SMLOUVA O KLINICKEM HODNOCENT]

Smlouva o klinickém hodnoceni (,,smlouva®) je
uzaviena k datu posledniho podpisu tohoto dokumentu
mezi

Fakultni nemocnici Olomouc, se sidlem Zdravotnikd
248/7, 779 00 Olomouc, Ceskd republika, DIC:
CZ00098892  zastoupena doc. MUDr. Romanem
Havlikem, Ph.D., feditelem nemocnice (,,zdravotnické
zafizeni®)

a

xxxx, se sidlem Zdravotnika 248/7, 779 00 Olomouc,
Ceska republika (;,zkousejici")

a

spolec¢nosti spole¢nosti BeiGene Switzerland GmbH,
$vycarska spole¢nost s rucenim omezenym, s adresou
Aeschengraben 27 4051 Basel, Svycarsko, DIC: IE-
3720010VH (,,Zadavatel)

ve spojeni s klinickou zkouskou provadénou shodné se
studii BGB-3111-308, Randomizovana, oteviena,
multicentricka studie faze 3, ktera hodnoti
zanubrutinib (BGB-3111) a protilatky proti CD20 v
porovnani s lenalidomidem a rituximabem u pacientt
s recidivujicim/refrakternim folikularnim lymfomem
nebo lymfomem marginalni zény, (,,protokol”)
(,,klinické hodnoceni®). Klinické hodnoceni bude
provadéno pod piimym dozorem zkousejictho na Hemato-
onkologickej klinice ve fakultni nemocnici Olomouc
(-,Misto Klinického Hodnoceni). Klinické hodnoceni
bude provadéno s hodnocenym lé¢ivem zadavatele xxxx
(,,Hodnocené Léc&ivo™). Zadavatel a instituce budou v
tomto dokumentu déile jednotlivé oznacovani jako
»Strana“ a spolecné jako ,,Strany®.

Strany se dohodly na nasledujicim:

1. ZAVAZKY K PROVADENI ZKOUSEK

1.1. Kompenzace. Zadavatel zaplati pfimo nebo
prostfednictvim urcené smluvni vyzkumné organizace
(,.SVO*) pifjemci platby ed zdravotnického zafizeni
podle obsazenych v oddile Platebni

ustanoveni
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CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement”) is
entered into as of the date of last signature hereto by and
between

Fakultni nemocnice Olomouc, with a place of
business, at Zdravotnikti 248/7, 779 00 Olomouc,
Czech Republic, VAT ID: CZ00098892 represented by
MUDrz. Roman Havlik, Ph.D., hospital director (the
“Institution”),

and

xxxx, with a place of business at Zdravotnikt 248/7, 779
00 Olomouc, Czech Republic

and

BeiGene Switzerland GmbH, a Switzerland limited
liability company , with an address at Aeschengraben 27
4051 Basel, Switzerland, TAX ID: IE-3720010VH (the
“Sponsor”),

in connection with a clinical trial conducted pursuant to
BGB-3111-308, “A Phase 3 Randomized, Open-
Label Study of Zanubrutinib (BGB-3111) Plus
Rituximab Versus Lenalidomide Plus Rituximab in
Patients With Relapsed/Refractory Marginal Zone
Lymphoma” (the “Protocol”) (the “Trial”). The Trial
will be conducted under the immediate supervision of
the Investigator at Institution’s Hemato-Oncology
Clinic (the “Trial Site”). The Trial will be conducted
using Sponsor’s study drug, xxxx (the “Trial Drug”).
Hereafter, Sponsor, Institution, and Investigator are
sometimes referred to individually as “Party” or
collectively as the “Parties.”

The Parties agree as follows:

1. OBLIGATIONS FOR THE CONDUCT OF
THE TRIAL

1.1. Compensation. Sponsor will, directly or through its
designated  Contract Research  Organization
(“CRO”), pay the Institution’s payee as set forth in
the Payment Terms and Budget attached hereto as
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podminky a rozpocet v Pfiloze A této smlouvy, na
kterou se zde odkazuje. Platba pro studijni personal
(,,studijni personal®), bude fesena separatni smlouvou
Zadavatele s hlavnim zkousejicim (,, smlouva hlavniho
zkousejiciho®). Zdravotnické zafizeni neodpovida za
fadné zdanéni pifjmu ¢lent tfmu
@ Zdravotnické zafizeni jako pifjemce platby
(ddle  jen ,pfijemce”) poskytne  zadavateli
prostfednictvim  SVO  dplné platebni pokyny a
bankovni uddaje pisemné v kontrolnim seznamu
platebnich informaci (dale jen ,,PIC®). Jakékoliv zmény
informaci v seznamu PIC budou vyzadovat vytvofeni
nového seznamu PIC a jeho odeslani uré¢ené organizaci

SVO.

(i1) Strany souhlasi s tim, Zze kompenzace
hrazena podle této smlouvy je spravedlivou trzni
hodnotou vykonu aktivit spojenych se zkouskami,
jez budou provadény na zékladé této smlouvy.

(i) Zadné castky vyplacené na zakladé této
smlouvy nejsou chapany jako nabidka nebo platba za
vyslovné ¢i implicitné uzavienou smlouvu o nakupu,
piedepsani, doporuceni nebo umoznéni vyhodné
situace produktu ¢i sluzbé zadavatele, ani za takové
nebudou povazovany.

(iv) Zdravotnické zatizeni nebude vyzadovat
ani akceptovat kompenzaci za jakykoli material nebo
sluzbu ve spojitosti se zkouskami, které poskytl nebo
zaplatil zadavatel, od ucastnika zkousek nebo platca
tretich stran, véetné jakékoli statni instituce nebo
pojistovny.

) Zdravotnické  zafizeni a  zkousejici
prohlasuji a zarucuji, ze budou zkousky provadét v
plném souladu s pfislusnymi zakony, pfedpisy,
nafizenimi a smérnicemi tykajicimi se fakturace za
lékafskou péci, pojistného plnéni a proplaceni
vydaju.

1.2. Provadéni zkousek.

6) Zdravotnické  zafizeni a  zkousSejici
provedou zkousky na misté zkousek v pfisné shodé
s: (i) protokolem; (ii) zavazky zdravotnického
zafizeni a zkousejictho podle této smlouvy; (iif) vSemi
pfislusnymi  zakony, pfedpisy, nafizenimi a
smérnicemi, véetné, a bez omezeni, pfislusnych
smérnic Evropské unie tykajicich se provadent
klinickych zkousek na lidech a ochrany osobnich
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Exhibit A and incorporated herein by reference.
The compensation of the Investigator and all other
personnel of Instituiton (“Trial Personnel”) shall
be managed by a separate agreement between
Sponsor  and  Investigator  (“Investigator
Agreement”). Institution is not responsible for any
tax deduction from such payments.

(@) Institution as payee (“Payee”) shall provide
to Sponsor, through CRO, full payment
instructions and bank details, in writing, on the
Payment Information Checklist (“PIC”). Any
changes to the information on the PIC will
require a new PIC sent to the designated CRO.

()  The Parties agree that the compensation
paid under this Agreement constitutes the fair
market value of the performance of Trial-related
activities to be provided hereunder.

(iif) No amounts paid under this
Agreement are intended to be for, nor shall they
be construed as, an offer or payment made in
exchange for any explicit or implicit agreement
to purchase, prescribe, recommend, or provide a
favorable status for, any Sponsor product or
service.

(iv) Institution will not seek or accept from
Trial subjects or third-party payers, including any
government entity or insurance company,
compensation for any Trial related material or
service provided or paid for by Sponsor.

(v) Institution and Investigator represent
and warrant that it/he/she will conduct the Trial
in full compliance with all applicable healthcare
billing, coverage and reimbursement laws, rules,
regulations, and guidance.

1.2. Trial Conduct.

@) Institution and Investigator  will
conduct the Trial at the Trial Site in strict
compliance with (i) the Protocol; (i) the
obligations of Institution and Investigator under
this Agreement; (i) all applicable laws, rules,
regulations and guidance, including, without
limitation, the applicable directives of the
European Union, including those related to the
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udaja (95/46/ES); (iv) mezinirodni konferenci o
harmonizaci harmonizovanych smérnic tripartity pro
spravnou klinickou praxi (,,JCH-GCP®), v¢etné, bez
omezeni, GCP (ICH-EO), fizenim klinickych udaji o
bezpe¢nosti (ICH-E2A) a obecnymi dvahami o
klinickjch  zkouskach (ICH-ES8); (v) obecné
piijimanymi standardy vykont 1ékafské profese a (vi)
se vsemi dalsimi piffslusnymi zakony, pfedpisy a
nafizenimi Ceské republiky, vcetné, bez omezeni,
zakona o léc¢ivech (¢. 378/2007 Sb.) a vyhlasky o
spravné klinické praxi ¢. 226/2008 Sb.) (vSe vyse
uvedené se oznacuje jako ,,pfislusné zakony*),

(ir) Zdravotnické zafizeni ani zkousejici se
nebudou odchylovat od protokolu bez predchoziho
pisemného souhlasu zadavatele, neni-li odchylka z
hlediska dobrého 1ékafského tsudku zkousejiciho
nezbytna z divodu ochrany ucastnika zkousek v
dasledku pohotovostni nebo urgentni 1ékafské
situace. V pifpadé odchylky od protokolu zkousejici
tuto odchylku zaznamena do protokolu odchylek (s
uvedenim data a davodu) abude informovat
zastupce zadavatele pfi navstéve mista, a pii velké
odchylce (napt. zapis ucastnika zkousek nespliujic
vsechna kritéria zapisu nebo 1écba mimo parametry
uvedené v protokolu), bude zkousejici informovat
zadavatele a EK bez odkladu, ale v Zadném piipade
ne pozdéji nez dva (2) dny po projeveni odchylky.

1.3. Shoda. Zdravotnické zafizeni prohlasuje, Ze zkousejici

je zaméstnancem zdravotnického zafizeni, podepsal
podpisovou stranu protokolu a této smlouvy a zarucuje,
ze zkousejici a personal pii zkouskach splni vSechny
podminky protokolu a této smlouvy.

Zadavatel a zkouSejici uzavfeli (nebo uzaviou)
samostatnou smlouvu stanovujici prava a povinnosti
zkousejictho vzhledem ke klinickému hodnoceni.

1.4. Vylouceni, omezeni nebo neschopnost zkousejiciho.

Zdravotnické  zafizeni ihned pisemné uvédomi
zadavatele, pokud v pribéhu zkousek zdravotnické
zafizeni, personal pfi zkouskach nebo zkousejict: (i) je
vyloucen, diskvalifikovan ¢i obdrzi zpravu o vysetfovani
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conduct of human clinical trials and the
protection of personal data (95/46/EEC); (iv)
the International Conference on Harmonisation
Harmonised Tripartite Guidelines for Good
Clinical Practice (“ICH-GCP”), including,
without limitation, GCP (ICH-EO0), clinical safety
data management (ICH-E2A) and general
considerations for clinical trials (ICH-ES8); (v)
generally accepted treatment standards of the
medical profession, and (vi) all other applicable
laws, rules, and regulations of the Czech
Republic, including, without limitation, the Act
on Pharmaceuticals (NO. 378/2007 Coll.) and the
Decree on Good Clinical Practice No. 226,/2008
Coll.) (all the foregoing being herein referred to
as “Applicable Laws”),

(i) Neither Institution nor Investigator
will deviate from the Protocol without the
advance written consent of Sponsor, unless in
the good medical judgment of Investigator, a
deviation is necessary to protect the safety of the
Trial subjects due to emergent or urgent medical
conditions. In the event of any deviation from
the Protocol, Investigator shall record such
deviation on a protocol deviation log (including
the date and reason) and shall inform the
Sponsor’s representative when they visit the site,
and, in the event of a major deviation (e.g.,
enrollment of a Trial subject not meeting all
enrollment criteria or treatment outside
parameters  identified in the Protocol),
Investigator shall notify the Sponsor, and the EC
as soon as possible, but in no event later than
two (2) days after the deviation occurs.

1.3. Compliance. Institution  represents that
Investigator is an employee of Institution and has
executed the signature page of the Protocol and this
Agreement, and warrants that the Investigator and
Trial Personnel will comply with all terms of the
Protocol and this Agreement.

Sponsor and the Investigator have (or shall) enter
into a separate Investigator Agreement setting forth

the Investigator’s rights and obligations towards the
Trial.

1.4.Debarment, Restriction, or Inability of Investigator.

Institution will immediately notify Sponsor in
writing if during the course of the Trial, any of
Institution, the Trial Personnel or Investigator: (i) is
debarred, disqualified or receives notification of any
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1.5

1.6.

jeho/jejim profesnim fidicim orginem, regula¢nim
organem, vcetné¢ FDA ¢i jinym statnim organem; (i)
obdrzi zprivu o omezeni jeho/jejich klinickych
privilegii ve zdravotnickém zafizeni anebo na misté
zkousek; (iii) je sankcionovan regula¢nimi organy nebo
jinymi statnimi organy; (iv) ukondi nebo mu bylo
ukonceno zaméstnani ¢ jiny smluvni vztah se
zdravotnickym zaf{zenim; nebo (v) se jinak stane
nezpusobily/a, neschopny plnit své zavazky podle této
smlouvy ¢ je plnit nechce. Pokud dojde k vyse
uvedenému, zdravotnické zafizeni zajist{, ze pavodni
zkousejici bude i nadile dodrzovat podminky této
smlouvy. Bude-li to vyzadovat zadavatel, bude se
zdravotnické zafizeni podilet na nalezeni vhodného
nahradniho zkousejictho nebo na pfechodu zkousek na
jinou instituci vybranou zadavatelem vcéasnym
zpusobem tak, aby nedoslo k pferuseni zkousek.

. Souhlas EX a formulif o informovaném souhlasu.

Zadavatel nebo SVO pfed zahdjenim zkousek ziska
souhlas se zkouskami, vcetné schvaleni protokolu,
formulaf o informovaném souhlasu zadavatele a, je-li to
nutné, formuldf o pediatrickém souhlasu (spole¢né
»ICF®), a jakékoli dodatky k vyse uvedenému, od
piislusné etické komise (,EK®), ve shodé¢ s pfislusnymi
zakony, pfedpisy a nafizenimi. Zadavatel od kazdé
osoby (nebo pravniho zastupce této osoby), ktera bude
testovana kvuali ucasti ve zkouskach, obdrzi spravné
vyplnéné formulate ICF ve shod¢ s piislusnymi zakony,
dle schvialeni zadavatelem a EK dfive, neZz bude této
osobé¢ povoleno testovani za udcelem ucasti ve
zkouskach. Zadavatel ihned doda Zdravotnickému
zafizeni a Zkousejicimu piislusny dikaz o schvalen{ EK,
kopii formulatt ICF schvilenych EK a jakékoli dodatky
k formulaium ICF, které EK schvalila pozdéji, pred
jejich pouzitim zdravotnickym zaffzenim. Vsechny
zamyslené odchylky zkousejictho od modelového jazyka
formulatt ICF musi byt schvaleny zadavatelem dfive,
nez budou pouzity s ucastniky zkousek.

Souhlas s pouzitim a zvefejnénim osobnich udaji. Souhlas
s pouzitim a zvefejnénim osobnich udajh. Zkousejici
zajistd, ze formulate ICF pro kazdou osobu tcastnici se
klinického hodnoceni budou obsahovat vyslovny pisemny
souhlas této osoby nebo pravnfho zastupce této osoby se
shromazdovanim, pouzivanim, ukladinim a dal$im
pfedavanim osobnich tdaji mimo tizemi Evropské unie za
ucelem dokumentace opravnéni ke zvefejnéni osobnich
udaju této osoby zdravotnickym zafizenim zadavateli v
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investigaton by his/her professional governing
body, any regulatory authority, including the FDA,
or other government authority; (i) receives
notification of any restriction on his/ her clinical
privileges at Institution and/or Trial Site; (iii) is
sanctioned by any regulatory authorities or other
governmental authorities; (iv) terminates or has been
terminated from his/her employment or other
contractual relationship with the Institution; or (v)
otherwise becomes unfit, unable or unwilling to
fulfill his/her obligations under this Agreement. In
the event of any of the foregoing, Institution will
ensure that the original Investigator will continue to
comply with the terms of this Agreement. If
requested by Sponsor, Institution will cooperate to
find a suitable replacement investigator or transition
the Trial to another institution selected by Sponsor
in a timely manner so as not to interrupt the Trial.

1.5. EC Approvals and Informed Consent Form. Prior
to the commencement of the Trial, Sponsor, or its
designated CRO, will obtain approval for the Trial,
including approval of the Protocol, Sponsot’s
informed consent form and, if applicable, pediatric
assent form (collectively, “ICF”), and any
amendments to any of the foregoing, from the
applicable Ethics Committee (“EC”) in accordance
with applicable laws, rules and regulations. Sponsor,
or its designated CRO, will obtain from each
individual (or such individual’s legal representative)
who is to be screened for participation in the Trial,
a propetly executed ICF in accordance with
Applicable Law, as approved by Sponsor and the EC
before such individual is allowed to be screened for
participation in the Trial. Sponsor, or its designated
CRO, will promptly supply Institution and
Investigator ~ with appropriate evidence of EC
approval, a copy of the EC-approved ICF, and any
amendments to the ICF later approved by the EC
prior to its use by Institution. Any proposed
deviations by Institution from model ICF language
must be approved by Sponsor in advance of any use
with subjects in the Trial.

1.6. Consent for Use and Disclosure of Personal Data.
Investigator shall ensure that the ICF obtained for
each individual who is to participate in the Trial
includes the express written authorization of such
individual or such individual’s legal representative
for the collection, use, storage and onward transfer
of personal data outside the European Union to
document such individual’s authorization for the
disclosure of personal data by Institution to Sponsor
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USA, pifslusnym regulacnim organim a zameéstnancim,
zastupcim a nezavislym dodavatelim zadavatele a jeho
pfidruzenym stranam, v souladu se smérnici Evropské unie
o ochran¢ osobnich udaja (95/46/ES), provadécimi
zakony a nafizenimi Ceské republiky tykajicimi se ochrany
osobnich udaja (spole¢né¢ ,zakony na ochranu
soukromi®). Vsechny strany budou soucinné pii uzavirani
potiebnych dodatkt k formulafim ICF, opravneéni c¢i
jinych dokumentd tak, aby byly dodrzeny zikony na
ochranu soukrom{ v rozsahu, vijakém se tyto zakony
vztahuji na kazdou ze stran, a zajist{, Ze vysledky klinického
hodnoceni bude zadavatel moci pouzit pro ucely dané
touto smlouvou a protokolem. Zadavatel je oprivnén
prohlizet a potfebnym zptisobem revidovat opravnéni a
jiné dokumenty ¢&i jakékoli jejich upravy dfive, nez je
zdravotnické zafizeni bude pouzivat, pokud budou
nasledné schvaleny EK tam, kde je to zapotiebi.
Zadavatel v této souvislosti prihlasuje, ze si je védom
povinnosti, které jsou stanoveny platnou pravn{ dpravou
pro zpracovani osobnich udaji a zavazuje se v pifpadé
nakladani s osobnimi tdaji mimo tzemi EU postupovat v
pfisném souladu s platnymi pravnimi pfedpisy, mimo jiné
téz v souladu s Nafizenim GDPR, jakmile toto nafizen{
vstoupi v icinnost (25. Kvétna 2018), jakoz I v souladu s
pravonimi pfedpisy, které budou at’ uz Evropskou komisi
nebo v Ceské republice pfijaty za Gcelem provedeni nebo
adaptace tohoto nafizeni.

1.7. Protikorupéni opatienf. Zdravotnické zafizeni a

zastupci zdravotnického zatfizeni podnikaji a budou
podnikat ve shod¢ s antikorupénimi zakony.
Zdravotnické zafizeni zachoviva a bude zachovavat
nezbytné zavedené postupy tak, aby se zabranilo
uplatkafstvi  a korupcénimu  chovani  zastupct
zdravotnického zafizeni.

1.8. Osobnf tdaje personalu pfi zkouskich. Osobni ddaje

ve vztahu k zdravotnickému zafizeni, zkousejicimu a
personalu pfi hodnoceni budou zpracovavany a
uchovavany v jedné nebo néckolika databazich. Tyto
udaje mohou byt pouzivany za dcelem: (i) provadeéni
zkousek, (i) ovéfeni statnimi nebo regulacnimi organy,
zadavatelem, CRO, jejich zastupci a pifidruzenymi
stranami, (i) shody s pravaimi nebo regulacnimi
naroky, (iv) publikace na www.clinicaltrials.gov,
webovych  strankach a v databazich  slouzicich
stovnatelnému ucelu a (v) uklddani v databazich kvuli
usnadnéni vybéru zkousejicich pro budouci klinické
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in the United States, applicable regulatory authorities
and the employees, agents, and independent
contractors of Sponsor and its affiliates, pursuant to
the European Union’s Directive on Data Protection
(95/46/EEC), the implementing laws and
regulations of the Czech Republic, and other
regulations, laws and guidelines applicable to the
protection of personal data (collectively, “Privacy
Laws”).  Each Party will cooperate in the
amendment of the ICF, Authorization or other
documents as may be necessaty, from time to time,
to comply with Privacy Laws to the extent such law
applies to such Party, and to ensure that the Trial
results may be used by Sponsor for the purposes
contemplated under this Agreement and the
Protocol. Sponsor will be entitled to review and
revise as appropriate such Authorization or other
document or any modification thereof prior to use
by Institution, subject to subsequent approval by the
EC, as applicable. In this respect, Sponsor declares
that it is aware of the obligations established by
Applicable Law for the processing of personal data
and undertakes, in the case of the handling of
personal data outside the EU territory, to comply
with the applicable legal regulations, including
Regulation GDPR, once this regulation enters into
force (25 May 2018), as well as in accordance with
the legislation adopted ecither by the European
Commission or the Czech Republic for tlhe purpose
of implementing or adapting this regulation.

1.7. Anticorruption. The Institution and Institution
Representatives have conducted and will conduct
their  businesses in compliance with the
Anticorruption Laws. Institution has and will have
necessary procedures in place to prevent bribery and
corrupt conduct by Institution Representatives.

1.8.T'rial Personnel Personal Data. Personal data relating
to the Institution, Investigator, and Trial Personnel
will be processed and held on one or more
databases. Such data may be used for the purposes
of: () the conduct of the Trial, (i) verification by
governmental or regulatory agencies, the Sponsor,
CRO, their agents and affiliates, (iii) compliance with
legal and regulatory requirements, (iv) publication on
www.clinicaltrials.gov and websites and databases
that serve a comparable purpose; and (v) storage in
databases to facilitate the selection of investigators
for future clinical trials. Personal Data may be
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zkousky. Osobn{ ddaje mohou byt zvefejnény nebo

postoupeny jinym clendm  skupiny  spolecnosti
zadavatele, vcéetn¢  pfidruzenych a  dcefinych
spolec¢nosti, jakoz 1izastupcim a dodavatelim

pracujicim pro skupinu zadavatele a regulacnim
organim na celém sveété.

1.9. Hlaseni. Zdravotnické zafizeni a zkousejici zadavateli do

tif (3) dni od navstévy subjektu klinického hodnoceni
odeslou dplna a piesnd hlaseni v podobé formulait
zaznamu kazdého subjektu hodnoceni (,,CRF*) a vSechny
dalsi zaznamy, zpravy a udaje, jejichz doruceni zadavateli
muize byt vyzadovano podle protokolu nebo této smlouvy
(spolecne ,,adaje o klinickém hodnoceni®) v souladu se
zde uvedenym harmonogramem. Veskeré jiné dalsi
informace a udaje shromazdéné nebo piipravené v
souvislosti s protokolem nez udaje o klinickém hodnocent,
napf. zdravotnickd dokumentace, zdrojové pracovni listy,
rentgenové snimky, CT skeny, MRI, dalsi diagnostické
snimky a dalsi primarni zakladni udaje ve formulafich
zaznami  kazdého subjektu hodnoceni (spolecné
»zdrojové zaznamy®), zlstanou ve zdravotnickém
zafizeni a budou k dispozici zadavateli nebo jeho
zastupcdm  k  nahlédnut.  Zdravotnické  zafizeni
a zkousejici dale souhlasi a zajisti, ze studijni personal bude
souhlasit s tim, Zze poskytne veskeré dalsi udaje, piistup
nebo pomoc, kterou miize zadavatel pfiméfené vyzadovat
v souvislosti s pfedlozenim hodnoceného 1éciva ke
schvalen{ nebo ziskani povoleni.

1.10. Hlaseni nepifznivych udalosti. Zkousejici bude ihned,

ne vsak pozdéji nez dva (2) kalendaini dny po vyskytu
udalosti, informovat zadavatele o vSech nepiiznivych
uddlostech a nezavaznych nepfiznivych udalostech do
dvaceti ¢tyf (24) hodin od udalosti v souladu s
protokolem a pfislusnym zakonem. Zkousejici zadavateli
zpiistupni veskerou souvisejici dokumentaci, vcetné
laboratornich zprav, souhrnu umrti, operativnich zprav a
dalsi dokumentace bez omezeni pro kazdou neptiznivou
uddlost. Zdravotnické zafizeni a zkouSejici budou
informovat zadavatele pisemné do dvaceti ¢tyf (24) hodin
o jakékoli komunikaci s EK a s kazdym statnim nebo
spravnim organem ve vztahu k hlaseni nepfiznivych
uddlosti. Zdravotnické zafizeni a zkousejici neposkytnou
zadnou reakci, at’ pisemné, ¢ ustné, EK nebo
piislusnému organu bez pfedchoziho pisemného
schvaleni zadavatelem.

1.11. Stazeni souhlasu EK nebo orginu. Zdravotnické

zafizeni a zkousejici budou informovat zadavatele
telefonicky ¢i emailem (s naslednym zaslanim postou)
do dvou (2) dnu poté, co EK nebo organ stdhne nebo
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disclosed or transferred to other members of
Sponsor’s group of companies, including affiliates
and subsidiaries, to representatives and contractors
working on behalf of the Sponsor group, and to
regulatory authorities across the world.

1.9. Reports. Institution and Investigator shall, within
three (3) days of a Trial subject visit, submit to
Sponsor complete and accurate case report forms
(“CRFs”) and any other records, reports, and data
that may be required to be delivered to Sponsor
pursuant to the Protocol or this Agreement
(collectively “Trial Data”) in accordance with the
schedules set forth therein. All other information
and data collected or prepared in connection with
the Protocol other than Ttrial Data, such as medical
records, source worksheets, x-rays, CT scans, MRIs,
other diagnostic images, and all other primary data
sources underlying data recorded on the case report
forms (collectively “Source Records”) shall remain
at the Institution and shall be available for inspection
by Sponsor or their representatives. In addition,
Institution and Investigator agree, and shall ensure
that Trial Personnel agree, to provide any additional
data, access or assistance reasonably requested by
Sponsor in connection with Sponsot’s submission
for approval or clearance of the Trial Drug.

1.10. Adverse Events Reporting. Investigator shall
immediately, but not later than within two (2)
calendar days after the occurrence of the event,
notify Sponsor of all non-serious adverse events and
within twenty-four (24) hours of the event, notify
Sponsor of all serious adverse events in accordance
with the Protocol and Applicable Law. Investigator
shall make available to Sponsor all associated
documentation, including but not limited to
laboratory reports, death summary, operative
reports, for each adverse event. Institution and
Investigator shall notify Sponsor in writing within
twenty-four (24) hours of any communication from
the EC and any state or national authority in relation
to the reporting of adverse events. Institution and
Investigator will not provide any response, either
written or oral, to such EC or to any authority
without the prior written approval of Sponsor.

1.11. Withdrawal of EC or authority Approval.
Institution and Investigator shall notify Sponsor
within two (2) days if the EC or an authority
withdraws or alters its approval or authorization of
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zméni svtj souhlas se zkouskami ¢i své povoleni k nim,
a do dvaceti ¢tyf (24) hodin poté, co EK stahne nebo
zméni své povoleni k ucasti kteréhokoli zkousejictho na
zkouskach.

2. KLINICKY LEK; PRENOSY MATERIALU;
UCHOVANI ZAZNAMU; PROHLIDKA

2.1. Klinicky 1ék.

@ Zdravotnické zafizeni a zkousejici berou
na védomi, ze klinicky 1ék a veskeré souvisejici
dusevn{ vlastnictvi vlastni nebo md pod kontrolou
zadavatel a Ze ani zadné ustanoveni této smlouvy, ani
protokolu, ani  Zadna  aktivita  provadéna
zdravotnickym zaf{zenim, persondlem pii zkouskach
nebo zkousejicim u zkousek nezaklada zadné pravo
zdravotnického zafizeni, persondlu pii zkouskach
nebo zkousejictho na klinicky Iék nebo pifslusné
dusevni vlastnictvi.

(ii) Neni-li dohodnuto smluvnimi stranami
jinak, zadavatel hodnocené 1écivo, srovnavaci 1éciva a
vsechny  kontrolni/placebo  materidly — podavané
subjektim v ramci klinického hodnoceni poskytne
zdravotnickému zaifzeni zdarma za dcelem podavani
nebo vydavani subjektim klinického hodnoceni na
mist¢  klinického hodnoceni v ptfisné shodé s
protokolem, vyhradné zkousejicim, nebo pod jeho
dohledem.

(iid) Zdravotnické zaffzeni a zkousejici budou
pouzivat hodnocené a srovnivaci lé¢ivo vyhradné
k provadeni klinického hodnoceni v pifsném souladu
s protokolem, nikoli k Zadnym jinym uUcelim,
a nebudou poskytovat hodnocené a srovnavaci lécivo
zadné tietl strané. Zdravotnické zafizeni a zkousejici
budou zachazet s hodnocenym a srovnavacim lécivem,
skladovat je, odesilat a likvidovat dle pokynui zadavatele
a jim urcenych osob a v souladu se vSemi piislusnymi
zakony, pravidly a naffzenimi.

(iv) Zdravotnické zafizeni a zkousSejici zajisti,
aby prazdné a ¢astecné pouzité nadobky s kterymkoli
hodnocenym a srovnavacim lécivem a zbylym
hodnocenym lé¢ivem na miste klinického hodnoceni
¢ pfi pfedcasném ukonceni této smlouvy byly
zlikvidovany ¢ vraceny zadavateli v souladu s
protokolem.

) Neni-li protokolem vyzadovano jinak,
zdravotnické  zafizeni a zkousejici nebudou
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the Trial, and within twenty-four (24) hours by
telephone and email (with a follow-up by mail) if the
EC withdraws or alters its approval of any
Investigatot’s participation in the Trial.

2. TRIAL DRUG; MATERIALS TRANSFER;

RECORDS RETENTION; INSPECTION

2.1. Trial Drug.

@ Institution and Investigator
acknowledge that the Trial Drug and all related
intellectual property is owned and/or controlled
by Sponsor and that neither the terms of this
Agreement nor the Protocol, nor any activities
conducted by Institution, Trial Personnel or
Investigator for the Trial, shall be construed to
grant to either Institution, Trial Personnel or
Investigator any rights in or to the Trial Drug or
such intellectual property.

(i) Except as otherwise agreed by the
Parties, Sponsor will provide the Trial Drug,
Comparator Drugs, and any control/placebo
materials administered to Trial subjects as part of
the Trial free of charge to Institution for
administering or dispensing solely by or under
the supervision of Investigator to Trial subjects
at the Trial Site in strict compliance with the
Protocol.

(iif) Institution and Investigator shall use
the Trial Drug and Comparator Drugs solely to
conduct the Ttial in strict compliance with the
Protocol and for no other purpose, and shall not
transfer the Trial Drug or Comparator Drugs to
any third parties. Institution and Investigator
shall handle, store, ship and dispose of the Trial
Drug and the Comparator Drugs as directed by
Sponsor or its designee and in compliance with
all applicable laws, rules, and regulations.

(iv) Institution and Investigator will ensure
that empty and partially used Trial Drug
containers and any Trial Drug and/or
Comparator Drugs remaining at the Trial close-
out visit at the Trial Site or upon eatly
termination of this Agreement are disposed of or
returned to Sponsor in accordance with the
Protocol.
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2.3. Udtrzovani

hodnocené ¢i srovnavaci lé¢ivo nebo jeho nadobky
upravovat. Jestlize postupy zdravotnického zafizeni
vyzaduji Upravu nadobky s hodnocenym nebo
srovnavacim lé¢ivem, musi byt takové upravy
pfedem pisemné schvaleny zadavatelem.

2.2. Vzorky a jiné materidly. Diagnostické testy, télni

tekutiny, tkané¢ odejmuté pii biopsii, udaje nebo dalsi
materidly  shromazdéné pfi  zkouskach  budou
zdravotnické zafizeni a zkousejici pouzivat vyhradné
pro ucely zkousek a pouze v souladu s ICF a jak je
specifikovano v protokolu a této smlouvé.

a_uchovavani zaznamt. Zkousejici
a zdravotnické zafizeni budou uchovavat dostatecné a
piesné zaznamy tykajici se nakladani s hodnocenym a
srovnavacim lé¢ivem a provadéni vsech postupt se
subjekty klinického hodnoceni, které vyzaduje protokol,
véetné pisemnych zdrojovych materidld, zdravotnické
dokumentace, anamnéz tykajicich se jednotlivych
subjektd  klinického hodnoceni, formulatt CRF,

ucetnich  zaznamu, poznamek, zprav a ddaju.
Zdravotnické zafizeni bude uchovavat tyto dokumenty
po dobu vyzadovanou piislusnymi  pfedpisy.

Zdravotnické zafizeni pisemné uvédomi zadavatele
pfed znicenim jakéhokoli zaznamu tykajictho se
klinického hodnoceni, a pozaduje-li to zadavatel, odesle
tyto zaznamy zadavateli na jeho naklady.

2.4. Prohlidka a pomoc se zalezitostmi dohledu.

@ Zadavatel, jeho zastupci a jednatelé maji v
rozumném case a na zaklad¢ dostatecne véasného
oznameni pravo na prohlidku, audit a monitoring
mista zkousek, zdravotnického zafizeni a vsech
zaznamu popsanych v ¢asti 2.3. Kazdé zdravotnické
zafizeni a zkousejicf bude spolupracovat se
zadavatelem a jeho zastupci pfi téchto prohlidkach,
auditech a monitorovacich navstévach.

(i1) Zdravotnické zafizeni a zkouSejici budou
ithned informovat zadavatele o pfijeti zpravy o bliZzic{
se prohlidce ¢i jiné cinnosti tykajici se zkousek ze
strany FDA ¢i jinych statnich nebo regulacnich
organi a bude v této zdlezitosti se zadavatelem

spolupracovat. Zdravotnické zafizeni umozni
zastupcum zadavatele navstivit takovou prohlidku a
thned  poskytne  zadavateli kopii  veskeré

dokumentace tykajici se zkousek, kterou piijme nebo
odesle FDA ¢i jinému regulacnimu organu.
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) Unless required by the Protocol,
Institution and Investigator will not modify the
Trial Drug, the Comparator Drugs, or their
respective containers. If the Institution’s policy
requires any modification to the Trial Drug
and/or Comparator Drug containers, such
modification must be approved in advance in
writing by Sponsor.

2.2. Specimens and Other Materials. Diagnostic tests,
bodily fluids, tissue biopsies, data or other materials

collected for the Trial will be used by Institution and
Investigator solely for purposes of the Trial and only
in accordance with the ICF and as specified in the
Protocol and this Agreement.

2.3. Records Maintenance and Retention. Investigator
and Institution will maintain adequate and accurate
records relating to the disposition of the Trial Drug
and Comparator Drugs, and the performance of all
required Protocol procedures on Trial subjects,
including but not limited to, written source
documents, medical records, charts pertaining to
individual Trial subjects, CRFs, accounting records,
notes, reports, and data. Institution will retain these
documents for the time required by applicable
regulations. Institution will notify Sponsor in writing
ptior to destruction of any Trial-related records and,
if requested by Sponsort, shall transfer such records
to Sponsor at Sponsor’s expense.

2.4. Inspection and Assistance with Regulatory Matters.

@ At reasonable times and upon
reasonable  notice,  Sponsor, and its
representatives and agents shall have the right to
inspect, audit, and monitor the Trial Site,
Institution’s facilities, and all records described in
Section 2.3. Each of the Institution and
Investigator will cooperate with Sponsor and its
representatives with respect to such inspections,
audits and monitoring visits.

(i) Institution and Investigator will notify
Sponsor immediately upon receiving notice of,
and will cooperate with Sponsor on, any
impending inspection or other action related to
the Trial by the FDA, or other governmental or
regulatory authority.  Institution will allow
Sponsor’s representatives to attend any such
inspection and promptly provide Sponsor with a
copy of any documentation relating to the Ttrial
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(iti) Zdravotnické zafizeni a zkousejici odeslou
zadavateli kopii veskeré korespondence s EK a
FDA, vcetn¢ veskeré korespondence tykajici se
pokracujici  kontroly. Zdravotnické zafizeni a
zkousejici budou informovat zadavatele pisemné do
Ctyficeti osmi (48) hodin o jakékoli komunikaci s EK
a kazdym statnim nebo narodnim organem ve vztahu
k hlaseni nepfiznivych udalosti. Zdravotnické
zafizeni a zkousejici neposkytnou zadnou reakci,
pisemné ¢i tstné, EK nebo pfislusnému organu bez
pisemného schvaleni zadavatele.

(iv) Zdravotnické zaf{zeni a zkousejici budou
na zadost a naklady zadavatele asistovat zadavateli
pii piipravé a predlozeni vySetfovacich pfihlasek
nového léku, piihlasek nového 1éku a dalsich
ptihlasek tykajicich se zkousek pfed uvedenim na trh,
jak muze byt vyzadovano FDA ¢i jinymi regula¢nimi
organy a budou jednat sregulacnimi orginy v
zéalezitostech téchto prihlasek.

3. PROHLASENI A ZARUKY

3.1. Zdravotnické zafizeni prohlasuje a zarucuje, Ze jsou

pravné zpusobili uzaviit tuto smlouvu a ze podminky
této smlouvy nejsou v rozporu s jinymi smlouvami,
které platné uzavieli. Zdravotnické zafizeni neuzaviou
zadnou smlouvu ani nezahdjf zadnou aktivitu, kterd by
mohla materialné ovlivnit jeho/jeji schopnost provadét
zkousky v souladu s touto smlouvou a protokolem.

3.2. Zdravotnické zafizeni prohlasuje , Ze zkousejici je plné

kvalifikovan jako lékafsky odbornik v souladu se zakony
a pfedpisy daného stitu a je zpusobily/a plnit své
zavazky podle této smlouvy. Zdravotnické zafizeni a
zkousejici prohlasuji a zarucuji, ze béhem provadéni
zkousek nebudou nijak vyuzivat sluzeb osoby nebo
spolecnosti, ktera byla vyloucena, diskvalifikovana jako
zkousejici nebo omezena organy v Ceské republice nebo
FDA podle zdkona o generikach z roku 1992 ¢i jinym
ekvivalentem nebo nastupnimi zakony, pfedpisy ¢i
nafizenimi. Zdravotnické zafizeni a Zkousejici
prohlasuji, ze zdravotnické zafizeni, zkousejici nebo
personal pfi zkouskach: (i) na zikladé rozhodnuti
mistniho ¢ statntho organu neporusil zadné pifslusné
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received from or sent to the FDA or any other
regulatory authority.

(iif) Institution and Investigator shall send
Sponsor a copy of all correspondence with the
EC and FDA, including any correspondence
relating to continuing review. Institution and the
Investigator shall notify Sponsor in writing
within ~ forty-eight (48) hours of any
communication from EC and any national or
state authority. Institution and the Investigator
will not provide any response, either written or
oral, to the EC or to any authority without the
prior written approval of Sponsor.

(iv) At Sponsotr’s request and expense,
Institution and/or Investigator, as appropriate,
will assist Sponsor in the preparation and
submission of investigational new drug
applications, new drug applications, and any
other pre-market applications relating to the Trial
as may be required by the FDA or other
regulatory authorities, and will attend meetings
with such regulatory authorities regarding such
applications.

3. REPRESENTATIONS AND WARRANTIES

3.1.Institution represenst and warrants that it/he/she
has the legal authority to enter into this Agreement
and that the terms of this Agreement are not in
conflict with any other agreements to which it is
legally bound. Institution will not enter into any
agreement or engage in any activities that would
materially impair its or his/her ability to complete
the Trial in accordance with this Agreement and the
Protocol.

3.2. Institution represents that the Investigator is fully
qualified as a medical practitioner under applicable
state and federal laws and regulations and is fit to
petform his/her obligations under this Agreement.
Institution and Investigator represent and warrant
that it will not, in the course of performing the Trial,
use in any capacity the services of any person or
entity who has been debarred, disqualified as an
investigator, or restricted by Czech Republic or the
FDA pursuant to the Generic Drug Enforcement
Act of 1992 or any other equivalent or successor
statutes, rules or regulations. Institution and
Investigator represent that none of the Institution,
Investigator or the Trial Personnel (i) has been
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zakony, (i) neobdtzel upozornéni od tohoto organu ¢i
jiné regulacni upozornén{ a pokud k tomu doslo, byly
vSechny nevyfesené otazky vyfeSeny ke spokojenosti
organu, (iii) nebyl a v soucasnosti neni vyloucen z ucasti
v jakémkoli staitnim programu zdravotni péce, nebyl
vyloucen z jakéhokoliv jiného narodniho programu,
uznan vinnym jakymkoliv trestnym ¢inem definovanym
v pfislusnych zdkonech ¢i jinak povazovan za
nezpusobilého k Gcasti v programech zdravotni péce ani
si neni védom/a zadné trvajici ¢ potencialni ¢innosti,
ktera by mohla zpusobit tuto nezpusobilost, (iv) neni
ucastnikem soudnifho fizeni o vylouceni ani nebyl
vyloucen jako ucastnik klinického vyzkumu podle
pfedpisti organu; (v) nebyl vyloucen z jakéhokoli
vyzkumu nebo vyzkumného projektu jakymkoli
mistnim, okresnim, krajskym nebo stitnim organem
nebo zadavatelem pro klinické nebo lékatské pochybeni
a (vi) jeho/jeji prava poskytovat zdravotni péci nejsou
omezena nebo pozastavena. Zdravotnické zafizeni a
zkousejici dale zarucuji, ze: (i) zdravotnické zafizeni,
zkousejici a persondl pii zkouskich ma plné a
neomezené pravo zvefejnit jakoukoli informaci, know-
how, materialy, znalosti nebo udaje, které se dozvi pii
vykonu této smlouvy; (i) zdravotnické zafizeni,
zkousejici a personal pii zkouskich ma a v priabéhu
zkousek bude udrzovat vsechny nezbytné licence,
povoleni, imunizace a opravneéni k provadén{ zkousek; a
(iii) udaje o zkouskach a elektronické zaznamy budou
odesilany zadavateli v USA v souladu s piislusnymi
zakony. Zdravotnické zafizeni a zkousejici budou
informovat zadavatele pisemné do péd (5) dnu
o jakékoli zméné ve vySe uvedenych zarukich nebo
dohodach.

3.3. Zdravotnické zafizeni a zkousejic{ prohlasuji a zarucuyj,

ze zkousejici a veskery dalsi personal pfi zkouskach je
nebo pfed zahajenim zkousek bude, smluvné zavazan
postoupit zdravotnickému zafizeni vSechna vlastnicka
prava a podily na vysledcich zkousek, udaje o zkouskach
a invence pii zkouskach vzniklé, jak je popsano nize.
Zdravotnické zafizeni a zkouSejici dale zarudi, ze
zkousejici a persondl pifi zkouskich budou dodrzovat
vsechna ustanoven{ této smlouvy.

4. MLCENLIVOST

4.1. Zdravotnické zafizen{ a zkousejici budou mit (a zajisti,

aby personal pfi zkouskach také mél) za prisné duvérné
vsechny informace a zaroven nebudou odhalovat tfetim
strandm zadné informace poskytnuté zadavatelem nebo
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found by any local, county, state or national
authority, to have violated any Applicable Laws, (ii)
has received a warning from such authority or other
similar regulatory letter, or if it/he/she has, then all
outstanding issues have been resolved to the
satisfaction of the authority, (iii) has been nor is
presently excluded from participation in any
government healthcare program, debarred from or
under any other national program, convicted of any
offense defined in Applicable Laws, or otherwise
deemed ineligible for participation in healthcare
programs, nor is aware of any pending or potential
actions that would give rise to any such ineligibility,
(iv) is the subject of a disqualification proceeding or
has been disqualified as a clinical investigation
participant pursuant to any authority rules, (v) has
been terminated from any investigation or research
project by any local, county, state or national
authority, or by a sponsor for clinical or medical
misconduct, and (vi) has had his/het/its right to
provide healthcare restricted or suspended.
Institution and Investigator additionally warrant that
(@) Institution, Investigator and Trial Personnel have
the full and unrestricted right to disclose any
information, know-how, materials, knowledge or
data disclosed by them in the performance of this
Agreement; (i) Institution, Investigator and Trial
Personnel have, and shall maintain throughout the
term of the Trial, all necessary licenses, permits,
immunizations, and authorization to conduct the
Trial; and (iii) all Trial Data and electronic records
shall be transmitted to Sponsor in the United States
in accordance with all Applicable Laws. Institution
and Investigator shall notify Sponsor in writing
within five (5) days of any change to the foregoing
warranties or covenants

3.3. Institution and Investigator represent and
warrant that Investigator and all other Trial
Personnel are, or prior to the commencement of the
Trial, will be contractually obliged to convey to
Institution all title and interest to Ttial results and
Trial Data and Trial Inventions as defined below. In
addition, Institution and Investigator shall ensure
that all Trial Personnel comply with the provisions
of this Agreement.

4. CONFIDENTIALITY

4.1. Institution and Investigator will (and will cause T'rial
Personnel to) keep strictly confidential and not
disclose to third parties all information provided by
or on behalf of Sponsor or that is generated,
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jménem zadavatele nebo ty, které se vygeneruji, objevi
nebo budou ziskany jakoukoli stranou v souvislosti se
zkouskami (jiné nez lékafské zaznamy pacienti), véetné
udaju pii zkouskach a vysledku, vynaleza pii zkouskach
ainformaci v souvislostt s timto (,davérné
informace®). Zdravotnické zafizeni a zkousejici budou
pouzivat a zajisti, aby rovnéz persondl pii zkouskach
pouzival divérné informace pouze pro ucely zkousek a
z zadného jiného davodu. Zavazky této 4. ¢asti budou
platit po vyprseni nebo ukonceni této smlouvy po dobu
deseti (10) let od dokonceni zkousek na vsech mistech
zkousek. Duvérné informace nebudou zahrnovat
informace, které:

) jsou nebo se stanou vefejné piistupnymi
bez pficinéni zkousejictho, personalu pii zkouskach
nebo zdravotnického zafizent;

(i) byly  znamy  zkousejicimu  nebo
zdravotnickému zaffzeni bez zavazku mlcenlivosti
pfed tim, nez je obdrzel bud” pffimo nebo nepiimo
od zadavatele podle této smlouvy, jak prokazuji
pisemné zaznamy casove predchazejici datum, kdy
se to dozvedel zkousejici nebo zdravotni zafizeni od
zadavatele;

(itf) byly odhaleny zkouSejicimu  nebo
zdravotnickému zafizen{ tfeti stranou, aniz by doslo
k poruseni zidkona nebo jakéhokoli
mlcenlivosti; nebo

zavazku

(iv) dle pisemnych zaznamu zdravotnického
zafizeni nebo zkousejictho byly samostatné
vytvofeny zdravotnickym zafizenim bez odvolani
nebo zavislosti na jakékoli divérné informaci.

4.2. Zdravotnické zafizen{ a zkousejici muze bez ohledu na

dal$i ustanoveni této smlouvy zvefejnit davérné
informace pouze v nutném rozsahu pro:

@ dodrzovani vsech pfislusnych zakond,
pfedpist, naffzeni a piikazl, po okamzité zprave
zadavateli o zvefejnén{ jakékoli dtvérné informace a
za predpokladu, ze zkousejici a zdravotnické zafizeni
spolupracuji na snaze zadavatele omezit takové
zvefejiovan{ ptislusnymi zakonnymi prostfedky;

(ii) ochranu bezpecnosti vSech ucastnikt
zkousek a poskytovani zdravotni péce jakémukoli
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discovered, or obtained by any Party as a result of the
Trial (other than patient medical records), including
the Trial Data and results, Trial Inventions and
information  related  thereto  (“Confidential
Information”). Institution and Investigator will use,
and will cause Trial Personnel to use, Confidential
Information only for purposes of the Trial and for
no other purpose. The obligations of this Section 4
will survive expiration or termination of this
Agreement for a period of ten (10) years after the
Trial is complete at all Trial sites. Confidential
Information will not include information that:

@ is or becomes publicly available
through no fault of Investigator, Trial Personnel,
Institution, or Investigator;

(if) was known to Investigator or
Institution without obligation of confidentiality
prior to receiving it either directly or indirectly
from Sponsor wunder this Agreement, as
demonstrated by written records predating the
date it was learned by Investigator or Institution
from Sponsor;

(itf) is disclosed to Investigator or
Institution by a third party without violation of
law or any obligation of confidentiality; or

(iv) can be shown by written records of
Institution or Investigator to have been
independently developed by Institution or
Investigator without reference to or reliance
upon any Confidential Information.

4.2. Notwithstanding any other provision of this
Agreement, Institution and Investigator may
disclose Confidential Information only to the extent
required:

@ to comply with an applicable
governmental law, rule, regulation or order, after
prompt notice to Sponsor prior to disclosing any
Confidential Information and provided that
Investigator and Institution cooperate with
Sponsor’s efforts to limit such disclosure by
appropriate legal means;
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ucastnikovi zkousek nebo prevenci ohrozeni
vefejného zdravi s okamzitym upozornénim
zadavatele;

(iti) ucely pojistného nebo nahrady tietf strany

za lékafskou péci dcastnika zkousek ve vztahu k
postuptim uvedenym v protokolu.

5. PUBLIKACE

Zkousky jsou soucasti studie z vice mist a publikace
nebo prezentace vysledka zkousek provadeénych ve
zdravotnickém zafizeni nemuze byt provedena pied
prvni publikaci z vice mist zadavatelem. Pokud nedojde
k publikaci z vice mist do osmnacti (18) mésict od
dokonceni nebo ukonceni zkousek na vsech mistech
zkousek a pokud byly ziskany vSechny udaje, zkousejici
ma pravo publikovat nebo prezentovat své vysledky (ale
ne vysledky z jiného mista) zkousek (kazda jako
»publikace®), podle nasledujicich pozadavki na
upozornéni. Zkousdejici odesle vSechny navrzené
publikace spolu s nazvem zamysleného védeckého
casopisu, fora nebo konference zadavateli sedesat (60)
dnt pfed pfedlozenim publikace. Zdravotnické zafizeni
a zkousejici vymaze odkazy na davérné informace
zadavatele (jiné nez vysledky zkousek) v jakémkoli
dokumentu nebo prezentaci a na zadost zadavatele zdrzi
publikaci na dobu az Sedesati (60) dnt, aby zadavatel
mohl ziskat piislusnou ochranu dusevntho vlastnictvi k
jakfmkoli invencim ze zkousek nebo davérnym
informacim v publikaci.

6. VLASTNICTVI A OBJEVY

6.1. Zadavatel vlastni vSechny tdaje o hodnocent, vysledky

zkousek, CRF a dal$i informace, vytvofené jako
vysledek provadeéni zkousek nebo ve spojeni s nimi, s
vyjimkou lékafskych zdznami o pacientech a osobnich
poznamek zkousejiciho. Zadavatel timto
zdravotnickému zafizeni  udcluje nevyhradni,
nepfenositelné, nesublicencovatelné pravo vyuzivat
vysledky zkousek vyhradné pro sviij vlastnf nekomercni
prizkum, péci o pacienta a vzdélavaci acely v souladu s
podminkami 5. ¢asti.

6.2. Vsechny objevy, napady, metody, autorské prace,

know-how nebo objevy, které vytvoftilo, vymyslelo nebo
uvedlo do praxe zdravotnické zafizeni, zkousejici nebo
personal pifi zkouskach: (i) jako vysledek provadeéni
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(ii) to protect any Trial subject’s safety or
provide appropriate medical care for any Trial
subject, or to prevent a public health emergency
with prompt notice to Sponsor;

(iif) for purposes of insurance or
reimbursement by a third party payer for medical
treatment of a Trial subject related to the
procedures included in the Protocol.

5. PUBLICATION

The Trial is part of a multi-site study, and publication
or presentation of the results of the Trial conducted
at the Institution shall not be made before the first
multi-site publication by Sponsor. 1f there is no
multi-site publication within eighteen (18) months
after the Trial has been completed or terminated at
all Trial sites, and all data has been received,
Investigator shall have the right to publish and or
present its results (but not the results of any other
site) from the Trial (each, a “Publication”), subject
to the following notice requirements. Investigator
will submit all proposed Publications along with the
name of the intended scientific journal, forum or
conference, to Sponsor sixty (60) days prior to
submission of the Publication. Institution and
Investigator will delete references to Sponsot’s
Confidential Information (other than Trial results) in
any paper or presentation and, at Sponsor’s request,
delay such Publication for up to sixty (60) days in
order to permit Sponsor to obtain appropriate
intellectual property protection on any Trial
Inventions or Confidential Information contained in
the Publication.

6. OWNERSHIP AND INVENTIONS

6.1. Sponsor owns all Trial Data, Trial results, CRFs and
all other information generated as a result of or in
connection with the conduct of the Trial, excluding
Institution’s  patient ~ medical  records  and
Investigator’s personal notes. Sponsor hereby grants
to the Institution a non-exclusive, non-transferable,
non-sublicensable right to use the Trial results solely
for its own internal, non-commercial research,
patient care, and educational purposes subject to the
terms of Section 5.

6.2. All inventions, ideas, methods, works of
authorship, know-how or discoveries that are made,
conceived, or reduced to practice by Institution,
Investigator or Trial Personnel: (i) as a result of or in
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zkousek nebo ve spojen{ s nim; (ii) které obsahuji nebo
vyuzivaji davérné informace; nebo (iii) které jsou pfimo
spojené se zkusebnim lékem a vzdy spolu se vSemi
souvisejicimi  pravy duSevniho vlastnictvi (spolecné
»objevy pfi hodnoceni) budou vyhradnim a
exkluzivnim vlastnictvim zadavatele nebo jim urcené
osoby. Zdravotnické zafizen{ a zkouSejici sdéli, a zajistd,
aby veskery personal pfi zkouskach ihned pisemné
sdélil, vSechny objevy pifi zkouskach zadavateli.
Zdravotnické zafizeni a zkousejicitimto udéluji, a zajisti,
aby personal pfi zkouskiach udélil, vSechna prava,
vlastnictvi a podil na vSech objevech pfi zkouskach
zadavateli nebo jim uréené osob¢ .Zdravotnické zafizen{
a zkousejici pfijmou a zajisti, aby personal pii zkouskach
piijal, vSechny dalsi kroky, které zadavatel muze
povazovat za nutné k vylepseni podilu zadavatele nebo
jim urcené osoby na invenci ze zkousek nebo k ziskani
patentt ¢i jiné ochrany podilu zadavatele nebo jim
urcené osoby na objevech pii hodnoceni.

7. ODSKODNENT{

7.1. Zadavatel odskodni, bude branit a zbavi odpovédnosti

zdravotnické zafizeni (,,odskodilovany/i
zdravotnického zafizeni®) za vsechny ztraty, naklady,
vydaje nebo skody, pfiznané rozhodnutim soudu nebo
nakonec zaplacené jako soudni vyrovnani (véetné
pfiméfenych poplatkii pravniho zastoupeni) (,,ztraty*)
vynalozené odskodnovanym zdravotnického zafizeni za
jakykoliv narok tfeti strany z télesného zranéni nebo
smrti ucastnika zaregistrovaného pro zkousky, kdy
telesné zranéni nebo smrt bylo pifimo zptsobeno: (a)
Klinickym lékem pouzivanym v piimém souladu
s protokolem a touto smlouvou béhem provadéni
zkousek nebo (b) provadénim jakéhokoli postupu, ktery
vyzaduje protokol, a ktery by nebyl proveden, kdyby se
ucastnik zkousek nezucastnil, a ktery byl proveden v
souladu s protokolem a s touto smlouvou. Zadavatel
neodskodni, nebude branit a nezbavi odpovédnosti
odskodnované zdravotnického zafizeni za ztraty v
rozsahu a 2z davodu: (i) jakéhokoli selhani
odskodnovaného zdravotnického zafizeni pfi provadéni
zkousek v souladu s protokolem, ustanovenimi této
smlouvy a vSemi pifslusnymi zakony, pfedpisy,
smérnicemi a naffzenimi; (ii) nedbalosti, lehkovaznosti
nebo profesntho pochybeni na stran¢ jakéhokoli
odskodnovaného zdravotnického zafizeni (vcetné
personalu pii zkouskach); nebo (iii) poruseni jakéhokoli
tvrzeni zdravotnického zaffzeni nebo zkousejictho,
zaruk nebo zavazkl podle této smlouvy.

7.2. Zdravotnické zafizeni odskodni, bude brinit a zbavi

odpovédnosti zadavatele (,,odskodtiovany/i
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connection with the conduct of the Trial; (i) that
incorporate or use Confidential Information; or (iii)
that are directly related to the Trial Drug, and in each
case together with all intellectual property rights
relating thereto (collectively, “Trial Inventions”),
will be the sole and exclusive property of Sponsor or
its designee. Institution and Investigator will, and
will cause all Trial Personnel to, promptly disclose all
Trial Inventions to Sponsor in writing. Institution
and Investigator hereby assign, and will cause Trial
Personnel to assign, all right, title and interest in all
Trial Inventions to Sponsor or its designee. At
Sponsor’s request and expense, Institution and
Investigator shall take, and shall cause Trial
Personnel to take, all additional actions as Sponsor
deems necessary to perfect the interest of Sponsor or
its designee in Trial Inventions or to obtain patents
or otherwise protect the interest of Sponsor or its
designee in Trial Inventions.

7. INDEMNIFICATION

7.1. Sponsor will indemnify, defend and hold harmless
Institution (“Institution Indemnitee(s)”) for any
losses, costs, expenses or damages finally awarded by
court order or finally paid in settlement or judgment
(including reasonable attorney’s fees) (“Losses”)
incurred by an Institution Indemnitee arising from
any third party claim based upon the bodily injury or
death to a subject enrolled in the Trial, which bodily
injury or death was directly caused by (a) the Trial
Drug used in strict accordance with the Protocol and
this Agreement during the course of the Trial, or (b)
the performance of any procedure required by the
Protocol that would not have been performed but
for such subject’s participation in the Trial that was
performed in accordance with the Protocol and this
Agreement. Sponsor will not indemnify, defend or
hold harmless Institution Indemnitees for Losses to
the extent such Losses arise out of: (i) any failure of
an Institution Indemnitee to conduct the Trial in
accordance with the Protocol, the terms of this
Agreement or any applicable law, rule, guidance, or
regulation; (ii) the negligence, recklessness or willful
misconduct on the part of any Institution
Indemnitee (including Trial Personnel); or (iii) a
breach of any of the Institution’s or Investigator’s
representations, warranties or obligations under this
Agreement.

7.2. Institution will indemnify, defend and hold
harmless Sponsor  (“Sponsor Indemnitee(s)”)
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zadavatele®)  za  jakoukoli  ztraitu  vzniklou
odskodnovanému zadavatele z jakéhokoli naroku tfeti
strany vzniklého na zakladé: (i) jakéhokoli selhani
odskodnovaného zdravotnického zafizeni pfi provadéni
zkousek v souladu s protokolem, ustanovenimi této
smlouvy a vSemi pifslusnymi zakony, pfedpisy,
smérnicemi a naffzenimi; (ii) nedbalosti, lehkovaznosti
nebo profesntho pochybeni na strané jakéhokoli
odskodnovaného zdravotnického zafizeni; nebo (iii)
poruseni  jakéhokoli  zastoupeni  zdravotnického
zafizeni, zaruk nebo zavazkl podle této smlouvy.

7.3. Zdravotnické zafizeni neodskodni, nebude branit a

nezbavi odpovédnosti odskodnované zadavatele za
ztraty v rozsahu a z davodu: (i) jakéhokoli nejedndni
odskodnovaného zadavatele v souladu s ustanovenimi
této smlouvy a vSemi piislusnymi zakony, piedpisy,
smérnicemi a nafizenimi; nebo (i) nedbalost,
lehkovaznosti nebo profesniho pochybeni na strané
jakéhokoli odskodniovaného zadavatele.

7.4. Kazda potencidlné odskodiiovana strana poskytne

druhé strané okamzitou pisemnou zprivu o naroku
jakékoli tfeti strany, z kterého je odskodnéni
pozadovano. Odskodnujici strana bude mit vyhradni
kontrolu nad obhajobou a vyrovnanim jakéhokoli
naroku tfetf strany za pfedpokladu, ze tak cini
svédomité, v dobré vife a za pomoci pfiméfené
zkuseného poradce s odbornosti v piislusném oboru, a
ze odskodnovana strana pfiméfené spolupracuje pii
obhajobé¢ tohoto naroku. Odskodnovana strana
neurovna zadny narok tfeti strany vuéi sobé bez
ptedchoziho pisemného souhlasu odskodnujici strany,
ktera souhlas nemuze bezdivodné odmitnout.
Odskodnovana strana mtze vyuzit sluzeb nezavislého
pravniho poradce na své vlastnf naklady.

UCASTNIKU

POJISTNE A  ZRANENIi

ZKOUSEK

8.1. Vsechny strany budou mit platnou urovenl pojisteéni

nebo maji své pojisténi po dobu trvani zkousek
v takovém rozsahu, aby byly schopny splnit své zavazky
z této smlouvy v souladu s pfislusnymi zakony.
Zdravotnické zaffzeni zadavateli na opodstatnénou
zadost predlozi pojistny certifikat.

8.2. Zdravotnické zafizeni a zkousejici poskytne nezbytnou

pohotovostni 1ékafskou péci ucastnikim zkousek, ktefi
utrpi télesnou reakci nebo fyzické zranéni vyplyvajici z
podani klinického 1éku nebo provadén{ postupu, které
pozaduje protokol. Zadavatel nahradi zdravotnickému
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from any Losses incurred by a Sponsor Indemnitee
arising from any third party claim based upon: (i) any
failure of an Institution Indemnitee to conduct the
Trial in accordance with the Protocol, the terms of
this Agreement or any applicable law, rule, guidance,
or regulation; (i) the negligence, recklessness or
willful misconduct on the part of any Institution
Indemnitee; or (i) a breach of any of the
Institution’s  representations,  warranties  or
obligations under this Agreement.

7.3. Institution will not indemnify, defend or hold
harmless Sponsor Indemnitees for Losses to the
extent such Losses arise out of: (i) any failure of a
Sponsor Indemnitee to act in accordance with the
terms of this Agreement or any applicable law, rule,
guidance or regulation; or (i) the negligence,
recklessness or willful misconduct on the part of any
Sponsor Indemnitee.

7.4. Each potentially indemnified Party will provide the
other Party with prompt written notice of any third
party claim for which indemnification is sought. The
indemnifying Party shall have sole control over the
defense and settlement of any third party claim
provided it does so diligently, in good faith, and
using reasonably experienced counsel with expertise
in the relevant field, and the indemnified Party will
reasonably cooperate in the defense of such a claim.
The indemnified Party will not settle any third party
claim against it without the indemnifying Party’s
prior written consent, which consent shall not be
unreasonably withheld. The indemnified Party may,
at its own expense, seck the advice of independent
legal counsel.

8. INSURANCE AND SUBJECT INJURY

8.1. Each Party will maintain in effect appropriate levels
of insurance or self-insurance for the duration of the
Trial in amounts sufficient to meet its liability
obligations under this Agreement in compliance with
Applicable Laws. Institution ~ will provide
certificates of insurance to Sponsor upon reasonable
request.

8.2. Institution and Investigator will provide necessary
emergency medical treatment to Trial subjects who
suffer a physical reaction or physical injury resulting
from administration of the Trial Drug or
performance of a procedure required by the
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zafizeni pfiméfené a nezbytné naklady na poskytnuti
této lékafské péce v rozsahu, ve kterém byly télesna
reakce nebo fyzické zranéni pfimo zptsobeny bud
pouzivanim klinického léku v souladu s protokolem,
nebo postupy provadénymi v souladu s protokolem.
Bez ohledu na vyse uvedené, zadavatel neni povinen
odskodnit zdravotnické zafizeni tam, kde tuto reakci
nebo zranéni zpusobily: (i) nedbalost nebo profesni
pochybeni zdravotnického zatizeni, zkousejictho nebo
persondlu pii zkouskach; (ii) nedodrzovani protokolu,
dalsich pisemnych pokynt zadavatele nebo pfislusnych
zakonu, predpist, natfizeni nebo smérnic; nebo (iii) difve
existujictho lékafského stavu nebo skryté nemoci
ucastnika zkousek.

8.3. Pokud zdravotnické zatizeni, zkousejici nebo sponzor

v prub¢hu zkousek opodstatnéné uvazi, ze nektery
ucastnik zkousek by mél byt okamzité vyloucen z Gcasti
na hodnoceni, strany budou spolupracovat na
bezpeéném stazeni tohoto Ucastnika ze zkousek.

9. OBECNE

druhé strany nebo jméno zaméstnanct druhé strany ¢i
jakékoli jejich obchodni znacky v jakékoli reklame,
propagacnich materialech nebo tiskovych zpravach bez
pfedchoziho pisemného souhlasu druhé strany, s
vyjimkou situace, kdy je tento rozsah zvefejnéni
nezbytny pro: (i) evidenci regulacnich organu, véetné
evidence u Komise pro cenné papiry USA nebo FDA
(¢i podobného dozorc¢iho organu vijiné zemi nez v
USA); zalobu nebo obhajobu v soudnim sporu; a (iif)
dodrzovani piislusnych zakont, pfedpist a natfizeni. Bez
ohledu na vySe uvedené, zadavatel muze bez
pfedchoziho pisemného souhlasu zvefejnit informace
o zdravotnickém zafizeni a zkouSejicim v rozsahu,
vijakém to vyzaduje pifslusny zakon vcetné a bez
omezeni identifikace zdravotnického zaffzeni coby
subjektu provadéjictho zkousky, zkousejictho coby
osoby provadeéjici zkousky ve zdravotnickém zafizeni a
mnozstvi finanénich zdroji poskytnutych zadavatelem
zdravotnickému  zafizeni za provadéni zkousek.
Zdravotnické zafizeni a zkousejici souhlasi s timto
zvetejnénim. Zdravotnické zafizeni a zkousejici mohou
bez pfedchoziho pisemného souhlasu zvefejnit svou
ucast na zkouskach (véetné¢ nazvu zadavatele, nazvu
zkousek a ¢isla protokolu) v davérnych internich
materialech zdravotnického zafizenf nebo zpravach pro
statnf organy a v zadostech o grant.
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Protocol. Sponsor will reimburse Institution for the
reasonable and necessary costs of providing such
medical treatment, to the extent the physical reaction
ot physical injury was directly caused by either the
use of the Trial Drug in accordance with the
Protocol or procedures performed in accordance
with the Protocol. Notwithstanding the foregoing,
Sponsor’s obligation to reimburse Institution will
not apply where such reaction or injury is caused by:
(i) the negligence or misconduct of Institution,
Investigator or Trial Personnel; (ii) a failure to adhere
to the Protocol, other written instructions provided
by Sponsor, or applicable laws, rules, guidance, or
regulations; or (iii) a pre-existing medical condition
or underlying disease of the Trial subject.

8.3. If at any time during the Trial, Institution,
Investigator or Sponsor reasonably concludes that
any Trial subject should immediately be withdrawn
from participation in the Trial, the Parties will
cooperate to safely withdraw such Trial subject.

9. GENERAL

9.1. Propagace. Zadna ze stran nebude pouZivat nizev 9.1. Publicity. Neither Party will use the name of the

other Party or the other Party’s employees or any of
their trademarks in any advertising, sales
promotional material, or press release without the
other Party’s prior written approval, except to the
extent such disclosure is reasonably necessary for: (i)
regulatory filings, including filings with the U.S.
Securities and Exchange Commission or the FDA
(or any equivalent oversight body in a country other
than the United States); (i) prosecuting or defending
litigation; and (iii) complying with applicable laws,
rules, and regulations. Notwithstanding the
foregoing, Sponsor may, without prior consent,
publicly disclose information about Institution and
Investigator as required by applicable law, including,
but not limited to identifying Institution as the entity
that is conducting the Trial, Investigator as
conducting the Trial at Institution, and the amount
of funding provided to Institution by Sponsor for
the conduct of the Trial. Institution and Investigator
consent to this disclosure. Institution and
Investigator may, without prior consent, disclose in
Institution’s  confidential internal reports or
governmental reports and grant applications, their
participation in the Trial (including Sponsor’s name,
the name of the Trial and Protocol number).
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9.2. Vztah. Strany

jsou pro ucely této smlouvy
samostatnymi dodavateli a zadné ustanoveni této
smlouvy nezaklada vztah mezi nimi coby partnery, mezi
feditelem a jednatelem, zameéstnavatelem
a zaméstnancem nebo spoleénymi podniky. Zadna ze
stran nema opravnéni nebo pravo zavazovat nebo
ukladat povinnosti druhé strané nebo se povazovat za
nositele této autority.

9.3. Doba platnosti. Pokud nebyla smlouva ukoncena dfive

pisemnym ozndmenim jedné strany druhé v souladu s
castl 9.4, vyprsi tato smlouva k pozdéjsimu datu, kdy: (i)
zadavatel obdrzel od zdravotnického zafizeni vSechny
radné vyplnéné formulate CRF; (i) zdravotnické
zafizeni a zkousSejicivyfesili vSechny dotazy ohledné
objasnéni udaji a pfedlozili uzaviené zprivy EK
a zadavateli ke spokojenosti zadavatele; (iii) byly
dokonceny vsechny uzavérkové aktivity zdravotnického
zafizeni; a (iv) zadavatel provedl vSechny platby a thrady
a obdrzel vSechny refundace pfipsané na zékladé této
smlouvy.

9.4. Ukonceni. Tuto smlouvu muze zadavatel kdykoli a z

jakéhokoli duvodu ukoncit po tiiceti (30) dnech od
pisemného oznameni s udanim i bez udani davodu.
Kazda strana muze tuto smlouvu neprodlené ukoncit,
pokud je to nezbytné pro ochranu zdravi, bezpecnosti
nebo blaha ucastniki zkousek, a to pisemnym
oznamenim druhé strané. Po piijet! oznameni o
ukonceni zkousejici a zdravotnické zafizeni neprodlené
zastavi  pfihlasovani  dcastnfkd ke  zkouskam.
Zdravotnické zafizeni a zkousejici budou pokracovat ve
vykonavani nasledného  testovani v souladu s
protokolem a poskytnou udaje o zkouskach (vcetné
formulatt CRF) vyzadované v ramci zkousek od
ucastnika, ktefi byli pfihldSeni ke zkouskam pfred
pfijeim oznameni o ukonceni, pokud zadavatel
pisemné nestanovil jinak. Podminky této smlouvy
budou i nadale platit, co se tyce vsech téchto naslednych
testovani a udaji, a zdravotnické zafizen{ a zkousejici
okamzit¢ odpovi na dotazy regulacnich orgint a
zadavatele  ohledné informaci souvisejicich s
provadénim zkousek. Bez ohledu na to, zda tato cast
stanovi jinak, zadavatel, zdravotnické zafizen{ a
zkousejici souhlasi, ze lhtta ukonceni pozadovana na
zakladé této smlouvy nezacne bézet do dne, kdy
ucastnici zkousek vyjdou ze zkousek bez nepiiznivych
zdravotnich U¢inkd na tyto ucastniky. Zdravotnické
zafizeni a zkousejici vyhovi pokynim zadavatele
ohledné navriaceni davérnych informaci a majetku
zadavatele zadavateli.
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9.2. Relationship. For the purposes of this Agreement,
the Parties are independent contractors and nothing
contained in this Agreement will be construed to
place them in the relationship of partners, principal
and agent, employer and employee or joint venturers.
Neither Party will have the power or right to bind or
obligate the other Party, or hold itself out as having
such authority.

9.3. Term. Unless terminated earlier by written notice
of one Party to the other in accordance with Section
9.4, this Agreement will expire upon the later of the
date on which: (i) Sponsor has received all propetly
completed CRFs from Institution; (ii) Institution and
Investigator has resolved all data clarification
queries, and submitted the closeout reports to the
EC and to Sponsor to Sponsor’s satisfaction; (iii) all
Institution closeout activities have been completed;
and (iv) Sponsor has made all payments and
reimbursements and collected all refunds due under
this Agreement.

9.4. Termination. This Agreement may be terminated
by Sponsor at any time for any reason upon thirty
(30) days written notice with or without cause. Either
party may terminate this agreement immediately if
necessary in order to protect the health, safety or
welfare of Trial subjects with written notice to the
other Party. Upon receipt of a notice of termination,
Investigator and Institution shall immediately stop
enrolling subjects in the Trial. Institution and
Investigator shall continue to perform the follow-up
testing in accordance with the Protocol and provide
the Trial Data (including CRFs) required under the
Trial for subjects who were enrolled in the Trial prior
to the receipt of the notice of termination, unless
instructed otherwise by Sponsor in writing. The
terms of this Agreement shall continue to apply with
respect to all such follow-up testing and data, and
Institution and Investigator shall promptly respond
to requests from regulatory authorities and Sponsor
for information relating to the conduct of the Trial.
Notwithstanding anything to the contrary in this
Section, Sponsor, Institution and Investigator agree
that any termination requested hereunder shall not
commence until such date as subjects in the Ttial can
be transitioned out of the Trial without adverse
medical effect to such subjects. Institution and
Investigator shall comply with Sponsor’s instructions
regarding the return of Confidential Information and
Sponsor property to Sponsor.
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9.5. Podminky ztstavajici v platnosti. V piipadé vyprieni

této smlouvy podle casti 9.3 nebo ukonceni této
smlouvy podle ¢asti 9.4 zlstanou v platnosti priva a
povinnosti nasledujicich ¢asti: 1.8, 1.11, 2, 4, 5, 6, 7, 8.1
a 9 — ty budou platit v plné sile a u¢innosti po ukonceni
nebo vyprseni této smlouvy.

9.6. Uplnost smlouvy; dodatky. Tato smlouva, véetné

veskerych pfiloh, na které se zde odkazuje, predstavuji
celkovou, kone¢nou, uplnou a vyluénou shodu
zadavatele, zdravotnického zafizeni a zkousejictho
ohledné zkousek. V piipadé rozporu mezi podminkami
této smlouvy a protokolem je nutné se #{dit podminkami
této smlouvy, s vyjimkou rozporu, které se vztahuji k
zélezitostem tykajicim se mediciny, védy, bezpecnosti a
provadéni zkousdek, které se budou fidit podminkami
protokolu. Tato smlouva muze byt vyhotovena ve
stejnopisech. Zadné zmény, dodatky nebo upravy
nevejdou v ucinnost, pokud nebudou mit pisemnou
podobu a nebudou podepsany obéma stranami. Zadné
vzdani se prava, vyslovné nebo mlcky predpokladané,
nebude pokracujicim nebo naslednym vzdinim se
konkrétntho prava nebo zavazku. Jakékoli prohlasované
postoupeni nebo delegace této smlouvy zdravotnickym
zafizenim nebo zkousejicim ¢ postoupeni jejich
zavazkl z této smlouvy bude neplatné bez pfedchoziho
pisemného svoleni zadavatele. Zadavatel si vyhrazuje
pravo postoupit nebo pfevést tuto smlouvu nebo
jakakoli prava nebo povinnosti z ni.

9.7. Oddélitelnost. Jakékoli ustanoveni této smlouvy, které

bude prohlaseno piislusnym soudnim organem za
neplatné ¢ nevynutitelné, bude dohodou  stran
opraveno tak, aby zbyvajici ustanoveni smlouvy byla
platna a vynutitelna.

9.8. Pfedchozi upozornéni. Jakékoli upozornéni nebo

souhlas vyzadovany touto smlouvou musi mit pisemnou
podobu a musi byt zaslan druhé strané bud: (i) ufedné
ovétenou postovni zasilkou s dodejkou, kterd bude
povazovana za dorucenou tfi (3) dny po ulozeni
postovnimi sluzbami USA; (ii) zasilkou prostfednictvim
celonarodné uznavané zasilkové sluzby s garantovanym
dorucenim do nasledujiciho pracovniho dne, kterd bude
povazovana za dorucenou jeden (1) den po ulozeni
takovymto dorucovatelem; nebo (i) dokumentem ve
formatu PDF prostfednictvim e-mailu, ktery bude
povazovan za doruceny pocatkem nasledujictho
bézného pracovniho dne po udspésném odeslani.
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9.5. Surviving Terms. In the event of expiration of this
Agreement under Section 9.3 or termination of this
Agreement under Section 9.4, the rights and
obligations in the following Sections shall survive:
1.8, 1.11, 2, 4, 5, 6, 7, 8.1 and 9, and will remain in
full force and effect following termination or
expiration of this Agreement.

9.6. Entire Agreement; Amendments. This Agreement,
including any attachments referenced herein and the
Protocol constitute the entire, final, complete and
exclusive understanding of Sponsor, Institution and
Investigator concerning the Trial. If there is a
conflict between the terms of this Agreement and the
Protocol, the terms of this Agreement will govern,
except for conflicts related to matters of medicine,
science, safety and conduct of the Trial, which will
be governed by the terms of the Protocol. This
Agreement may be executed in counterparts. No
changes, amendments or alterations will be effective
unless in writing and signed by both Parties. No
waiver, expressed or implied, will be a continuing or
subsequent waiver of the particular right or
obligation. Any purported assignment or delegation
by Institution or Investigator of this Agreement or
their obligations under this Agreement will be void
without Sponsor’s advance written consent.
Sponsor reserves the right to assign or transfer this
Agreement or any of the rights or obligations under
this Agreement.

9.7. Severability. Any provision in this Agreement
determined by proper judicial authority to be invalid
or unenforceable will be revised by agreement of the
Parties to the extent necessary to avoid the
remainder of the Agreement being invalid or
unenforceable.

9.8. Notice. Any notice or consent required to be given
under this Agreement must be in writing and sent to
the other Party either: (i) by certified mail, return
receipt requested, which will be deemed delivered
three (3) days after deposit with the U.S. Postal
Service; (if) via a nationally recognized delivery
service with guaranteed next business day delivery,
which will be deemed delivered one (1) day after
deposit with such carrier; or (iii) by PDF document
via email which will be deemed delivered at the
beginning of the next regular business day following
successful transmission.  Notices will include
reference to the Trial Protocol number and be
forwarded to the following:
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Upozornéni budou obsahovat odkaz na dislo
zkusebniho protokolu a budou postoupena nasledovné:

V ptipadé zdravotnického V ptipadé
zafizeni: Zadavatele:
Fakultni nemocnice BeiGene
OlomoucZdravotnika 248/7, Switzerland
779 00 Olomouc, Ceska GmbH
republika_Komu: Gabriela Clinical
Ticha Operation
Manager pro
E-mail: Gabriela. Ticha@fnol.cz  studiji BGB-
3111-308
c/o BeiGene
USA, Inc.

1840 Gateway
Drive, 3rd Floor,
San Mateo, CA
94404, USA

Email: xxxx

S kopii na:
BeiGene
Switzerland
GmbH

K rukam:
generaln{ rada
c/o BeiGene
USA, Inc.

55 Cambridge
Parkway, Suite
700W
Cambridge, MA
02142, USA

Email: xxxx

V piipadé Zkousejiciho:

XXXX

Fakultni nemocnice Olomouc, Zdravotnikd 248/7, 779 00
Olomouc, Ceska republika

Email: xxxx

9.9. Vys$si moc. Je-li plnéni této smlouvy nékterou ze stran
zabranéno, je-li omezeno nebo zdrzeno (Gplné nebo
castecné) z duvodu, které postizena strana nema pod
svou opodstatnénou kontrolou, a toto neni zptisobeno
c¢innosti nebo necinnosti této strany, postizené strané je,
po zaslani upozornén{ druhé strané, omluven vykon v
rozsahu, v jakém ji bylo zabranéno, byla omezena nebo
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If to Institution: If to Sponsor:
Fakultni nemocnice BeiGene
Olomouc Switzerland GmbH

Zdravotnikt 248/7,779 00 Clinical Operations
Olomouc, Czech Republic Manager for BGB-
Attention: Gabriela Ticha 3111-308
Email: c/o BeiGene USA,
Gabriela. Ticha@fnol.cz Inc.
1840 Gateway
Drive, 3rd Floor,
San Mateo, CA
94404, USA

Email: xxxx

With a copy to:
BeiGene
Switzerland GmbH
Attention: General
Counsel

c/o BeiGene USA,
Inc.

55 Cambridge
Parkway, Suite
700W

Cambridge, MA
02142, USA

Email: xxxx

In the case of the Investigator:

XXXX

Fakultni nemocnice Olomouc, Zdravotnik 248,
779 00 Olomouc, Czech Republic

Email: xxxx

9.9. Force Majeure. If either Party’s performance of this

Agreement is prevented, restricted or delayed (either
totally or in part) for reasons beyond the affected
Party’s reasonable control and is not due to the
action or inaction of such Party, the affected Party
will, upon giving notice to the other Party, be
excused from such performance to the extent of
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se zdrzela; za predpokladu, Zze postizena strana vyvine
komeréné pfiméfené usili k tomu, aby zabranila
piicinam nebo odstranila pficiny nevykonavani a bude
ve vikonu pokracovat po jejich odstranéni.

9.10. Zdravotnické zafizeni a zkousejici berou na védomi,

ze (a)zadavatel muze byt nenahraditelné poskozen
nedodrzenim této smlouvy; (b) penc¢zitd nahrada nemusi
byt dostacujici k napravé takového nedodrzenim a (c)
zadavatel bude opravnén hledat spravedlivé ulevy jako
prostfedek napravy pro takové prouseni smlouvy.
Ustanoveni tohoto odstavee 9.10 nejsou uréena vylucné
a nejsou dotCena ostatni prava zadavatele v této
smlouvé.

9.11. Rozhodné pravo. Smluvni strany se dohodly, ze pravai

vztahy a poméry vzniklé z této smlouvy se fidi obecné
zavaznymi pravnimi predpisy Ceské republiky.

Smluvni strany se zavazuji pii provadeni hodnoceni si
vzajemné pomahat a pifpadné spory a rozdilnost nazort
na postup a zpusob praci fesit jednanim obvyklym u
smluvnach stran.

K projednani a rozhodovani piipadnych sport, které
nebudou vyfeseny smirnou cestou, jsou piislusné soudy
Ceské republiky. V piipadé rozporu mezi éeskou a
anglickou verz{ textu smlouvy ma piednost ¢eska verze.

9.12. Tato Smlouva nabyva platnosti dnem, kdy sviyj podpis

piipojila posledni ze vSech jejich smluvnich Stran.
Smlouva nabyva tucinnosti dnem jejtho uvefejnéni
v registru smluv v souladu s ust. § 6 odst. 1 a ust. § 9
zakona ¢. 340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uvefejiovani téchto smluv a
o registru smluv (zakon o registru smluv), ve znéni
pozdéjsich piedpist. Zadavatel se zavazuje, ze doda
Zdravotnickému zafizeni modifikovanou verzi Smlouvy
urcenou ke zvefejnéni v registru smluv a to nejpozdéji
ke dni platnosti Smlouvy na emailovou adresu:
Petra.Routilova@fnol.cz.  Zdravotnické zafizeni se
zavazuje, ze modifikovanou verzi Smlouvy zvefejni
nejpozdéji do 5-tt dnd od podpisu Smlouvy
Zdravotnickym zafizenim. Nezvefejni-li Zdravotnické
zaf{zeni Smlouvu v dohodnutém terminu, je Zadavatel
opravnén Smlouvu zvefejnit.
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such prevention, restriction or delay; provided, that,
the affected Party will use commercially reasonable
efforts to avoid or remove such causes of non-
performance and will continue its performance
whenever such causes are removed.

9.10. Institution and Investigator each agrees that (a)
the Sponsor may be irreparably injured by an
impending or existing breach of this Agreement; (b)
money damages may not be an adequate remedy for
any such breach; and (c) Sponsor will be entitled to
seek equitable relief as a remedy for any such breach.
The provisions of this Section 9.10 are not inrended
to be exclusive and are without prejudice to the tights
of Sponsor to seck any other right or remedy that it
may have under this Agreement or otherwise.

9.11. Governing Law. The Parties agree that the legal
relations and relationships arising from this
agreement are governed by the generally binding
legal regulations of the Czech Republic.

The Parties undertake to assist each other and to
resolve any disputes and differences of opinion on
the procedure and the manner of work by
negotiation common with the parties.

In the event of a conflict between the Czech and
English versions of the text of the contract, the
Czech version shall prevail.

9.12. This Agreement shall enter into force on the day
when the last of all its Contracting Parties signed it.
The Agreement becomes effective on the day of its
publication in the Register of Contracts in
accordance with the provisions. § 6 para. 1 and the
provisions. § 9 of the Act no. 340/2015 Coll., On
special conditions of the effectiveness of certain
contracts, the publication of these contracts and the
Register of Contracts (Register of Contracts Act), as
amended. The Sponsor undertakes to supply the
Institution with a modified version of the Agreement
designated for publication in the Register of
Contracts no later than on the day of validity of the
Agreement to the email address:
Petra.Routilova@fnol.cz. The Institution undertakes
to publish the modified version of the Agreement
within 5 days of signing by the Institution. If the
Institution does not publish the Agreement within
the agreed deadline, the Sponsor is entitled to
publish the Agreement.
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NA DUKAZ CEHOZ smluvni strany uzaviely tuto
smlouvu schvalenou k datu uUéinnosti prostfednictvim
svych nalezité povéfenych zastupct.

INSTITUTION / ZDRAVOTNICKE ZARIZENT{

By / Podpis:

Name / Jméno: doc. MUDt. Roman Havlik, Ph.D.
Title / Funkce: Hospital Director / Reditel nemocnice

Date / Datum:

INVESTIGATOR / ZKOUSEJiCi

By / Podpis:

Name / Jméno: xxxx

Title / Funkce: Investigator / Zkousejici

Date / Datum:
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IN WITNESS WHEREOF, the Parties have entered
into this Agreement under seal as of the Effective Date
by their duly authorized representatives.

BeiGene Switzerland GmbH

By / Podpis:

Name / Jméno: xxxx
Title / Funkce: xxxx

Date / Datum:
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PRILOHA A EXHIBIT A

PLATEBNI PODMINKY A ROZPOCET PAYMENT TERMS AND BUDGET
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