynalezech neprodlené pisemné
informovat zadavatele.

(d) This Section 5.2
survives termination of this Agreement.

(d) Tento bod 5.2 zistava
v platnosti i po ukonceni této smlouvy.

5.3 Assignments and Assistance.
Institution and Investigator each hereby assigns
to Sponsor any and all right, title, and interest in
and to Sponsor Technology, any Study
Invention, and all intellectual property rights
related thereto, free and clear of all liens, claims,
and encumbrances. Neither Institution nor
Investigator shall have any right to use Sponsor
Technology or any Study Invention for any
purpose except conducting the Study. Each of
Institution and Investigator shall take all such
further actions and execute and deliver all such
further documents as may be necessary to
effectuate and perfect the ownership provisions
of this Article 5. This Section 5.3 survives
termination of this Agreement.

5.3 Pfevod prav a soucinnost.
Zdravotnické zafizeni a zkouSejici timto
jednotlivé prevadi na zadavatele veskera prava,
naroky a zajmy vztahujici se k technologii
zadavatele, veskerym vynalezim ze studie
a veskerym souvisejicim pravim dusevniho
vlastnictvi, bezplatné a bez jakychkoli zastavnich
prav, narokd a zaruk. Zdravotnické zatrizeni ani
zkousSejici nemaji pravo pouzivat technologii
zadavatele nebo jakykoli vynalez ze studie
k jakémukoli jinému ucelu, nez je provadéni
studie. Zdravotnické =zafizeni a zkouSejici
pfijmou veskera dal§i opatfeni a vyhotovi
a predaji vSechny dalsi dokumenty, které mohou
byt nezbytné k provedeni a dokonceni ustanoveni
o vlastnictvi tohoto ¢lanku 5. Tento bod 5.3
zustava v platnosti i po ukonéeni této smlouvy.

5.4 Ownership of Patient Records.
As between the Parties, all original patient
records are the sole and exclusive property of the
respective subjects, to be retained by Institution
or Investigator in accordance with Applicable
Laws.

54 Vlastnictvi zdznamu pacienti.
Mezi stranami vSechny puvodni zaznamy
pacientt  jsou vyhradnim a  vyluénym

vlastnictvim pfislusnych subjektl a zdravotnické
zafizeni nebo zkousejici je budou uchovavat
v souladu s platnymi zakony.
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55 CRO Technology. All existing
inventions and technologies related to CRO’s
eClinical processes and systems (“CRO
Technology”) belong exclusively to CRO.
Neither Institution nor Investigator shall have
any right to use CRO Technology for any
purpose except conducting the Study. This
Section 5.5 survives termination of this
Agreement.

55 Technologie CRO. Vsechny
stavajici vynalezy a technologie souvisejici
Spostupy a systétmy eClinical CRO patii
vyhradn¢ CRO (dale jen ,,technologie CRO®).
Zdravotnické zafizeni ani zkouSejici nemaji
pravo pouzivat technologii CRO k jakémukoli
jinému tUcelu, nez je provadéni studie. Tento
bod 5.5 zGstava v platnosti i po ukonéeni této
smlouvy.

. N

6.3 General Conditions of
Indemnification. Each Party’s agreement to
indemnify, defend and hold the other harmless is
conditioned on the indemnified Party: (a)
providing prompt written notice to the
indemnifying Party of any claim or lawsuit with
potential for a Loss no more than thirty (30) days
after the indemnified Party has knowledge of
such claim or lawsuit; (b) permitting the
indemnifying Party to have full conduct and
control to investigate, prepare for, and defend
against any such claim or lawsuit; (c) providing
the indemnifying Party, at the indemnifying
Party’s reasonable expense, with the full
cooperation and assistance in the investigation
of, preparation for and defense of any such claim
or lawsuit; and (d) not compromising or settling
such claim or lawsuit without the indemnifying
Party’s prior written consent, such consent not to
be unreasonably withheld, provided that (i) if the
Party entitled to indemnification fails to
promptly notify the indemnifying Party pursuant
to the foregoing clause (a), the indemnifying
Party will only be relieved of its indemnification
obligation to the extent materially prejudiced by
such failure and (b) in no event may the
indemnifying Party compromise, settle, or enter

6.3 Vseobecné podminky
odskodnéni. Souhlas kazdé strany
s odskodnénim, obhajobou a zbavenim druhé
strany odpovédnosti je podminén tim, ze
odskodnovana strana: (a) poskytne v€as pisemné
ozndmeni odSkodiujici strané o jakémkoli
naroku nebo soudnim sporu s moznou ztratou
nejpozdeéji  tficet (30) dnd poté, co se
odskodnovana strana o takovém naroku nebo
soudnim sporu dozvi; (b) umozni odskodnujici
strané, aby méla plnou volnost a kontrolu za
ucelem vySetfeni, pfipravy a obhajoby tykajici se
takového naroku nebo soudniho sporu; (C)
poskytne odskodnujici strané na priméfené
naklady odSkodiujici strany uplnou soucinnost
apomoc pii vySetfovani, piipravé a obhajobé
jakéhokoli takového naroku nebo soudniho
sporu; a (d) nedosahne kompromisu ani neurovna
takovy narok nebo soudni spor bez ptedchoziho
pisemného souhlasu odskodnujici strany s tim, ze
takovy souhlas nebude bezdivodné odepien, za
predpokladu, ze (i) pokud strana opravnéna

k odskodnéni neprodlené neupozorni
odskodnujici stranu podle vysSe uvedeného
ustanoveni, (a) bude odSkodnujici strana

osvobozena od povinnosti odSkodnéni pouze
v rozsahu, ktery je timto selhdnim podstatné
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into any voluntary disposition of any claim,
demand or action in any manner that admits
material fault or wrongdoing on the part of the
indemnified Party or incurs non-indemnified
liability on the part of the indemnified Party
without the prior written consent of the
indemnified Party. This Article 6 survives
termination of this Agreement.

dot¢en, a (b) v zadném piipadé nesmi
odskodnujici strana bez ptedchoziho pisemného
souhlasu odskodnéné strany fesit kompromisem,
urovndvat nebo uzavirat jakékoli dobrovolné
postoupeni jakéhokoli naroku, pozadavku nebo
sporu zpusobem, ktery pripousti zavaznou vinu
nebo protipravni jednani na stran¢ odskodnované
strany nebo z ni vznikne neodskodnéna
odpovédnost na stran¢ odskodiiované strany.
Tento clanek 6 zistava v platnosti i po ukonceni
této smlouvy.

6.4 Insurance. Institution shall
maintain insurance covering its liability
obligations under this Agreement for the duration
of the Study. Institution shall provide evidence of
such coverage to Sponsor upon request. The
Sponsor shall provide the specific insurance
certificate required by Applicable Law.

The Parties acknowledge that in order to activate
the insurance of their activities within clinical
trials, Institution is obliged to provide the
relevant insurance company with basic
information related to the nature and manner of
conducting the clinical trial. Sponsor undertakes
to give the Sponsor consent to the transfer of the
above information to the relevant insurance
company. The Institution undertakes to provide
the insurance company with only the information
necessary to activate the insurance.

6.4 Pojisténi. Zdravotnické zatizeni
bude mit po dobu trvani studie sjednano a budou
udrzovat pojisténi na kryti jejich zavazki
vyplyvajicich z této smlouvy. Zdravotnické
zatizeni poskytne zadavateli na pozadani dikaz o
takovém pojistném kryti. Zadavatel poskytne
konkrétni doklad o pojisténi, jak pozaduji platné
pravni predpisy.

Smluvni strany berou na védomi, Ze zdravotnické
zafizeni je pro aktivaci pojisténi svych Cinnosti
v ramci klinickych hodnoceni povinno ptedlozit
prislusné  pojistovné zakladni informace
souvisejici s povahou a zplusobem provadéni
klinického hodnoceni. Zadavatel se zavazuje
udélit  zdravotnickému  zafizeni  souhlas
s pfedanim vySe uvedenych informaci ptislusné
pojistovné. Zdravotnické zafizeni se zavazuje
predat pojistovné pouze ty informace nezbytné
pro aktivaci daného pojisténi.

7. REPRESENTATIONS AND WARRANTIES

7. PROHLASENI A ZARUKY

7.1 No Inconsistent Obligations or
Constraints. Institution represents and warrants
that it is qualified and permitted to enter into this
Agreement and that the terms of this Agreement
are not inconsistent with its other contractual
arrangements. Institution warrants that it is not
constrained by any existing agreement in

7.1 ZAadné rozporné zavazky nebo
omezujici podminky. Zdravotnické zafizeni
prohlasuje a zaruCuje, Ze je zpusobilé
a opravnéné uzavrit tuto smlouvu a Ze podminky
této smlouvy nejsou v rozporu s jeho jinymi
smluvnimi ujednanimi. Zdravotnické zafizeni
zarucuje, ze pii plnéni svych zavazkl podle této

performing its obligations under this Agreement. | smlouvy neni omezeno zadnou existujici
smlouvou.
7.2 Legal and Binding Agreement. | 7.2 Zakonna a zavazna dohoda.

Institution represents and warrants that this
Agreement is a legal and valid obligation binding
upon it and enforceable in accordance with its
terms.

Zdravotnické zafizeni prohlasuje a zarucuje, ze
tato smlouva predstavuje zdkonny a platny
zavazek, ktery je pro né zavazny a vynutitelny
Vv souladu s jejimi podminkami.

7.3 No Impairment; No Conflict.
During the term of this Agreement, Institution
warrants that it shall not enter into any agreement
to provide services which would in any way (a)

7.3 ZAadné naruSeni; Zadny stiet
zajmu. Zdravotnické zafizeni zarucuje, Ze po
dobu platnosti této smlouvy neuzavie zadnou
smlouvu o poskytovani sluzeb, ktera by
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materially impair its ability to complete
participation to the Study, or (b) constitute a
conflict of interest with Sponsor’s development
of Study Drug.

jakymkoli zpisobem (a) podstatné narusila
schopnost dokoncit ucast v této studii nebo (b)
predstavovala  stfet zajmd pfi  vyvoji
hodnoceného pripravku zadavatele.

7.4 No Debarred or Disqualified
Persons. The Institution certifies that it will not
engage, directly or indirectly, any person
(including the Investigator) to perform services
under this Agreement if (a) that person is
debarred by any regulatory authority or to the
Institution’s knowledge is threatened with
debarment by a pending proceeding, action, or
investigation, or (b) that person is otherwise
disqualified under Applicable Law (including
local law), or to the Institution’s knowledge is
threatened with such disqualification by a
pending proceeding, action, or investigation,
from participating in the Study. The Institution
certifies that it will immediately notify the
Sponsor in writing if any such debarment,
exclusion, or disqualification occurs, or if any
such debarment, exclusion, or disqualification
proceeding, action, or investigation is
commenced or, to the Institution’s knowledge, is
threatened, with respect to any such person.

7.4 Z:Aadné nezpiisobilé osoby nebo
osoby se zakazem ¢innosti. Zdravotnické
zatizeni potvrzuje, ze do poskytovani sluzeb
podle této smlouvy pifimo ani nepfimo nezapoji
zadnou osobu (v€etné zkousejiciho), pokud (a)
ma tato osoba zakaz Cinnosti od kontrolniho
ufadu nebo s védomim zdravotnického zafizend ji
hrozi zadkaz Cinnosti na zaklad¢é probihajiciho
fizeni, sporu nebo vySetfovani, nebo (b) je tato
osoba jinak nezpisobila k ucasti ve studii podle
platnych pravnich piedpist (vCetné mistnich
pravnich ptedpist), piipadné ji s védomim
zdravotnického zafizeni hrozi diskvalifikace na
zaklad¢ probihajiciho fizeni, sporu nebo
vySetfovani. Zdravotnické zatizeni potvrzuje, ze
neprodlené pisemné vyrozumi zadavatele, pokud
dojde k takovému zékazu cCinnosti, vylouceni
nebo diskvalifikaci, nebo bude-li zahajeno fizeni,
soudni spor nebo vySetiovani ve véci takového
zakazu Cinnosti, vylouceni ¢i diskvalifikace,
nebo pokud je zdravotnickému zafizeni znamo,
ze vySe uvedené hrozi, a to s ohledem na
jakoukoli takovou osobu.

7.5 Limited Warranty  and
Disclaimer.  Without limiting  Sponsor’s
indemnification and insurance obligations

herein, Institution understands and agrees that
Sponsor makes no warranty, either expressed or
implied, regarding the use of the product in the
Study. Without limiting the foregoing, Sponsor
expressly disclaims any implied warranties of
merchantability or fitness for a particular

7.5 Omezena zaruka a vylouceni
odpovédnosti. Aniz by byly omezeny zavazky
zadavatele tykajici se odSkodnéni a pojisténi
vyplyvajici z této smlouvy, zdravotnické zatizeni
bere na védomi a souhlasi s tim, ze zadavatel
neposkytuje zadnou vyslovnou ani
predpokladanou  zaruku ohledné¢ pouziti
pfipravku ve studii. Aniz by bylo omezeno vyse
uvedené, zadavatel vyslovné odmita jakékoli

purpose. pfedpokladané  zaruky  prodejnosti  nebo
vhodnosti pro urcity ucel.
7.6 No Litigation or Regulatory | 7.6 Zidné soudni spory ani

Warnings. Each Party represents and warrants
that (a) it is not currently involved in any
litigation, and is unaware of any pending
litigation proceedings, relating to such Party’s
role in the conduct of a clinical trial for any third
party; and (b) it has not received any warnings
from any regulatory body in any country relating
to services it has provided to third parties during
the conduct of a clinical trial.

varovani kontrolnich urada. Kazda strana
prohlasuje a zaruCuje, ze (a) neni v soucasné
dobé¢ zapojena do zadného soudniho sporu ani si
neni védoma zadného probihajiciho soudniho
fizeni tykajiciho se ulohy této strany pfi
provadéni klinického hodnoceni pro jakoukoli
treti stranu a (b) neobdrZela od zadného
kontrolniho Gfadu v zadné zemi varovani tykajici
se sluzeb, které poskytla béhem provadéni
klinického hodnoceni tietim stranam.
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8. CONFIDENTIALITY AND | 8. DUVERNOST A NESDELOVANI
NONDISCLOSURE INFORMACIH
8.1 Confidential Information. | 8.1 Divérné informace.

Except as provided elsewhere in this Article 8,
Institution, Investigator, Subinvestigators, and
each of their employees, agents, representatives,
students and contractors (including but not
limited to Study Team Members) shall treat all
information and Materials disclosed or provided
to it by, or on behalf of, Sponsor or CRO as
confidential information belonging to Sponsor
(“Confidential Information”). Confidential
Information includes, without limitation, patent
applications, technology, business plans, the
Protocol, any Investigator Brochure, and all
information relating thereto; all proprietary
biological, chemical or other materials;
applications, formulas, manufacturing processes,
basic scientific data, Study Data, prior clinical
data and formulation information; Sponsor
Technology; Study Inventions; and all
information related to any of the foregoing3

S vyjimkou ustanoveni uvedenych jinde v tomto
¢lanku 8 budou zdravotnické zatizeni, zkousejici,
spoluzkousejici a vSichni jejich zaméstnanci,
zmocnénci, zastupci, studenti a dodavatelé
(mimo jiné vcetné Clent vyzkumného tymu)
nakladat se vS§emi informacemi a materialy, které
ziskaji od zadavatele nebo CRO nebo jejich
jménem, jako s divérnymi informacemi, které
patii zadavateli (dale jen ,,d@dvérné informace*).
Duvérné informace zahrnuji mj. patentové
prihlasky, technologie, obchodni plany, protokol,

jakoukoli pfirucku zkousejictho a vesSkeré
souvisejici  informace; vSechny chranéné
biologické, chemické nebo jiné materialy;

aplikace, vzorce, vyrobni procesy, zakladni
veédecka data, tidaje ze studie, pfedchozi klinicka
data a informace o0 slozeni, technologii
zadavatele, vyndlezy ze studie a veskeré
informace které se ke kterékoli z vySe uvedenych
polozek vztahuji.

8.2 Nondisclosure and Nonuse.
During the term of this Agreement and for a
period of ten (10) years after termination or
expiration of this Agreement, Institution and
Investigator agree, and will ensure that Study
Team Members and Subinvestigators agree, to
maintain in strict confidence all of the
Confidential Information and not to use or
disclose any Confidential Information except as
expressly permitted under this Agreement.
Confidential Information is and remains the
confidential and proprietary property of Sponsor,
and may be disclosed to third parties by
Institution or Investigator (as applicable) only on
a need-to-know basis, to third parties approved in
advance and in writing by Sponsor, as necessary
for purposes expressly authorized in this
Agreement. Institution and Investigator agree
that any third party to whom disclosures of
Confidential Information are made shall be
bound by obligations of confidentiality and non-
use at least as protective of Sponsor as those
contained in this Article 8.

8.2 Nesdélovani a nepouZivani
informaci. Zdravotnické zafizeni a zkousejici se
zavazuji (a zajisti, aby tak ucinili i ¢lenové
vyzkumného tymu a spoluzkousejici) béhem
doby platnosti této smlouvy a po dobu deseti (10)
let po skonceni platnosti nebo predcasném
ukonéeni této smlouvy piisné¢ zachovavat
mlcenlivost o vSech davérnych informacich
anepouzivat ani nesdélovat zadné daveérné
informace, s vyjimkou piipadd vyslovné
povolenych touto smlouvou. Divérné informace
jsou a zistavaji davérnym a chranénym
vlastnictvim zadavatele a zdravotnické zafizeni
nebo zkousejici (dle situace) je mize zpiistupnit
tietim stranam, které pfedem pisemné odsouhlasi
zadavatel, pouze pokud je tyto strany potiebuji
znat pro ucely vyslovné povolené v této smlouve.
Zdravotnické zatizeni a zkousejici souhlasi s tim,
ze kazda treti strana, které jsou zpfistupnény
daveérné informace, bude vazana povinnostmi
mléenlivosti a nepouzivani, které budou
zadavateli poskytovat pfinejmensim stejnou
ochranu, jako jsou povinnosti uvedené v tomto
¢lanku 8.

8.3 Exceptions. The
confidentiality, non-disclosure and nonuse
obligations of this Article 8 shall not apply to
information that:

8.3 Vyjimky.Povinnosti tykajici se
daveérnosti, nesdélovani a nepouzivani v tomto
¢lanku 8 se nevztahuji na informace, které:
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(@) is already in the
possession of Institution or Investigator at the
time of disclosure thereof, as demonstrated by
Institution’s or Investigator’s contemporaneous
written record,;

€)] jiz jsou ve vlastnictvi
zdravotnického zafizeni nebo zkouSejiciho
v okamziku jejich zvefejnéni, jak doklada
pisemny zaznam zdravotnického zafizeni nebo
zkousejiciho z dané doby;

(b) is or later becomes | (b) jsou nebo se pozdé&ji
part of the public domain through no fault of | stanou vefejné dostupnymi bez zavinéni
Institution or Investigator in breach of this | zdravotnického zatizeni nebo zkousejiciho
Agreement; nedodrzenim této smlouvy;

(©) is received, without | (c) jsou ziskany od treti

obligation of confidentiality or limitation on use,
from a third party having no obligations of
confidentiality with respect thereto to Sponsor;

strany, bez zavazku divérnosti nebo omezeni
pouziti, kterd neni vu¢i zadavateli vazana
zavazkem duvérnosti s ohledem na tuto smlouvu;

(d) is independently
developed by Institution or Investigator without
any breach of this Agreement or use or benefit of
Confidential Information, as demonstrated by

(d) jsou nezavisle
vyvinuty  zdravotnickym  zafizenim nebo
zkousejicim, aniz by doSlo k poruSeni této
smlouvy nebo zneuziti nebo vyuziti divérnych

Institution’s or Investigator’s contemporaneous | informaci, coz doklada pisemny zaznam

written record; or zdravotnického zatizeni nebo zkouSejiciho
z dané doby; nebo

(e) is the subject of a| (e) podléhaji pisemnému

written permission to disclose by Sponsor or
CRO.

souhlasu zadavatele nebo CRO se zvefejnénim.

8.4 Permitted Disclosure.
Notwithstanding the foregoing, Institution or
Investigator may  disclose  Confidential

Information to third parties to the extent such
disclosure is required by Applicable Law, order
of a court, government agency or the like having
competent jurisdiction; if and only if, Institution
or Investigator gives Sponsor prior written notice
of the required disclosure and uses reasonable
efforts to cooperate with Sponsor to allow
assertion of whatever exclusions or exemptions
may be available to it under Applicable Laws.
With respect to any disclosure permitted in
accordance with this Section 8.4, Institution and
Investigator may only disclose what is
reasonably necessary to comply with the
applicable disclosure requirement.

8.4 Povolené zptistupnéni. Bez
ohledu na vyse uvedené mohou zdravotnické
zafizeni nebo zkousSejici poskytnout diveérné
informace tfetim stranam, pokud je takové
zptistupnéni vyzadovano platnymi pravnimi
predpisy, nafizenim soudu, statniho tfadu nebo
podobného tadu majiciho ptislusnou pravomoc,
tehdy a jen tehdy, pokud zdravotnické zafizeni
nebo zkouSejici predem pisemné informuji
zadavatele o pozadovaném  zpristupnéni
avynalozi pfiméfené usili na spolupraci se
zadavatelem, aby bylo mozné uplatnit vyjimky
nebo vylouceni, které ma podle platnych
pravnich predpistt k dispozici. S ohledem na
jakékoli  zpristupnéni informaci povolené
Vv souladu s timto bodem 8.4 mohou zdravotnické
zafizeni a zkousSejici zvefejnit pouze to, co je
pfimétené nezbytné pro splnéni ptislusného
pozadavku na zvetejnéni.

8.5 CRO Confidential
Information. Institution and Investigator shall
keep strictly confidential any information
disclosed to it by Sponsor and/or CRO regarding
Sponsor’s and/or CRO’s processes, pricing,
systems and procedures. Institution and
Investigator shall protect such confidential

8.5 Divérné informace CRO.
Zdravotnické zafizeni a zkouSejici budou
zachovavat prisnou mlc¢enlivost v souvislosti se
vSemi informacemi, které ziskaji od zadavatele
a/nebo CRO, pokud jde o postupy, ocenovani,
systémy a postupy zadavatele a/nebo CRO.
Zdravotnické zafizeni a zkouSejici budou tyto
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information of Sponsor and/or CRO with the
same degree of care as Institution and
Investigator would protect their own confidential
information, which degree of care shall be no less
than commercially reasonable. Institution and
Investigator shall require all Study Team
Members working on this Study to comply with
the terms of this provision.

davérné informace zadavatele a/nmebo CRO
chrénit se stejnou péci, s jakou by zdravotnické
zatizeni a zkouSejici chranili své divémé
informace, pfiCemz tato uroven péce nebude
niz§i, nez je ekonomicky piiméfené.
Zdravotnické zafizeni a zkouSejici budou
vyzadovat, aby vSichni c¢lenové vyzkumného
tymu, ktefi se podileji na této studii, dodrzovali
podminky tohoto ustanoveni.

8.6 Irreparable Injury. Institution
acknowledges and agree that any violation of the
terms of this Agreement relating to the disclosure
or use of Confidential Information may result in
irreparable injury and damage to Sponsor not
adequately compensable in money damages, and
for which Sponsor may have no adequate remedy
at law. acknowledges and agree, therefore, that if
the disclosure and non-use terms herein are
violated, Sponsor may need to seek injunctions,
orders, or decrees in order to protect the
Confidential Information and will be entitled to
do so without having to post a bond. This Article
8 shall survive termination of this Agreement.

8.6 Nenapravitelna ujma.
Zdravotnické zafizeni bere na védomi a souhlasi
s tim, Ze jakékoli poruSeni podminek této
smlouvy, které se tyka zptistupnéni nebo pouziti
davérnych informaci, mlize mit za nasledek
nenapravitelnou Ujmu a Skodu na strané
zadavatele, kterou nelze dostate¢né kompenzovat
penéznimi prostiedky a viici které nemusi pro
zadavatele existovat odpovidajici zakonny
opravny prostiedek. Zdravotnické zatizeni proto
bere na védomi a souhlasi s tim, ze pokud dojde
k poruseni podminek nesdélovani a nepouziti,
které jsou zde uvedeny, miize zadavatel usilovat
o soudni piikaz, rozhodnuti nebo rozsudek
S cilem chranit ddvérné informace, a je opravnén
tak ucinit bez nutnosti uhrazeni kauce. Tento
¢lanek 8 zhstava v platnosti 1 po ukonceni této
smlouvy.

9. PUBLICATION AND PUBLICITY

9. PUBLIKACE A PROPAGACE

9.1 Publication. Details of the
Study and its results shall not be publicised or
published in any form without prior written
consent of the Sponsor. Such approval is
necessary to prevent premature disclosure of
trade secrets and other confidential information.
Neither party may use the name, logo, or
trademark of the other party or its employees or
affiliates in any press release, publicity, or
advertising without the prior written approval of
the other party, except as required by Applicable
Law or expressly permitted by this Agreement.
In addition, Sponsor or CRO has the right to
disclose any and all compensation paid to
Institution or otherwise paid under this
Agreement, to the extent and in the form required
Applicable Law (including state and Federal laws
and any new state or Federal laws that are
enacted during the Term of this Agreement).

9.1 Publikace. Udaje o studii
ajejich vysledcich nebudou v Zzadné formé
zvetejnény ani publikovany bez piredchoziho
pisemného souhlasu zadavatele. Takovy souhlas
je nezbytny k tomu, aby se zabranilo
pfedasnému odhaleni obchodnich tajemstvi
ajinych divérnych informaci. Zadna ze stran
nesmi pouZzivat nazev, logo nebo ochrannou
znamku druhé strany nebo jejich zaméstnanci ¢i
pridruzenych spolecnosti v zadné tiskové zprave,
propagaci nebo reklamé bez ptredchoziho
pisemného souhlasu druhé strany, s vyjimkou
ptfipadl, kdy to vyzaduji platné zakony nebo
vyslovné povoluje tato smlouva. Zadavatel nebo
CRO maji navic pravo zvefejnit veskeré odmeny
uhrazené¢ zdravotnickému zafizeni nebo jinak
vyplacené podle této smlouvy v rozsahu a forme
pozadované platnymi zakony (véetn¢ statnich
a federalnich zakonti a jakychkoli novych
statnich nebo federalnich zakonu, které budou
piijaty po dobu platnosti této smlouvy).

10. PERSONAL DATA

10. OSOBNi UDAJE
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10.1  Personal Data. Both prior to and during
the course of the Study, the Investigator and
his/her teams may be called upon to provide
personal data. This data falls within the scope of
the law and regulations relating to the protection
of personal data and may be used by IQVIA
Biotech, Sponsor, and their affiliates in
compliance with applicable law, including as set
forth below and for the length of time reasonably
necessary for the purposes below.

10.1  Osobni udaje. Pred zahajenim studie
i Vjejim pribéhu mohou byt zkousejici a
jeho/jeji tymy pozadani o poskytnuti svych
osobnich tdaji. Na tyto osobni tdaje se vztahuji
pravni pfedpisy a nafizeni upravujici ochranu
osobnich udaji atyto udaje mohou byt
spole¢nosti IQVIA Biotech, zadavatelem a jejich
ptidruzenymi subjekty pouzivany v souladu
Splatnymi pravnimi predpisy, ato Vnize
uvedeném rozsahu a po dobu nezbytné nutnou
pro nize uvedené tcely.

For the Investigator, this personal data may
include names, contact information, work
experience and professional qualifications,
publications, resumes, educational background
and information related to financial disclosures
or other potential conflict of interest, and
payments made to Payee(s) under this Agreement
for the following purposes:

V ptipadé zkousejiciho mohou takové osobni
udaje zahrnovat jméno, kontaktni tidaje, pracovni
zkuSenosti a odbornou kvalifikaci, publikace,
zivotopisy, dosazené vzdélani a informace
tykajici se poskytnuti finan¢nich udaji nebo
mozného stfetu z4jmul, jakoz iudaje o platbach
uskute¢novanych pfijemci platby podle této
smlouvy pro tyto ucely:

(i) the conduct of clinical trials and/or statistical
analysis;

(i) provadéni  klinickych hodnoceni a/nebo

statistickych analyz,

(ii) verification by governmental or regulatory
agencies, the Sponsor, IQVIA Biotech, and their
agents and affiliates;

(i) ovétovani statnimi nebo kontrolnimi ufady,
zadavatelem, spole¢nosti IQVIA Biotech a jejich
zastupci a pridruzenymi subjekty,

(iii) compliance with
requirements;

legal and regulatory

(iii) dodrzovani pozadavkt pravnich ptedpisi
a pozadavkl kontrolnich aradu,

(iv) publication on www.clinicaltrials.gov and
websites and databases that serve a comparable
purpose;

(iv) publikovani na webu www.clinicaltrials.gov
ana webech avdatabazich, které slouzi
obdobnému ucelu,

(v) storage in databases to facilitate the selection
of investigators for future clinical trials or other
business; and

(v) ukladani do databazi pro snazsi vybér
zkousejicich pro budouci klinickd hodnoceni
nebo jiné obchodni zdméry a

(vi) anti-corruption compliance.

(vi) dodrZzovani protikorupénich piedpisu.

Investigator’s personal data may be transferred to
countries outside of Investigator’s country,
which may not provide for the same level of
protection as is applicable in Investigator’s
country. In such event, IQVIA Biotech or
Sponsor, as applicable, will make sure that
appropriate safeguards are secured in advance of
any transfer in accordance with IQVIA Biotech’s
or Sponsor’s, as applicable, legal obligations to
ensure the protection of Investigator’s personal
data according to the data protection laws and
regulations applicable in Investigator’s country.

Osobni tdaje zkousejiciho mohou byt predavany
do zemi mimo zemi zkousejiciho, které nemuseji
poskytovat stejnou uroven ochrany, jaka plati
vzemi zkouSejiciho. V takovém  pfipadé
spolecnost IQVIA Biotech nebo piipadné
zadavatel zajisti, aby byly pfed kazdym takovym
predanim ziskany pfislusné zaruky, které
Vv souladu se zakonnymi povinnostmi spole¢nosti
IQVIA Biotech nebo zadavatele zajisti ochranu
osobnich udaji zkousSejictho podle zakonu
a predpisit o ochrané 1daji platnych v zemi
zkousejiciho.

Names of members of Study staff may be
processed in IQVIA Biotech’s study contacts
database for study-related purposes only.

Jména ¢lend vyzkumného tymu mohou byt
zpracovavana v databazich kontaktti vedenych
spolecnosti IQVIA Biotech pouze pro ucely
souvisejici s klinickymi studiemi.
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10.2  Study Subject Personal Data. The
Investigator shall obtain Study subject written
consent for the collection and use of Study
subject personal data for Study purposes,
including the disclosure, transfer and processing
of data collected in accordance with the Protocol,
in compliance with applicable data protection
provisions.

10.2  Osobni udaje subjektii hodnoceni.
ZkouSejici ziskd pisemny souhlas subjekti
hodnoceni se shromazdovanim a pouZzivanim
osobnich udaji subjekti hodnoceni pro ucely
studie, vCetné sd€lovani, pfenosu a zpracovani
udaji shromazdénych v souladu s protokolem,
v souladu s platnymi ustanovenimi o ochrané
osobnich udajt.

10.3  Data Controller. The Sponsor shall be
the data controller for such personal data except
that, if IQVIA Biotech deals with any personal
data under this Agreement in the manner of a data
controller, IQVIA Biotech shall be the data
controller of such personal data to the extent of
such dealings.

10.3  Spravce udaju. Spravcem udaji je
zadavatel s tim, Ze pokud bude spole¢nost IQVIA
Biotech pracovat s jakymikoli osobnimi daji na
zaklade této smlouvy stejnym zplisobem jako
spravce udaji, pak bude spole¢nost IQVIA
Biotech spravcem takovych osobnich udaji
v rozsahu, v jakém s nimi naklada.

Sponsor and IQVIA Biotech may process
"personal data", as defined in the applicable data
protection legislation enacted under the same or
equivalent/similar national legislation
(collectively "Data Protection Legislation™), of
the Investigator and Study staff for study-related
purposes and all such processing will be carried
out in accordance with the Data Protection
Legislation.

Osobni udaje zkousejiciho a vyzkumného tymu
podle definice v platnych pravnich ptedpisech
0 ochran¢ osobnich udajii pfijatych v ramci
stejnych nebo shodnych/obdobnych
vnitrostatnich pravnich predpist (dale spole¢né
jen ,,pravni piedpisy o ochran¢ osobnich udaji‘)
jsou zadavatel a spole¢nost IQVIA Biotech
opravnéni  zpracovavat pouze pro ucely
souvisejici se studii, pfiCemz jejich zpracovani
bude vzdy provadéno v souladu s pravnimi
predpisy o ochrané osobnich udajt.

10.4 Survival. This Section 10 “Personal Data”
shall survive termination or expiration of this
Agreement.

10.4 Pietrvani platnosti. Ustanoveni bodu 10
,»Osobni udaje” zlstavaji v platnosti i po
ukonceni nebo skonceni platnosti této smlouvy.

11. MISCELLANEOUS 11. RUZNA USTANOVENI

111 Relationship  of  Parties. | 11.1 Vztah  smluvnich  stran.
Institution and Investigator shall perform | Zdravotnické zafizeni a zkouSejici budou
services under this Agreement as independent | provadét sluzby podle této smlouvy jako

contractors. Neither Institution nor Investigator
shall be considered an employee or agent of
Sponsor or CRO nor shall this Agreement
constitute, create or in any way be interpreted as
a joint venture, partnership or formal business
organization of any kind. In that respect, no Party
shall have the authority to execute any agreement
on behalf of another Party, nor shall any Party
have any authority to negotiate any agreement,
except as another Party may expressly direct in
writing.

nezavisli dodavatelé. Zdravotnické zafizeni ani
zkousejici nebudou povazovani za zaméstnance
nebo zastupce zadavatele nebo CRO a tato
smlouva nepiedstavuje, nevytvafi ani Zadnym
zptisobem nebude vykladana jako spolecny
podnik, partnerstvi nebo formalni obchodni
organizace jakéhokoli druhu. V tomto ohledu
nebude mit z&dna strana pravomoc uzaviit
jakoukoli smlouvu jménem druhé strany, ani
zadna ze stran nebude mit pravomoc vyjednavat
jakoukoli dohodu, s vyjimkou piipadt, kdy druha
strana takto pfimo pisemné rozhodne.

11.2 Use of Name. Except as may be
required by law or the rule of any nationally-
recognized securities exchange, no Party will use
the name, trademarks, logos, symbols, or other
images of any Party hereto for any marketing,

11.2 Pouziti jména/nazvu.
S vyjimkou pfipadd, kdy to mize vyzadovat
zakon nebo pravidlo vnitrostatné uznavané burzy
cennych papird, nesmi zadna strana pouzivat
nazev, ochranné znamky, loga, symboly nebo
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advertising or public relations purposes without
the prior written consent of the affected Party.

jiné obrazky druhé smluvni strany pro jakékoli
marketingové ¢i reklamni ti€ely nebo pfi styku s
vetejnosti bez predchoziho pisemného souhlasu
dotcené strany.

11.3 Governing Law; Jurisdiction.
This Agreement shall be governed by and
construed in accordance with the law of the
Czech Republic. All disputes that the Parties do
not resolve amicably and by mutual agreement
will be resolved by the competent courts of the
Czech Republic.

The Agreement is concluded in the Czech and
English language versions, in the event of a
conflict between the two language versions, the
English language version prevails.

11.3 Rozhodné prave; soudni
pravomoc. Tato smlouva se fidi pravnim fadem
Ceské republiky a bude v souladu s nim
vykladéna. Veskeré spory, které strany
neptekonaji smirnou cestou a vzijemnou
dohodou budou feSeny vécné a mistné
ptislusnymi soudy Ceské republiky.

Smlouva je uzavirana v Ceské a anglické
jazykové verzi, v piipad¢ rozporu mezi obéma
jazykovymi verzemi je rozhodujici jazykova
verze anglicka.

114 Severability. In case any one or
more of the provisions contained in this
Agreement is, for any reason, held to be invalid,
illegal or unenforceable in any respect by a court
with competent jurisdiction, such invalidity,
illegality or unenforceability shall not affect the
other provisions of this Agreement, and this
Agreement shall be construed as if such invalid,
illegal or unenforceable provision had never been
contained in this Agreement. If moreover, any
one or more of the provisions contained in this
Agreement is for any reason held to be
excessively broad as to duration, geographical
scope, activity or subject, it shall be construed by
limiting and reducing it, so as to be enforceable
to the extent compatible with the applicable law
as it then appears.

114 Oddélitelnost ustanoveni.
V piipadé, ze nékteré (nebo vice) ustanoveni
obsazené v této smlouvé bude z jakéhokoli
dtvodu shledano neplatnym, nezdkonnym nebo
nevymahatelnym  soudem s  pfislusnou
pravomoci, nema tato neplatnost, nezakonnost
nebo nevymahatelnost vliv na ostatni ustanoveni
této smlouvy. Tato smlouva bude vykladana tak,
jakoby toto neplatné, nezdkonné nebo
nevymahatelné ustanoveni nebylo nikdy v této
smlouvé uvedeno. Pokud je navic jedno (nebo
vice) ustanoveni uvedené v této smlouvé
z jakéhokoli divodu povazovano za prili§
obecné, pokud jde o délku trvani, zemépisny
rozsah, ¢innost nebo pfedmét, musi byt
vykladano tak, Zze bude omezeno a zredukovano
tak, aby bylo vymahatelné v rozsahu slucitelném
s platnymi pravnimi predpisy.

115 Notices. Except as provided
below, any notice required or permitted to be sent
under this Agreement shall be in writing and is
deemed given with transmission confirmed and
followed by mailing pursuant to (b), or (d) two
(2) business days after sending to the address(es)
below by nationally recognized bonded courier.
Notice information is as follows:

115 Oznamovani. S  vyjimkou
ustanoveni nize musi byt kazdé oznameni
pozadované nebo povolené k odeslani podle této
smlouvy pisemné a je povazovano za dorucené s
potvrzenym odeslanim a naslednym odeslanim
postou podle pismene (b); nebo (d) za dva (2)
pracovni dny po odeslani na niZze uvedenou
adresu (uvedené adresy) kuryrem se statni
pasobnosti. Udaje pro zasilani oznameni:

Institution:
Revmatologicky ustav
Na Slupi 450/4
128 00 Praha 2
Czech Republic

Zdravotnické zafizeni:
Revmatologicky tstav
Na Slupi 450/4
128 00 Praha 2
Ceska republika

Telephone:

Telefon:

Attention:

K rukam:
Email:
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Sponsor:

Sun Pharmaceutical Industries Ltd
Sun House, Plot 201 B/1

Western Express Highway

Goregaon (E) Mumbai - 400 063
Maharashtra, India/Indie

Zadavatel:

Sun Pharmaceutical Industries Ltd
Sun House, Plot 201 B/1

Western Express Highway

Goregaon (E) Mumbai - 400 063
Maharashtra, India/Indie

Telephone:
Attention:

Telefon:
K rukam:

with copy to

s kopii pro

CRO: 1QVIA Biotech LLC

CRO: I1QVIA Biotech LLC

2400 Ellis Road Pod A. Level 4

2400 Ellis Road Pod A. Level 4

Durham, NC 27703 USA

Durham, NC 27703 USA

Attention: | N EEGTR

K rukim:

CC. _

kopie: I

Facsimile: _

Fax: I

11.6 Successors and  Assigns.
Neither Institution nor Investigator shall assign,
subcontract or otherwise transfer any of its rights
or obligations hereunder, or any part hereof,
whether by operation of law or otherwise,
without the prior written consent of Sponsor.
This Agreement inures to the benefit of and is
binding upon the successors and permitted
assigns of the Parties. Any purported assignment
not consistent with this Section 11.6 is null and
void.

11.6 Pravni nastupci a nabyvatelé.
Zdravotnické zafizeni ani zkouSejici bez
predchoziho pisemného souhlasu zadavatele
nepostoupi, neuzaviou  subdodavatelskou

smlouvu ani jinak nepfevedou zadna ze svych
prav nebo povinnosti vyplyvajicich z této
smlouvy nebo kterékoli jeji ¢asti, at’ uz ze zdkona
nebo jinak. Tato smlouva nabyva ucinnosti ve
prospéch smluvnich stran a je z&vazna pro
nastupce a povolené nabyvatele smluvnich stran.
Domnélé postoupeni, které neodpovidd tomuto
bodu 11.6, je neplatné.

11.7 Limitation of Liability.
SPONSOR SHALL NOT BE RESPONSIBLE OR
LIABLE WITH RESPECT TO ANY SUBJECT MATTER
OF THIS AGREEMENT OR ANY ATTACHMENT OR
TERMS AND CONDITIONS RELATED THERETO FOR
ANY NEGLIGENCE, MISCONDUCT, CAUSING
INDIRECT, INCIDENTAL, SPECIAL OR
CONSEQUENTIAL DAMAGES.

11.7 Omezeni odpovédnosti.
ZADAVATEL NENESE ODPOVEDNOST S OHLEDEM
NA JAKYKOLI PREDMET TETO SMLOUVY NEBO
JAKEKOLI JEJI PRILOHY NEBO PODMINKY S Ni
SOUVISEJICI ZA JAKOUKOLI NEDBALOST (I
PORUSENI POVINNOSTI, KTERE POVEDOU
K JAKYMKOLI NEPRIMYM, NAHODNYM,
ZVLASTNIM NEBO NASLEDNYM SKODAM.

11.8 Headings. The subject headings
are solely for convenience and shall not be used

11.8 Nadpisy. Nadpisy jednotlivych
ustanoveni slouzi pouze k orientaci a nebudou

may be executed in multiple counterparts, each
of which is deemed an original and all of which
together constitute one instrument.

to alter or interpret the contents of this | pouzivany ke zméné nebo interpretaci obsahu
Agreement. této smlouvy.
11.9 Counterparts. This Agreement | 11.9 Stejnopisy. Tato smlouva miize

byt vyhotovena ve vice stejnopisech, pfiCemz
kazdy z nich je po podpisu a doruceni povazovan
za origindl a vSechny spolecné tvoii jeden
dokument.

11.10
Amendment;

Entire Agreement;
Conflict of Terms. This

11.10
podminek.

Uplna dohoda; dodatky; stiet
Tato smlouva spolu s piilohami
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Agreement, together with the attached Exhibits,
contains the entire agreement by and between
Institution, Investigator and Sponsor with respect
to the subject matter hereof. No amendment,
waiver or discharge of any provision of this
Agreement is effective against a Party unless that
Party has consented thereto in writing by its
authorized  representatives of  Institution,
Investigator and Sponsor. In the event of a
conflict between the terms of this Agreement and
the terms of the Protocol, (a) with respect to
issues of medicine or subject safety, the terms of
the Protocol govern and (b) in all other cases, the
terms of this Agreement govern.

predstavuje celou dohodu mezi zdravotnickym
zatizenim, zkouSejicim a zadavatelem ve vztahu
k pifedmétu této smlouvy. Zadny dodatek,
vylouéeni  odpovédnosti nebo  vypusténi
nekterého ustanoveni této smlouvy vici nékteré
smluvni stran€ neni U¢inné, ledaze s nim tato
strana pisemné souhlasila prostiednictvim svych
opravnénych zastupct zdravotnického zafizeni,
zkousejiciho a zadavatele. V piipad¢ rozporu
mezi podminkami této smlouvy a podminkami
protokolu, (a) pokud jde o otazky mediciny nebo
bezpecnosti  subjekti  hodnoceni, budou
rozhodujici podminky protokolu; a (b) ve vSech
ostatnich ptipadech budou rozhodujici podminky
této smlouvy.

11.11 Foreign Corrupt Practices
Act. Institution and Investigator acknowledge
that Sponsor is bound, including but not limited
by, the Foreign Corrupt Practices Act. As such,
Sponsor employees, agents, contractors and/or
representatives (e.g., Institution and Investigator)
are prohibited from offering, and Institution and
Investigator hereby agree not to offer, payment
(or anything of value) directly or indirectly to
employees or officials of a foreign government,
public international organization or political
party, in order to retain business on behalf of
Sponsor or to secure any improper advantage on
behalf of Sponsor or for the benefit of the Study.
Investigator represents that it is not a foreign
official and is self-employed.

11.11 Zakon 0 zahranicnich
protikorupénich praktikach. Zdravotnické
zafizeni a zkouSejici berou na védomi, ZzZe
zadavatel je vadzan, mimo jiné, zakonem
0 protikorupénich praktikach v zahrani¢i. Z toho
divodu maji zameéstnanci, zmocnénci, smluvni
dodavatelé¢ a/nebo zastupci zadavatele (napf.
zdravotnické zafizeni a zkousSejici) zakdzano
primo ¢i neptimo nabizet, a zdravotnické zatizeni
a zkousejici timto souhlasi, Ze nebudou nabizet,
platbu (nebo cokoliv hodnotného)
zameéstnanciim nebo predstavitelim zahrani¢nich
vladnich organizaci, vefejnych mezinarodnich
organizaci nebo politickych stran s cilem udrzet
si jakykoli obchod nebo zajistit si jakoukoliv
neopravnénou vyhodu jménem zadavatele nebo
ve prospéch studie. Zkousejici prohlaSuje, ze
neni zahrani¢nim piedstavitelem a je osobou
samostatn¢ vydélecné Cinnou.

11.12 Anti-Kickback and Anti Fraud.
Institution and Investigator agree that their
judgment with respect to the advice and care of
each Study subject will not be affected by the
compensation they receive from this Agreement,
that such compensation does not exceed the fair
market value of the services they are providing,
and that no payments are being provided to them
for the purpose of inducing them to purchase or
prescribe any drugs, devices or products.

11.12 Ustanoveni proti uplatkim
a podvodiim. Zdravotnické zafizeni a zkousejici
souhlasi s tim, ze jejich usudek tykajici se
poradenstvi a pée o kazdy subjekt hodnoceni
nebude ovlivnén odménou, kterou obdrzi na
zaklade této smlouvy, Ze tato odméena nepiekroci
spravedlivou trzni hodnotu sluzeb, které
poskytuji, a Ze jim nejsou poukazovany zadné
platby za Gcelem podnécovani k nakupu nebo
predepisovani 1€k, zafizeni nebo pfipravkd.

If the Sponsor provides any free products or
items for use in the Study, Institution and
Investigator agree that they will not bill any
Study subject, insurer or governmental agency,
or any other third party, for such free products or
items.

Pokud zadavatel poskytne jakékoli bezplatné
pripravky nebo predméty pro pouziti ve studii,
souhlasi zdravotnické zatizeni a zkousejici s tim,
ze nebudou zadnému subjektu hodnoceni,
pojistovné nebo statnimu orgdnu, piip. jiné treti
stran¢, UCtovat za takové bezplatné piipravky
nebo pfedméty thradu.

Institution and Investigator agree that they will
not bill any Study subject, insurer, or

Zdravotnické zafizeni a zkousSejici se dohodli, Ze
nebudou  zaddnému  subjektu  hodnoceni,
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governmental agency for any visits, services or
expenses incurred during the Study for which
they have received compensation from Sponsor,
or which are not part of the ordinary care they
would normally provide for the Study subject,
and that neither Institution nor Investigator will
pay another physician to refer subjects to the
Study.

pojistovné nebo statnimu organu uctovat thradu
za navstévy, sluzby nebo vydaje vzniklé béhem
studie, za které obdrzeli tthradu od zadavatele
nebo které nejsou soucasti bézné péce, kterou by
bézné¢  subjektu  hodnoceni  poskytovali.
Zdravotnické zafizeni ani zkousejici nebudou
provadét thrady jinému lékaii za doporucovani
subjekti do studie.

11.13 Anti-Bribery. Institution and Investigator
agree that the fees to be paid pursuant to this
Agreement represent fair compensation for the
services to be provided by Institution and
Investigator.  Institution and  Investigator
represent and warrant that payments or items of
value received pursuant to this Agreement or in
relation to the Study will not influence any
decision that Institution, Investigator or any of
their respective owners, directors, employees,
agents, consultants, or any payee under this
Agreement may make, as a Government Official
or otherwise, in order to assist Sponsor to secure
an improper advantage or obtain or retain
business.

11.13 Protikorupéni ujednani. Zdravotnické
zatizeni a zkouSejici potvrzuji, Ze odmeény
vyplacené podle této smlouvy predstavuji
pfiméfenou odménu za sluzby poskytované
zdravotnickym  zafizenim a  zkouSejicim.
Zdravotnické zafizeni a zkousSejici prohlasuji
a zarucuji, ze platby nebo hodnotné predméty
pfijaté podle této smlouvy nebo v souvislosti se
studii neovlivni z4dné rozhodnuti, které
zdravotnické zatizeni, zkouSejici nebo vlastnici,
Clenové predstavenstva, zaméstnanci, zastupcCi
nebo konzultanti zdravotnického zatizeni nebo
kterykoli pfijemce plateb podle této smlouvy
mohou pfijmout jako vetejni Cinitelé nebo jinym
zplisobem, s cilem umoznit zadavateli ziskat
nepatfinou vyhodu nebo ziskat ¢i zachovat si
obchodni piilezitosti.

Institution and Investigator further represent and
warrant that neither they nor any of their
respective owners, directors, employees, agents,
or consultants, nor any payee under this
Agreement, will, in order to assist Sponsor to
secure an improper advantage or obtain or retain
business, directly or indirectly pay, offer or
promise to pay, or give any items of value to any
person or entity for purposes of (i) influencing
any act or decision; (ii) inducing such person or
entity to do or omit to do any act in violation of
their lawful duty; (iii) securing any improper
advantage; or (iv) inducing such person or entity
to use influence with the government or
instrumentality thereof to affect or influence any
act or decision of the government or
instrumentality.

Zdravotnické zafizeni a zkouSejici dale
prohlasuji a zarucuji, Ze ani oni, ani jejich
vlastnici, ¢lenové predstavenstva, zaméstnanci,
zastupci nebo konzultanti zdravotnického
zafizeni, ani zadny pfijemce plateb podle
smlouvy neposkytne s cilem pomoci zadavateli
zajistit nepatficnou vyhodu nebo ziskat ¢i udrzet
si obchodni pfrilezitost, pfimo ani nepiimo
zadnou platbu, nabidku nebo pfislib platby, ani
neposkytne zadny hodnotny piedmét zadné
fyzické nebo pravnické osobé za ucCelem
(i) ovlivnéni jakéhokoli tkonu nebo rozhodnuti;
(i) ovlivnéni takové fyzické nebo pravnické
osoby, aby provedla nebo opomenula jakykoli
ukon vrozporu se svymi zadkonnymi
povinnostmi; (iii) zajisténi nepatficné vyhody
nebo (iv) pfiméni takové fyzické nebo pravnické
osoby kuplatnéni vlivu ve vladé nebo vladni
instituci za ucelem ovlivnéni jakéhokoli jejich
ukonu nebo rozhodnuti.

In addition to other rights or remedies under this
Agreement or at law, Sponsor may terminate this
Agreement if Institution or Investigator breaches
any of the representations or warranties
contained in this Section or if Sponsor learns that
improper payments are being or have been made

Kromé dalSich prav nebo opravnych prostedkii
podle této smlouvy nebo plynoucich ze zakona
muze zadavatel vypovédét tuto smlouvu, pokud
zdravotnické zafizeni nebo zkouSejici porusi
jakakoli prohlaSeni nebo zaruky uvedené v této
¢asti, nebo pokud zadavatel zjisti, ze jsou nebo
byly vyplaceny nepatficné platby
zdravotnickému  zafizeni nebo ze strany
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to or by Institution or Investigator or any
individual or entity acting on its or their behalf.

zdravotnického zatfizeni nebo zkousSejiciho nebo
kterékoli fyzické ¢i pravnické osoby jednajici
jejich jménem.

11.14 Each party represents and warrants that it
has the power and authority to enter and perform
its obligations under this Agreement without
conflict with, default under, or violation of any
law, regulation, or agreement binding upon it.
Each party represents and warrants that this
Agreement has been duly and validly executed
and delivered by it and constitutes its legally
valid and binding obligation, enforceable in
accordance with its terms, except as enforcement
may be limited by law or in equity.

11.14 Kazda ze stran prohlasuje a zarucuje, Ze ma
pravo a pravomoc uzaviit tuto smlouvu a plnit
své zavazky z ni vyplyvajici, aniz by doslo
K rozporu s pravnimi piedpisy, nafizenimi nebo
smlouvami, které jsou pro ni zavazné. Kazda ze
stran prohlasuje a zarucuje, Ze tato smlouva byla
fadné a platn€ uzaviena a dorucena a predstavuje
pravné platnou a zdvaznou povinnost,
vynutitelnou v souladu s jejimi podminkami,
s vyjimkou ptipadi, kdy vykon rozhodnuti mize
byt omezen zakonem nebo podle prava
spravedInosti.

SIGNATURES FOLLOW ON NEXT PAGE

PODPISY NASLEDUJI NA DALSI
STRANE
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IN WITNESS WHEREOF, the Parties hereto have executed this Agreement by their respective
duly authorized signatories on the dates specified below to take effect on and as of the Effective Date /
NA DUKAZ CEHOZ smluvni strany uzaviely tuto smlouvu prostiednictvim svych pfislu$nych fadné
opravnénych podepisujicich osob k nize uvedenym datim. Tato smlouva nabude uéinnosti k datu
ucinnosti:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

By / Podpis:

Print Name / Jméno tiskacim pismem:

Title / Funkce:

Date / Datum: 3.5.2022

IQVIABIOTECH LTD., ON BEHALF OF SUN PHARMACEUTICAL INDUSTRIES, LTD/IQVIA
BIOTECH LTD, JMENEM SPOLECNOSTI SUN PHARMACEUTICAL INDUSTRIES, LTD

By / Podpis:

Print Name / Jméno tiskacim pismem: Steve Angus

Title / Funkce: Seniot Financial Director

Date / Datum: 18.4.2022
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EXHIBIT A

PRILOHA A

BUDGET AND PAYMENT SCHEDULE

ROZPOCET A ROZPIS PLATEB

In full consideration for performance of the
Study by the Institution, the Sponsor (directly or
through its designee) will pay the Institution and
Investigator according to this payment schedule
(exclusive of VAT). The Parties agree that
payments will be made to Institution as payee
(“Payee”).

Za provadéni Studie zdravotnickym zatfizenim
bude zadavatel (pfimo nebo prostiednictvim
povefené osoby) vyplacet Zdravotnickému
zafizeni odménu podle tohoto piehledu plateb
(bez DPH). Smluvni strany se dohodly, ze platby
budou vyplaceny Zdravotnickému zafizeni
jakoZzto piijemci plateb (dale ,,Ptijemce plateb®).

Estimated value of this Agreement is 819,048.24 CZK per 6 patients./Piedpokladana hodnota této
smlouvy je 819 048,24 K¢ za 6 pacientq.
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1. All budget amounts herein are noted in
CZK and are inclusive overhead. Payments will
be calculated every three months based upon
completion of all electronic case report forms and
resolution of all queries/data corrections for the
particular visit. All payments will be made in
Czech Crowns within forty-five (45) days from
the data of invoice issuing. Sponsor will hold
10% of all payments due (not including
invoiceable items) until completion of the Study
at the Institution. Sponsor will pay any open
balance in a final payment to payee when (a) all
required Subject visits have been completed, (b)
Institution or Investigator has submitted all
electronic case report forms to Sponsor or CRO
in a form suitable for use, (c) all data clarification
queries have been resolved to Sponsor’s
satisfaction, (d) the Study close-out visit has been
completed (if applicable), (e) Sponsor or CRO
has verified that all required regulatory
documentation is complete, and (f) Institution or
Investigator have returned all  required
equipment, study products and other material to
Sponsor or CRO.

1. Veskeré ¢astky uvedené v rozpoctu jsou
v K& a zahrnuji veskeré rezijni naklady. Castky
odmény budou pocitany vzdy za tfi mésice na
zdkladé¢ vSech vyplnénych elektronickych
formulafd zdznamt subjekti hodnoceni a po
vyfeSeni piipadnych dotazi a oprav udaji ke
konkrétni navstéve. Veskeré castky budou
hrazeny v ¢eskych korunach do &tyficeti péti
(45) dnti od data vystaveni faktury. Zadavatel si
ze splatnych castek (s vyjimkou
fakturovatelnych polozek) ponecha 10 %, které
vyplati po dokonceni Studie ve Zdravotnickém
zafizeni. Pfipadny nevyporadany zlstatek vyplati
Zadavatel Ptijemci plateb v zavérecné uhradeg,
jakmile (a) probéhnou vsechny pozadované
navstévy Subjektt, (b) Zdravotnické zafizeni
nebo Zkousejici predlozi Zadavateli nebo CRO
Vv pouzitelné podobé vSechny elektronické
formulafe zaznamid subjekti hodnoceni, (c)
budou k Zadavatelové spokojenosti vyfeSeny
vSechny dotazy, (d) probéhne piipadna
ukon¢ovaci navstéva, (e) Zadavatel nebo CRO
potvrdi uplnost dokumentace pro kontrolni Gfady
a (f) Zdravotnické zatfizeni nebo Zkousejici vrati
Zadavateli nebo CRO veskeré pozadované
vybaveni, hodnocené piipravky a dal§i materialy.

2. If Sponsor has overpaid Institution,
Sponsor may deduct the amount of such
overpayment from its next payment to Institution
and/or Investigator. Otherwise, Institution will
refund any overpayment within thirty (30) days
of receipt of a refund request. In the event of non-
compliance with the due date, Section 1970 of
Act No. 89/2012 Coll. Civil Code. Interest on

arrears is ||| Elof the invoiced amount

for each day of delay.

2. V piipadé  preplatku bude moci
Zadavatel castku preplatku odecist z dalsi platby
Zdravotnickému zafizeni/Zkousejicimu. Jinak
bude pieplatek Zdravotnickym zafizenim /
Zkousejicimu vracen do tficeti (30) dnd po
obdrzeni zadosti o vraceni pteplatku. V ptipade
nedodrzeni data splatnosti plati § 1970 zakona
&.89/2012 Sb. Obganského zakoniku. Urok

z prodleni ¢inni _z fakturované

¢astky za kazdy den prodleni.

3. All ethics committee fees (actual costs)
will be paid on a pass-through basis upon receipt
of invoice from Institution.

3. Vsechny poplatky etickym komisim
(skutecné nédklady) budou hrazeny ptefakturaci
na zaklad¢ faktury vystavené Zdravotnickym
zafizenim.

4. Sponsor will provide a non-refundable

study start-up fee in the amount of
hfor activities associated with the
initial administrative preparation and

development of regulatory compliance forms and
start-up support required before initiation of the
study upon execution of the Agreement and
receipt of separate invoice from Institution. In
duration of the Study Sponsor will provide a
Pharmacy fees for pharmacy activities upon
receipt of separate invoice from Institution (see
mentioned table above).

4. Po uzavieni Smlouvy vyplati Zadavatel
na zékladé samostatné faktury vystavené

.....

oplatek (study start-up fee) ve vySi
, ktery je urCen na thradu tkont

souvisejicich s pocatecni administrativni
pripravou a vyplnénim formulaid ke splnéni
pozadavkl kontrolnich Gfadt a jako odména za
soucinnost pred zahajenim Studie. V pribéhu
studie Zadavatel vyplati na zakladé samostatné
faktury vystavené Zdravotnickym zafizenim
1¢karenské poplatky, které jsou urceny na uhradu
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lékarenskych sluzeb (viz uvedenou tabulku

vyse).
5. Institution will be reimbursed at 60% of | 5. Za  pacienty, kteti ~ poskytnou
the Screening Visit rate noted in the per patient | informovany souhlas, ale kvuli nesplnéni

budget at a ratio of 1 screen failure to 5
randomized subjects for up to three (3) Subjects
that were consented but failed at screening due to
inability to meet a specific inclusion/exclusion
criterion based on the results of a study procedure
performed. Screen failures will be payable upon
receipt of separate invoice that includes the
screen failure log and back-up documentation
outlining actual costs per procedure (including
inclusion/exclusion failure reason) to qualify for
payment.

konkrétniho zafazovaciho kritéria / splnéni
konkrétniho vylucujiciho kritéria na zakladée
vysledki  provedeného tukonu ve  Studii
neprojdou  vstupnimi  vySetfenimi, bude
Zdravotnickému zafizeni vyplaceno 60 % Castky
za vstupni vySetieni podle rozpoc¢tu uhrad za
pacienty, a to v poméru 1 pacient, ktery neprojde
vstupnimi vySetfenimi, na 5 randomizovanych
pacientl, maximaln¢ vSak za tfi (3) pacienty,
kteti  neprojdou  vstupnimi  vySetfenimi.
Podminkou uhrady castek za pacienty, ktefi
neprojdou vstupnimi vysetfenimi, je piedloZeni
samostatné¢  faktury véetné zdznamu z
neuspé$ného vstupniho vySetfeni a podkladi
dokladajicich skute¢né néaklady na tkon
(suvedenim dtvodu nesplnéni zafazovaciho
kritéria / splnéni vylucujiciho kritéria).

6. Institution requests to have a financial
reserve/advanced payment for trial subjects
travel reimbursement in the amount of
. The reserve will be paid upon
receipt of detailed invoice. This invoice will be
issued immediately after the execution of this
Agreement. If this amount is used the Institution
will request another financial reserve/advanced
payment. Any unspent part of the financial
reserve/advanced payment will be returned by
the Institution without undue delay within 60
days.
Patients will be paid travel allowances of
(fixed amount) per visit

6. Zdravotnické zatfizeni pozada o financni
rezervu/zalohovou platbu ve vysi
ro vyplaceni ndhrad pacientim.
Finan¢ni rezerva bude vyplacena po obdrzeni
fadné vyplnéné faktury. Tato faktura bude
vystavena bezprostfedné po uzavieni smlouvy.
V ptipadé¢ vyCerpani této cCastky pozada
Zdravotnické zafizeni o dalsi finan¢ni rezervu /
zalohovou platbu. Jakakoli nevyuzita cast
finanéni rezervy / zalohové platby bude
Zdravotnickym  zafizenim  vracena  bez
zbytec¢ného odkladu do 60 dnd.
Pacientim budou vyplaceny cestovni nahrady ve

7. Institution will be reimbursed via
separate invoice to include visit, visit date and
patient number for procedures required per the
Protocol and not reimbursable by insurance at the
following rates setup in budget above.

vysi (fixni Castka) za navstévu.
7. Zdravotnickému  zafizeni bude na
zakladé samostatné faktury, kterda musi

obsahovat navstévu, datum navstévy a Cislo
pacienta, vypldacena odména za Ukony
pozadované podle Protokolu anehrazené ze
zdravotniho pojisténi podle nasledujicich sazeb
nastaveni v rozpoctu vyse.

9. For those assessments performed per
Protocol, Sponsor will reimburse Institution for
the reasonable expenses associated with
performing these tests. Payment will be made

8. V piipad€ vysetfeni provadénych podle
Protokolu bude Zadavatel hradit
Zdravotnickému zafizeni pfimétené vydaje
souvisejici s provedenim takovych vySetfeni.

upon receipt of invoice, and receipt of | Platba bude provadéna po doruceni faktury

documentation of test(s) performed. a podklada k provedenému vySetieni
(provedenym vysSetfenim).

No other additional funding requests will be | Bez  piedchoziho  pisemného  souhlasu

considered without the prior written consent of
Sponsor.

Zadavatele nebudou schvaloviny Zadné dalsi
Zddosti 0 financni prostiedky.

Please submit invoices, along with any inquiries
relating to payments for this Study to the

Faktury a ptipadné dotazy k platbam ve Studii
posilejte na nize uvedené adresy. Na fakturach

spArc_ NN N 2= cTA INs_sit: NN ~ I 20022

Page 32 of 34




DUVERNY MATERIAL

following with reference to the Protocol Number
and Investigator and/or Institution name on the
Invoice:

uvadéjte Cislo protokolu a jméno Zkousejiciho
a/nebo Zdravotnického zatizeni:

Preferred electronically:
SitePayments.biotech@igvia.com

Pokud mozno elektronicky:
SitePayments.biotech@IQVIA.com

Or via mail at:

Nebo postou na adresu:

IQVIA Biotech
Attn: Site payments
2400 Ellis Road, Pod A, Level 4
Durham NC 27703 USA
Tel:
Fax:

IQVIA Biotech
Attn: Site payments
2400 Ellis Road, Pod A, Level 4
Durham NC 27703 USA

Tel.: Fax:

Invoices shal be issued at:

Sun Pharmaceutical Industries Ltd,
Sun House, Plot 201 B/1, Western Express
Highway, Goregaon (E) Mumbai - 400 063,

Maharashtra, India

Faktury se vystavi na adresu:

Sun Pharmaceutical Industries Ltd,
Sun House, Plot 201 B/1, Western Express
Highway, Goregaon (E) Mumbai - 400 063,

Maharashtra, Indie

Payment: All payments will be remitted to the
following Payees:

Platba: Vsechny platby budou hrazeny tomuto
Piijemci plateb:

Payee Name: /
Jméno Prijemce plateb:

Revmatologicky ustav

1CO/Tax ID: -
DIC/VAT ID:

Payee Address: / Na Slupi 4, 128 50 Praha 2, Czech
Adresa Piijemce plateb: Republic/Ceska republika

Payee Contact Name: /
Kontaktni osoba Prijemce plateb:

Gabriela Fajkova

Payee Phone No.: /
Telefon Piijemce plateb:

Payee Email Address: /
E-mailova adresa Piijemce plateb:

Bank Account Number: /
Cislo bankovniho G&tu:

Account Name (if different than Payee Name):
/ Nazev uctu (lisi-li se od jména Ptijemce

N/A

plateb):

Bank Name: / Ceska narodni banka

Nazev banky:

Bank Address: / Na Prikopé 28, 115 03 Praha 1, Czech
Adresa banky: Republic/Ceska republika
IBAN Number: / ﬁ

Cislo IBAN:

SWIFT Code: / I

Koéd SWIFT:

Senders Reference: /
Oznaceni platby odesilatelem:

Variabilni symbol/Variable symbol: variabilni
symbol faktury/invoice variable symbol
Specificky symbol/Specific symbol: ¢islo
protokolu/protocol number

spArc_ NN N 2= cTA INs_sit: NS~ I 20022

Page 33 of 34



mailto:SitePayments.biotech@IQVIA.com

DUVERNY MATERIAL

In case of changes in the Payee’s bank details,
Payee must inform CRO in writing. The parties
agree that in case of changes in bank details
which do not involve a change of Payee/Bank
Account Name or change of country location of
bank account, no further amendments are
required.

Dojde-/i ke zméné v udajich o bankovnim spojeni
Prijemce plateb, bude Prijemce plateb povinen
0 tom CRO pisemné informovat. Smluvni strany
se dohodly, Ze pokud se zména bude tykat pouze
bankovnich udaju Prijemce plateb, které vsak
nepusobi zménu v subjektu Prijemce plateb /
Nazvu bankovniho vuictu nebo zménu statu, v nemz
je bankovni ucet zrizen, nebude zapotrebi
vypracovavat jakykoli dalsi dodatek.
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