SMLOUVA O KLINICKEM HODNOCENT]

Smlouva o hodnoceni (,,Smlouva®) je uzaviena k
datu  posledniho podpisu tohoto dokumentu
(,;,Datum Platnosti) mezi

Fakultni nemocnice Brno, nemocnice se sidlem
Jihlavska 20, 625 00 Brno, Ceska republika, IC:
65269705, DIC: CZ65269705 ve vécech této
smlouvy je opravnén jednat a podepisovat MUDr.
Ivo Rovny, MBA, feditel nemocnice
(,,Zdravotnické zafizeni®)

a

spole¢nosti BeOne Medicines I GmbH, (difve
BeiGene Switzerland GmbH),  $vycarskd
spole¢nost s ruenim omezenym, s adresou na
Aeschengraben 27 4051, Basilej, év;’zcarsko
(,»Zadavatel®)

a
xxx (,,ZkouSejici®)

ve spojeni s  hodnocenim BGB-11417-303,
“Randomizovana oteviend multicentrickd studie
fize 3 hodnotici terapii sonrotoclaxem a
protilitkou  proti  CD20  ve
s venetoclaxem a rituximabem u pacientii
s relabovanou/refrakterni chronickou
Ilymfocytirni leukemii / malym lymfocytirnim
Iymfomem?”, (,,Protokol®) (,,Klinické
Hodnoceni®). Klinické hodnocen{ bude provadéno
pod piimym dozorem ZkousSejiciho na Interni
hematologické a onkologické klinice zdravotnického
zatizeni  (,Misto Klinického Hodnoceni®).
Klinické hodnoceni bude provadéno s hodnocenym
lé¢ivem  zadavatele,  Sonrotoclax (BGB-11417),
Obituzumab a Rituximab (,,Hodnocené Lécivo®).
Zadavatel, Zkousejici a Zdravotnické zafizen{ budou
v tomto dokumentu dale jednotlivé oznacovani jako
»Strana“ a spolecné jako ,,Strany®.

Strany se dohodly na nasledujicim:

Zadavatel muze béhem studie povéfit klinickou
vyzkumnou organizaci (,, CRO%), aby jednala jménem
zadavatele a zorganizovala a spravovala studii.
Zadavatel poskytne zdravotnickému = zafizen{
pisemné oznameni o takovém povoleni.
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srovndani

CLINICAL TRIAL AGREEMENT

This Trial Agreement (“Agreement”) is entered
into as of the date of last signature hereto (the
“Effective Date”) between

University Hospital Brno, a hospital with an
address at Jihlavska 20, 625 00 Brno, Czech Republic,
company ID: 65269705, TAX ID: CZ65269705
represented by MUDrx. Ivo Rovny, MBA, Director of
the Hospital is authorized to act and sign in matters
of this Agreement. (the “Institution”),

and

BeOne Medicines I GmbH (Formerly known
BeiGene Switzerland GmbH), a Switzerland
limited liability company, with an address at
Aeschengraben 27 4051 Basel, Switzerland (the
“Sponsor”),

and
xxx (the “Investigator”)

in connection with Trial BGB-11417-303, “A Phase
3 Randomized, Open-Label, Multicenter Study
of Sonrotoclax Plus Anti-CD20 Antibody
Therapies Versus Venetoclax Plus Rituximab in
Patients With Relapsed/Refractory Chronic
Lymphocytic Leukemia/Small Lymphocytic
Lymphoma”, (the “Protocol”) (the “Trial”). The
clinical trial will be conducted under the direct
supervision of the investigator at the internal
Haematological and oncological Clinic of the

Institution ("Trial Site"). The Trial will be
conducted  using  Sponsor’s  study  drug,
Sonrotoclax (BGB-11417), Obituzumab and

Rituximab(the “Trial Drug”). Hereafter, Sponsor,
Investigator and Institution are sometimes referred
to individually as “Party” or collectively as the
“Parties.”

The Parties agree as follows:

Sponsor may, during the trial, authorize a clinical
research organization (“CRO”), to act on behalf of
Sponsor to arrange and administer the Trial. Sponsor
will provide a written notice to Institution about such
authorization
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1. ZAVAZKY K PROVADENI HODNOCENI 1. OBLIGATIONS FOR THE CONDUCT OF
THE TRIAL
1.1. Kompenzace. Zadavatel zaplati pfimo nebo 1.1. Compensation. Sponsor will, directly or through

prostfednictvim jiného Zadavatelem urceného
platebniho spravce Zdravotnickému zafizeni
podle ustanoven{ obsazenych v oddile Platebni
Podminky a Rozpocet v Pfiloze A této Smlouvy,
na kterou se zde odkazuje. Zadavatel/CRO
uzavie se Zkousejicim a dalsim personalem
Zdravotnického zafizent, ktera se bude podilet na
klinickém  hodnoceni  (,,Studijni  Personal)
smlouvu na cinnosti ve véci Klinického
Hodnoceni nad ramec ¢innosti, za které odpovida

its designated third-party payment vendor, pay
the Institution’s payee as set forth in the Payment
Terms and Budget attached hereto as Exhibit A
and incorporated herein by reference. The
sponsor/CRO will enter into an agreement with
the Investigator and other personnel of the
Institution that will participate in the clinical trial
("Study Personnel") for activities telated to the
Clinical Trial beyond the scope of the activities
for which the Institution is responsible under this

Zdravotnické zafizeni podle této smlouvy. agreement. The agreement stipulates, among
Smlouva mj. stanovi odménu Zkousejictho a other things, the remuneration of the
Studijniho  Personalu za provedeni téchto Investigator and Study Peronnel for the
c¢innosti. Zadavatel/ CRO bere na védomi, ze vyse performance  of  these activities.  The

odmény musi byt po celou dobu trvani Sponsor/CRO acknowledges that the amount of
Klinického Hodnoceni v souladu s vnitfnimi remuneration must be in accordance with the
ptedpisy Zdravotnického zafizeni, za coz internal regulations of the Institution for the

odpovida Zkousejici. Zadavatel/CRO prohlasuje,
ze s vyjimkou smluv dle pfedchoziho
textu neuzavie ve véci tohoto Klinického
Hodnoceni zadnou dal$i smlouvu s zadnym
zaméstnancem Zdravotnického zafizeni. Pro
pfehlednost strany potvrzuji, Zze pfiloha A
vylucuje jakoukoliv kompenzaci pro zkousejictho
nebo studijni tym.
(i) Zdravotnické zafizeni jako pifjemce platby dle
této smlouvy (dale jen ,,Pjemce™) poskytne
Zadavateli uplné platebni pokyny a bankovni
udaje pisemné v Platebnich Podminkach (zde
piilozenych jako Pfiloha A). Jakékoliv zmény
informaci v Platebnich Podminkich budou
vyzadovat pisemné oznameni zaslané Zadavateli

entire duration of the Clinical Trial, for which the
Investigator is responsible. The Sponsor/CRO
declares that, with the exception of the
agreements according to the previous sentence, it
will not enter into any other agreement with any
employee of the Institution regarding this Clinical
Trial

@) Institution as payee (“Payee”) shall
provide to Sponsor under this Agreement,
full payment instructions and bank details, in
writing, on the Payment Terms attached
hereto as Exhibit A). Any changes to the
information on the Payment Terms will
require a written notification sent to the

ajeho uréenému tiet strana dodavatel. Sponsor and its designated third-party
vendort.
(i) Strany  souhlasi s tim, Ze (i) The Parties agree that the

kompenzace hrazend podle této Smlouvy je
spravedlivou trzni hodnotou vykonu aktivit
spojenych s Klinickym Hodnocenim, jez bude
provadéno na zakladé této Smlouvy.

(iif) Zadné &astky vyplacené na zakladé
této Smlouvy nejsou chapany jako nabidka
nebo platba za vyslovné ¢ implicitné
uzavienou Smlouvu o nakupu, pfedepsani,

compensation paid under this Agreement
constitutes the fair market value of the
performance of Trial related activities to be
provided hereunder.

(itf) 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
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doporuceni nebo umoznéni vyhodné situace
produktu ¢i sluzbé Zadavatele, ani za takové
nebudou povazovany.

(iv) Zdravotnické  zafizeni nebude
vyzadovat ani akceptovat kompenzaci za
jakykoli material nebo sluzbu poskytnutou v
ramci Klinického Hodnoceni, které poskytl
nebo  zaplatil Zadavatel od  subjekti
Hodnoceni nebo platca tfetich stran, véetne
jakékoli statn{ instituce nebo pojist’ovny.

) Zdravotnické zaffzeni a Zkousejici
prohlasuj{ a zarucujf, Ze budou Klinické
Hodnoceni provadét v plném souladu s
piislusnymi zakony, pfedpisy, nafizenimi a
smérnicemi tykajicimi se uhrad za lékafskou
péci, pojistného plnéni a proplaceni nakladi.
Zkousejic prohlasuje, Ze nese vyhradni
odpovédnost za ziskani souhlasu Zadavatele
s thradou sluzeb, které nejsou uvedené
v Ptiloze A Platebni Podminky a Rozpocet.

1.2. Provadéni klinického hodnoceni

@) Zdravotnické zafizeni a Zkousejici
provedou Hodnoceni a zajisti, aby Studijni
Personal mohl provést Hodnoceni v pfisné
shodé¢ s: (i) Protokolem; (ii) zavazky
Zdravotnického zafizeni a Zkousejictho podle
této Smlouvy; (iii) vSemi pfislusnymi zakony,
pfedpisy, nafizenimi a smérnicemi, véetné, a
bez omezeni, piislusnych smérnic Evropské
unie tykajicich se provadéni zkousek na lidech
a ochrany osobnich udaja (95/46/ES); (iv)
mezinarodni  konferenci o harmonizaci
smeérnic tripartity pro spravnou klinickou
praxi (,JCH-GCP®), véetné, bez omezeni,
GCP (ICH-E0), fizenim klinickych tudaju o
bezpecnosti ICH-E2A) a obecnymi tvahami
o zkouskaich (ICH-E8); (v) obecné
pfijimanymi standardy vykona lékatské
profese a (vi) se vSemi dal$imi piislusnymi
zdkony, predpisy a nafizenimi Ceské
republiky, vcetné, bez omezeni, zakona o
lécivech (¢. 378/2007 Sb.) a wvyhlasky o
spravné klinické praxi ¢. 226/2008 Sb.) (vse
vyse uvedené se oznacuje jako ,,Pfislusné
Zakony“),
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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 in the Trial that
was provided or paid for by Sponsor.

) Institution and Investigator
represent and warrant that it will conduct the
Trial in full compliance with all applicable
healthcare billing, coverage and
reimbursement laws, rules, regulations, and
guidance. The Investigator acknowledges that
it has the sole responsibility to determine who
to bill for services not covered by Sponsor in
accordance with Annex A Budget.

1.2. Trial Conduct.

@ Institution and Investigator will
conduct the Trial, and will ensure that the
Trial Personnel conduct the Trial, in strict
compliance with (i) the Protocol; (i) the
obligations of Institution and Investigator
under this Agreement; (iii) all applicable laws,
rules, regulations and guidance, including,
without limitation, the applicable directives of
the European Union, including those related
to the conduct of human 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-EO), clinical safety data management
(ICH-E2A) and general considerations for
Trials (ICH-E8); (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”).
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(i) Zdravotnické zafizen{ ani (if) Neither Institution nor Investigator
Zkousejici  se nebudou odchylovat od will deviate from the Protocol without the
Protokolu bez pfedchoziho pisemného advance written consent of Sponsor, unless in
souhlasu Zadavatele, neni-li odchylka z the good medical judgment of Investigator, a
hlediska ~ dobrého  lékafského  dsudku deviation is necessary to protect the safety of

Zkousejictho nezbytna z diavodu ochrany
subjektu Hodnoceni v disledku urgentniho
zdravotnitho stavu subjektu Hodnoceni. V
piipadé odchylky od Protokolu Zkousejici
tuto odchylku zaznamena do Protokolu
odchylek (s uvedenim data a dtvodu) a bude
o nf pfi monitoringu informovat zastupce
Zadavatele a pfi velké odchylce (napt. zatazeni
subjektu Hodnocent, ktery nespliuje vSechna
kritéria zapisu nebo lécba mimo parametry
v Protokolu), bude Zkousejici
informovat Zadavatele nebo jeho zastupce
bez odkladu, ale v zadném piipadé ne pozdéji
nez dva (2) dny poté co se o odchylce dozvi.

uvedené

1.3. Shoda. Zdravotnické zafizeni prohlasuje, Ze

Zkousejic! je zaméstnancem Zdravotnického
zafizeni.

Zadavatel nebo jeho zastupce ziska pfred
zahdjenim Hodnoceni souhlas s provedenim
Hodnoceni, vcetné schvileni  protokolu,

1.3.

the Trial subjects due to urgent medical
conditions of the Trial subject. 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 Sponsot’s representative
of the deviation when monitoring, 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, or the EC or its
representative as soon as possible, but in no
event later than two (2) days after they learn
about the deviations.

Compliance. Institution represents that
Investigator is an employee of the Institution.

Vylouceni, omezeni nebo neschopnost 1.4. Debarment, Restriction, or Inability of
zkousejictho. Zdravotnické zafizeni pisemné Investigator. Institution will notify Sponsor in
uvédomi Zadavatele, pokud v  prabé¢hu writing if during the course of the Trial, any of
Hodnoceni Zdravotnické zafizeni zjisti, ze clen the Institution, the Trial Personnel or
Studijniho Persondlu nebo Zkousejici, je-li to Investigator, if applicable: (i) is debarred,
aplikovatelné: (i) je vyloucen, diskvalifikovan ¢i disqualified or receives notification of any
obdrzi zpravu o vysSetfovani jeho profesnim investigation by his/her professional governing
fidicim organem, regulacnim organem, vcetné body, any regulatory authority, including the
FDA ¢i jinym statnim organem; (ii) je omezena FDA, or other government authority; (i) receives
jeho moznost poskytovat zdravotni pééi ve notification of any restriction on his/her ability
Zdravotnickém zafizeni; (iii) je sankcionovan to provide medical services at the Institution-;
regula¢nimi organy nebo jinymi statnimi organy; (iii) is sanctioned by any regulatory authorities or
(iv) ukoncf nebo mu byl ukoncen pracovni pomér other governmental authorities; (iv) terminates or
¢ jiny smluvnl vztah se Zdravotnickym has been terminated from his/her employment
zaf{zenim; nebo (v) se jinak stane nezputsobilym, or other contractual relationship with the
neschopnym plnit své zavazky podle této Institution; or (v) otherwise becomes unfit,
Smlouvy ¢i je plnit nechce. Bude-li to Zadavatel unable or unwilling to fulfill his/her obligations
vyzadovat, bude se Zdravotnické zafizeni podilet under this Agreement. If requested by Sponsor,
na nalezeni vhodného nahradniho Zkousejictho Institution will cooperate to find a suitable
¢i clena Studijniho Personalu tak, aby nedoslo replacement for PI or team member so as not to
k pferuseni Hodnocen. interrupt the Trial.

1.5. Souhlas EK a formulaf informovaného souhlasu. 1.5. EC Approvals and Informed Consent Form.

Prior to the commencement of the Trial, the
Sponsor or its representative will obtain approval
for the conduct of the Trial, including approval
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formulafe informovaného souhlasu subjektu
Hodnoceni (,,ICF®), a jakékoli dodatky k vyse
uvedenému, od piislusné etické komise (,,EK®),
ve shodé s Piislusnymi Zakony, pfedpisy a
nafizenimi. Zkousejici ziska od kazdého subjektu
Hodnoceni pifed jeho zafazenim do Hodnoceni
podepsany ICF ve shodé¢ s Prislusnymi Zakony,
schvaleny Zadavatelem a EK.

1.6. Formulaf souhlasu se zpracovanim osobnich tdaja
Zadavatel nebo jeho zastupce zajistl, ze formulaf
souhlasu se zpracovanim osobnich udaji pro

subjekty Hodnoceni bude obsahovat vyslovny

pisemny souhlas subjektu Hodnoceni nebo
pravnfho  zastupce subjektu  Hodnoceni se

shromazd'ovanim, pouzivanim, ukladanim a dal$sim
pfedavanim osobnich tdaji mimo Gzemi{ Evropské
unie za ucelem dokumentace opravnéni k pfedani
osobnich udaja subjektu Hodnoceni
Zdravotnickym zafizenim, Zadavateli, pifslusnym
regulacnim organiim a zaméstnancim, zastupcim a
nezavislyjm dodavatelim Zadavatele a jeho
pfidruzenym strandm, v souladu se smérnici
Evropské unie o ochrané osobnich uddaju
(95/46/ES), provadécimi zdkony a nafizenimi
Ceské republiky tykajicimi se ochrany osobnich
udaji  (spoleéne¢  ,,Zakony na Ochranu
Soukromi®). Vsechny strany budou soucinné pii
uzavirani potfebnych dodatki k souhlasu o
zpracovani osobnich udajt, opravnéni ¢ jinych
dokumentt tak, aby byly dodrzeny Zakony na
Ochranu Soukromi v rozsahu, vjakém se tyto
zakony vztahujl na kazdou ze stran, a zajist, ze
vysledky Klinického Hodnoceni bude Zadavatel
moci pouzit pro ucely dané touto Smlouvou a
Protokolem. Zadavatel je opravnén prohlizet a
potiebnym zptsobem revidovat opriavnén{ a jiné
dokumenty ¢i jakékoli jejich upravy diive, nez je
Zdravotnické zafizeni bude pouzivat, pokud budou
nasledné schvaleny EK tam, kde je to zapotiebi.

1.7__Majetkovad pfiznani. Pfed zahijenim ucasti
zkousejiccho  na  klinickém  hodnoceni  ve
zdravotnickém  zafizeni, zkousejici zajist], aby
zkousejici a kazdy dalsi ucastnfk klinického
hodnoceni pfedlozil zadavateli podepsané majetkové
pfiznani odhalujici existenci nebo absenci financnich
zajmi a ujednani podle platné pravni dpravy, aby
zadavatel ajeho pfidruzené strany mohly pfedlozit
uplna apfesnd osvédéeni nebo prohlaseni o
zvefejnéni. Po dobu ucinnosti této smlouvy a po
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1.6.

1.7.

of the Protocol, Ttrial subject’s informed consent
form (“ICF”), and any amendments to any of the
foregoing, from the applicable Ethics Committee
(“EC”) in accordance with applicable laws, rules
and regulations. Prior to enrollment to the Trial,
the Investigator will obtain from each Trial
subject a signed ICF in accordance with
Applicable Law, as approved by Sponsor and the
EC

Consent Form to Proccess Personal
Data.Sponsor or its representative shall ensure
that the consent form to process personal data for
the Trial’s subjects will include the explicit
written consent of such Trial’s subjects or such
subject’s legal representative for the collection,
use, storage and onward transfer of personal data
outside the European Union to document such
subject’s consent for the transfer of personal data
by the Institution to Sponsor,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 amendmentsto the consent
to process personal data, Authorization or other
documents as may be necessatry, 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.

Financial  Disclosures. Prior to  the
commencement of Investigator’s participation in
the Trial at Institution, the Institution and
Investigator shall ensure that the Investigator
other Trial Personnel provide to Sponsor a
signed financial disclosure form disclosing the
existence or absence of any and all financial
interests and arrangements as required by
Applicable Law ) so that Sponsor and its affiliates
are able to submit complete and accurate

Strana 5 z 25 / Page 5 of 25



dobu jednoho (1) roku po provedeni nebo ukonceni
klinického hodnoceni zajisti zkousejici, ze vsechny
osoby ihned upozorni zadavatele na jakékoli zmeény
nebo aktualizace daji obsazenych v podepsanych
formulafich majetkového pfiznani, které odevzdaly.

1.8. Protikorupéni opatfeni. Ani Zdravotnické
zafizeni, Zkousejici, Studijni Persondl, ani zadna
z jejich pfidruzenych stran, feditela, dfednikd,
zameéstnancu nebo zastupcu (vSe vyse uvedené,
véetné spole¢ného oznaceni pfidruzenych stran,
wZastupci Zdravotnického zafizeni®) neucinili
zadné kroky, pfimo ¢i nepfimo, které by mohly
zpusobit poruseni umluvy o potirani korupce
zahrani¢nich statnich ufednikt v mezinarodnich
obchodnich transakcich pfijaté na vyjednavaci
konferenci  Organizace pro ekonomickou
spolupraci a rozvoj 21.listopadu 1997 (tato
umluva, véetné souvisejicich pfedpist a nafizent,
yumluva OECD®) a dalsich antigplatkafskych
nebo antikorupcnich zakont, pfedpist nebo
nafizeni  (spolu s dmluvou  OECD
ZAntikorup¢ni Zakony*). Zdravotnické zafizeni
Zastupci Zdravotnického zaffzeni jednaji a budou
jednat ve shodé¢ s Antikorupénimi Zakony.
Zdravotnické  zafizeni zachovava a bude
zachovavat nezbytné zavedené postupy tak, aby
se zabranilo uplatkafstvi a korupénimu chovani
Zastupcu Zdravotnického zafizeni.

1.9. Osobni udaje studijniho personalu. V souladu s
GDPR souhlasi strany s tim, ze zkousejici je
zodpovédny za shromazdovani nebo bude
pfiméfene pomahat Zadavateli pii
shromazd'ovani  souhlasu  Zkousejictho a
veskerého ostatnfho Studijniho Persondlu (v
piipadé¢ potfeby) pii shromazd'ovani, pfedavani,
uchovavani, zpracovani a zpiistupfiovani jejich
osobnich udaju prostfednictvim Zadavatele. Tyto
osobni udaje ve vztahu ke Zdravotnickému
zafizeni, Zkousejicimu a Studijnimu Personalu
budou zpracovavany a uchovavany v jedné nebo
nekolika databazich. Tyto tudaje mohou byt
pouzivany za ucelem: (i) provadéni Klinického
Hodnoceni, (ii) ovéfeni statnimi nebo regulacnimi
organy, Zadavatelem, CRO, jejich zistupci a
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certifications or disclosure statements as
required. In addition, during the term of this
Agreement and for one (1) year after the
completion or termination of the Trial,
Investigator shall ensure that all individuals
promptly notify Sponsor of any changes or
updates to the information contained in the
signed financial disclosure forms submitted by
such individuals.

1.8. Anti-corruption measures. Neither the

Institution, the Investigator nor any Trial
Personnel , nor any of their respective affiliates,
directors, officers, employees or agents (all of the
foregoing, including affiliates  collectively,
“Institution’s Representatives”) has taken any
action, directly or indirectly, that would result in
a violation of the Convention on Combating
Bribery of Foreign Public Officials in
International Business Transactions adopted by
the Negotiating Conference of the Organization
for Economic Co-operation and Development
on 21 November 1997 (such convention,
including the rules and regulations thereunder,
the “OECD Convention”), the U.K. Bribery
Act of 2010 (“Bribery Act”),or any other
applicable anti-bribery or anticorruption laws,
rules or regulations (collectively with the OECD
Convention and the Bribery Act, the
“Anticorruption Laws”). The Institution and
Institution’s Representatives have acted and will
act in compliance with the Anti-corruption Laws.
Institution has and will have necessary
procedures in place to prevent bribery and
corrupt conduct by Institution’s Representatives.

Trial Personnel Personal Data. In accordance
with GDPR, the Parties agree that the
Investigatorshall be responsible for collecting or
shall reasonably assist Sponsor in collecting
consent from the Investigator and all other Trial
Personnel (as applicable) to the collection,
transfer, storage, processing, and disclosure of
their personal data by the Sponsor Such 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: (i) the conduct of the Trial, (ii)
verification by governmental or regulatory
agencies, the Sponsor, CRO, their agents and
affiliates, (i) compliance with legal and
regulatory requirements, (iv) publication on
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1.11. Hlaseni nezidoucich

pfidruzenymi stranami, (iii) shody s pravnimi
nebo regulacnimi naroky, (iv) publikace na
www.clinicaltrials.gov, webovych strankich a
v databazich slouzicich srovnatelnému tcelu a (v)
ukladani v databazich kvuli usnadnéni vybéru
Zkousejicich pro budouci Hodnoceni. Osobni
data mohou byt zvefejnéna nebo postoupena
jinym cleniam skupiny spolecnosti Zadavatele,
véetné pridruzenych a dcefinych spolecnosti,
jakoz 1 zastupcim a dodavatelim pracujicim pro
skupinu zadavatele a regulacnim orginim na
celém svete. Zkousejici pfedem zajisti vSechny
nezbytné souhlasy k pouziti popsanému v této
casti. 'V piipadé, Ze Zkousejici nebo Studijni
Personal odmitne poskytnout takovy souhlas
nebo svtj souhlas odvola, se strany dohodly, ze
nebude vykonavat povinnosti v ramci Klinického
Hodnoceni, nebo v pfipadé odvolani souhlasu
okamzité zastavi vykonavani svych povinnosti v
ramci Klinického Hodnocen.

1.10. Hlaseni. Zkousejici odesle zadavateli do pét

(5)dnti od navstévy subjektu Klinického Hodnoceni
uplna a presna hlaseni v podobé formulait zaznamu
kazdého subjektu Hodnocen{ (,,CRF*) a vSechny
dalsi zaznamy, zpravy a uddaje, jejichz doruceni
Zadavateli mtze byt vyzadovano podle Protokolu
nebo této Smlouvy (spole¢né ,,Udaje 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 Hodnocen,
napf. zdravotnicki ~ dokumentace,  zdrojové
pracovni listy, rentgenové snimky, CT skeny, MRI,
dalsi diagnostické snimky a dalsi primarni zakladni
udaje ve formulafich ziznamu kazdého subjektu
Hodnoceni (spole¢né ,,Zdrojové Zaznamy*),
zistanou ve Zdravotnickém zafizeni a budou k
dispozici Zadavateli nebo jeho zastupcim k
nahlédnuti. Zdravotnické zafizeni a Zkousejici dale
souhlasi a zajisti, ze Studijn{ Personal bude souhlasit
s tim, ze poskytne veskeré dalsi udaje, piistup nebo
pomoc, kterou mize Zadavatel pfiméfené
vyzadovat v souvislosti s pfedlozenim
Hodnoceného Léciva ke schvaleni nebo ziskani
povoleni.

ucinkt/nezadoucich
pithod. Zkousejici bude ihned, ne v$ak pozdéji nez
dva (2) kalendaini dny poté co se o vyskytu
nezidouctho uéinku/pithody dozvi informovat
Zadavatele. V pfipad¢ zavazného nezadouciho

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 Trials. Personal data
may be disclosed or transferred to other
members of Sponsot’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. The Investigator will
ensure that all necessary consents are in place to
allow for the uses described in this Section. In the
event that the Investigator or any Trial Personnel
refuses to provide such consent or withdraws
their consent, the Parties agree that he/she will
not engage in Trial duties or, in the event of
withdrawal of consent, shall immediately suspend
his/her Trial duties.

1.10. Reports. The Investigator shall, within five (5)

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 Trial 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  Sponsor’s
submission for approval or clearance of the Trial
Drug.

1.11. Reporting of adverse reactions/adverse events.

Investigator shall immediately, but not later than
within two (2) calendar days after learning about
the event, notify Sponsor. In the event of a
setious adverse reaction/event, the Investigator
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ucinku/ptithody bude Zkousejictho informovat
Zadavatele do dvaceti ¢tyf (24) hodin po té, co se
o vyskytu zavazného nezidouciho uéinku/piihody
dozvi a to v souladu s Protokolem a Piislusnym
Zakonem. Zkousejici Zadavateli  zpfistupni
veskerou  souvisejici  dokumentaci,  vcetné
laboratornich vysledkt, dostupnych informaci o
umrti, operacnich zprav a dal$i dokumentace bez
omezeni pro kazdou nepiiznivou udalost, je-li to
aplikovatelné. Zdravotnické zafizeni a Zkousejici
budou informovat Zadavatele pisemné do dvaceti
¢yt (24) hodin o jakékoli komunikaci s EK a s
kazdym stitnim nebo spravnim orginem ve
vztahu k hldseni nezadoucich ucinki/pithod.

1.12. Zadavatel se zavazuje zpracovavat zpravy o

prubéhu klinického hodnoceni v rozsahu
stanoveném pravnimi piedpisy (zakon o lé¢ivech,
vyhlaska o blizsich podminkiach provadéni

klinického hodnoceni humannich lécivych
piipravki, = NARIZENI ~ EVROPSKEHO

PARLAMENTU A RADY (EU) ¢. 536/2014) a
tyto v terminech stanovenych pravnimi pfedpisy
predkladat piislusné Etické komisi,
Zdravotnickému zafizen{ (e-mailem na uvv-oks-

klinickestudie@fnbrno.cz), ptip. dal$im
opravnenym subjektim.
. HODNOCENE LECIVO; MATERIAL;

UCHOVAVANI ZAZNAMU; INSPEKCE

2.1. Hodnocené Lécivo.

@) Zdravotnické zafizeni a Zkousejici
berou na védomi, ze Hodnocené Lécivo a
veskeré souvisejici dusevni vlastnictvi vlastni
nebo ma pod kontrolou Zadavatel a Ze ani
zadné ustanoveni této  Smlouvy, ani
Protokolu, ani zadnd aktivita provadéna
Zdravotnickym zaf{zenim, Studijnim
Personilem nebo Zkousejicim v pribéhu
Klinického Hodnoceni nezaklada zadné pravo
Zdravotnického zatizeni, Studijniho
Personalu nebo Zkousejictho na Hodnocené
Lécivo nebo piislusné dusevni vlastnictvi.

(ii) Zadavatel  Hodnocené  Lécivo,
podavané subjektim v ramci Hodnoceni
poskytne Zdravotnickému zafizeni zdarma za
ucelem podavani nebo vydavani subjektim

shall notify the Sponsor within twenty-four (24)
hours after they learn about the adverse
reaction/event, in accordance with the Protocol
and Applicable Law. Investigator shall make
available  to  Sponsor  all  associated
documentation, including but not limited to
laboratory results, available information on death,
operational reports, for each adverse event, if
applicable. The 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 about the adverse reactions/events.

1.12. The Sponsor shall prepare reports on the course

of the Study within the scope of the legislation
(Act No. 378/2007 Coll. on Medicinal Products,
Regulation No. 463/2021 Coll,, on the detailed
conditions for conducting clinical trials of
medicinal products for human use, Regulation
(EU) No. 536/2014 of the European Parliament
and of the Council) and submit them to the
relevant Ethics Committee, the Institution (by e-
mail to uvv-oks-klinickestudie@fnbrno.cz), or
other authorized entities within the time limits set
by the legislation.

. TRIAL DRUG; MATERIAL; 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 the Institution,
Trial Personnel or Investigator during 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.

(ir) Sponsor will provide the Trial
Drug, administered to Trial subjects as part
of the Trial free of charge to Institution for
administering or dispensing solely by or under
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Klinického Hodnoceni na mist¢ Klinického
Hodnoceni v pfisné shodé s Protokolem a to
vihradn¢  Zkousejicim, nebo pod  jeho
dohledem.

Dodani premedikace a ptipravka Rasburicase a
Allopurinol  bude  zajisténo  Nemocni¢ni
lékarnou. Skute¢na fakturovand cena za dodavky
téchto 1ékiise bude odvijet od skutecné nakupni
ceny Piipravku. Kcené¢ Ptipravku bude
pfipocitina  marze lékarny dle statem
stanoveném rozmezi degresivni marze. Naklady
na nakup budou hrazeny prubézné, ve lhatach
dle  pozadavki ~ Nemocni¢ni  lékarny.
Zadavatel bere na védomi, Ze v piipade vypadka
viroby 1ékit 2 nemoznosti dodavat léky do CR,
musi 1éky zabezpecit zadavatel, nebo
v provadéni Studie zavést piislusna opatfeni
reflektujici aktualni situaci.

(iii) Zdravotnické zaffzeni a Zkousejici
budou pouzivat Hodnocené a Srovnavaci
Lécivo vyhradné kprovadéni Hodnoceni v
piisném souladu s Protokolem, nikoli k zadnym
jinfm  Gcelim  anebudou  poskytovat
Hodnocené Lécivo zadné tietl strané.
Zdravotnické zaffzeni a Zkousejici budou
zachazet s Hodnocenym a lécivem, skladovat je,
odesilat a likvidovat dle pokynt a na naklady
Zadavatele a jim urcenych osob a v souladu se
vsemi Pfislusnymi  Zakony, pravidly a
nafizenimi.

(iv) Zkousejic{  zajisti, aby prazdné
a/nebo  ¢asteéné  pouzité  nidobky
s Hodnocenym Lécivem byly zlikvidovany ¢i
vraceny Zadavateli na jeho naklady a v souladu
s Protokolem.

) Neni-li Protokolem vyzadovano
jinak, Zdravotnické zaffzeni a Zkousejici
nebudou Hodnocené Léc¢ivo nebo jeho
nadobky upravovat.

the supervision of Investigator to Trial
subjects at the Trial Site in strict compliance
with the Protocol.

The supply of premedication and Rasburicase
and Allopurinol will be provided by the
Hospital Pharmacy. The actual invoiced cost
for these supplies will depend on the actual
purchase cost of the Product. The pharmacy
margin will be added to the cost of the
preparation according to the degressive
margin range set by the state. Purchase costs
will be paid on an ongoing basis, within the
time limits requited by the Hospital
Pharmacy. Sponsor acknowledges that in the
event of drug production failures and the
impossibility of supplying drugs to the Czech
Republic, Sponsor must secure the drugs or
implement appropriate measures reflecting
the current situation in the implementation of
the Study.

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

(iv) Investigator will ensure that empty
and/or partially used containers with the Trial
Drugis disposed of or returned to Sponsor at
their expenses in accordance with the
Protocol.

) Unless required by the Protocol,
Institution and Investigator will not modify
the Trial Drug or its containers.

2.2. Vzorky a jiné materialy. Diagnostické testy, télni 2.2. Specimens and Other Materials. Diagnostic
tekutiny, tkdné odejmuté pfi biopsii, udaje nebo tests, bodily fluids, tissue biopsies, data or other
dal$i materidly shromazdéné pfi hodnoceni materials collected for the Trial will be used by
budou zdravotnické zafizeni a zkousSejici pouzivat Institution and Investigator solely for purposes of
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vyhradné pro ucely hodnoceni, v souladu s ICF a
jak je specifikovano v protokolu a této smlouvé.

2.3. Udrzovani a uchovavani zaznamu. Zdravotnické
zafizeni se  zavazuje uchovat  zakladni
dokumentaci klinického hodnoceni 25 let od
ukonceni klinického hodnoceni. Zadavatel bude
informovat Zdravotnické zafizen{ nejpozdéji 6
mésict pfed uplynutim doby archivace o tom,
jakfm zptsobem bude s témito zaznamy a
dokumenty patifcimi ke klinickému hodnoceni
nalozeno, v pifpade, ze zadavatel ve stanovené
dobé  poskytovatele  zdravotnich  sluzeb
informovat nebude, ma se za to, ze souhlasi se
skartaci. V pfipad¢, Zze bude zadavatel zadat o
prodlouzeni doby archivace u Zdravotnického
zafizeni, je Zdravotnické zafizeni opravnéno
pozadovat zpoplatnéni. Uchovani dat stazenych z
elektronickych systéma do interniho dlozisté
Zdravotnického zafizeni, stejné tak nakladani s
nimi a pifstup k nim se fidi internimi pravidly
Zdravotnického zafizeni.

2.4. Inspekce, audity, monitorovaci navstévy a
poskytnuti soucinnosti.

@) Zadavatel, jeho zastupci a jednatelé
maji v rozumném cCase a na zakladé dostatecne
véasného oznameni pravo na  audit
a monitoring mista provadéni Hodnoceni ve
Zdravotnickém zafizen{ a vSech zaznamu
popsanych v ¢asti 2.3. Zdravotnické zafizeni a
Zkousejici  budou  spolupracovat  se
Zadavatelem a jeho zastupci pfi téchto
auditech a monitorovacich navstévach.

(ii) Zdravotnické zaffzeni a Zkousejici
budou ihned informovat Zadavatele o piijeti
zpravy o blizici se inspekci ¢i jiné c¢innosti
tykajici se Hodnoceni ze strany FDA ¢i jinych
statnich nebo regula¢nich organa a bude v této
zalezitosti se Zadavatelem spolupracovat.
Zdravotnické zafizeni umozni{ zastupcim
Zadavatele ucast pifi takové inspekci a
poskytne  Zadavateli  kopii  veskeré
dokumentace tykajici se Hodnoceni, kterou
pfijme nebo odesle FDA ¢&  jinému
regula¢nimu organu.

(iii) Zdravotnické zafizeni a zkousejici
odeslou zadavateli kopii veskeré
korespondence s FDA, vcetné veskeré
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the Trial in accordance with the ICF and as
specified in the Protocol and this Agreement.

2.3. Records Maintenance and Retention. Institution

undertakes to keep the basic documentation of
the clinical trial for 25 years from the end of the
clinical trial. Sponsor will inform Institution no
later than 6 months before the end of the
archiving period about how these records and
documents belonging to the clinical trial will be
handled, in the event that Sponsor does not
inform Institution within the specified time, it is
considered that Sponsor agrees to shred related
documentation. In the event that Sponsor
requests an extension of the archiving period with
Institution, Institution is entitled to request a fee.
The storage of data downloaded from electronic
systems in the internal storage of the Institution,
as well as their handling and access, is governed
by the Instituion’s internal rules.

2.4. Inspections, audits, monitoring visits and

collaboration.

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

(ii) 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 such inspection and
provide Sponsor with a copy of any
documentation relating to the Trial received
from or sent to the FDA or any other
regulatory authority.

(itf) Institution and Investigator shall
send Sponsor a copy of all correspondence
with the FDA, including any correspondence
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korespondence  tykajici se  pokracujici
kontroly. Zdravotnické zafizeni a zkouSejici
budou informovat zadavatele pisemné do
dvaceti ¢tyf (24) hodin o jakékoli komunikaci
s narodni autoritou ve vztahu k hlaSeni
nezadoucich udalosti a v souvislosti s audity a
inspekcemi.

(iv) Zdravotnické zafizeni a Zkousejici
budou na zadost a naklady Zadavatele
spolupracovat se Zadavatelem pii pfiprave a
ptedlozeni Zadosti o registraci nového léku,
piihlasek nového léku a dalsich pfihlasek
tykajicich se Hodnoceni pfed uvedenim na
trh, jak muze byt vyzadovano FDA ¢i jinymi
regulaénimi organy a budou spolupracovat
s regulacnimi organy v zalezitostech téchto
piihlasek.

3. PROHLASENI A ZARUKY

3.1. Zdravotnické zafizeni a ZkousSejici prohlasuji

a zaruCuji, ze jsou pravne zpusobili uzaviit tuto
Smlouvu a Ze podminky této Smlouvy nejsou
v rozporu s jinymi smlouvami, které platné
uzavieli. Zdravotnické zafizeni a Zkousejic
neuzaviou zadnou smlouvu ani nezahaji zadnou
aktivitu, kterd by mohla ovlivnit jejich schopnost
provadét Hodnoceni v souladu s touto Smlouvou
a Protokolem.

3.2. Zdravotnické zafizeni a ZkousSejici prohlasuji

a zarucuji, ze Zkousejic je plné kvalifikovan jako
lékatsky odbornik v souladu se zakony a pfedpisy
Ceské republiky a je zpusobily plnit své zavazky
podle této Smlouvy. Zdravotnické zafizeni a
Zkousejici prohlasuji a zarucuji, ze bchem
provadéni Hodnoceni nebudou nijak vyuzivat
sluzeb osoby nebo spolecnosti, kterda byla
vyloucena, diskvalifikovana jako Zkousejici nebo
omezena orginy v Ceské republice nebo FDA
podle zakona o generikach z roku 1992 ¢i jinym
ekvivalentem nebo nastupnimi zakony, pfedpisy
¢i nafizenimi, pokud jim takova skutecnost muze
byt pfi vynalozeni pfiméfeného usili znama.
Zdravotnické zafizeni a Zkousejici prohlasuji, ze
Zdravotnické zafizeni, Zkousejici nebo Studijni
personal: (i) na zakladé rozhodnuti mistntho ¢i

relating to continuing review. Institution and
the Investigator shall notify Sponsor in
writing within twenty-four (24) hours of any
communication from any national authority
in relation to audits, inspection or reporting of
adverse events and promptly in regards to all
other communications regarding any other

issues.
(iv) At Sponsot’s request and expense,
Institution and/or Investigator, as

appropriate, will cooperate with Sponsor in
the preparation and submission of the
application to register the new drug, new drug
applications, and any other pre-market
applications relating to the Trial as may be
requited by the FDA or other regulatory
authorities, and will cooperate with such
regulatory  authorities  regarding  such
applications.

3. REPRESENTATIONS AND

WARRANTIES

3.1.Institution and Investigator represent and

warrant 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 and Investigator will not enter into
any agreement or engage in any activities that
would impair their ability to conduct the Trial in
accordance with this Agreement and the
Protocol.

3.2. Institution and Investigator represent and

warrant that the Investigator is fully qualified as a
medical practitioner under applicable state and
federal laws and regulations of the Czech
Republic and is fit to perform 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 if such fact can be
known to them by exercising reasonable efforts.
Institution and Investigator represent that none
of the Institution, Investigator or the Trial
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statnfho organu neporusil zadné Piislusné
Zakony, (i) neobdrzel upozornéni od tohoto
organu ¢i jiné regulacni upozornéni a pokud k
tomu doslo, byly vsechny nevyfesené otazky
vyfeseny ke spokojenosti organu, (iii) nebyl a v
soucasnosti neni vyloucen z ucasti v jakémkoli
statnim programu zdravotni péce, nebyl vyloucen
z jakéhokoliv jiného narodniho programu, uznan
vinnym jakymkoliv trestnym ¢inem definovanym
v Piislusnych Zakonech ¢i jinak povazovan za
nezpusobilého k uGcasti v programech zdravotn{
péce ani si neni védom/a zidné trvajici ¢
potencialni ¢innosti, ktera by mohla zptisobit tuto
nezpusobilost, (iv) neni dcastnfkem soudniho
fizeni o vylouceni ani nebyl vyloucen jako
ucastnik klinického vyzkumu podle predpist
statnfho 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 prava poskytovat
zdravotni  péci  nejsou  omezena  nebo
pozastavena. Zdravotnické zafizeni a Zkousejic
dale zarucuji, ze: (i) Zdravotnické zafizeni,
Zkousejici a  Studijni Personal ma plné a
neomezené pravo zvefejnit jakoukoli informaci,
know-how, materialy, znalosti nebo udaje, které
se dozvi pfi vykonu této Smlouvy; (i)
Zdravotnické zafizeni, Zkousejici a Personil
budou v priabéhu Klinického Hodnoceni
udrzovat vSechny nezbytné licence, povoleni a
opravnéni k provadéni Hodnocenf; a (iii) ddaje o
Hodnocenich a elektronické zaznamy budou
odesilany Zadavateli v souladu s Piislusnymi
Zakony. Zdravotnické zafizeni a ZkouSejici
budou informovat Zadavatele pisemné do péti (5)
dntt o jakékoli zméné ve vyse uvedenych
zarukach nebo dohodach.

3.3. Zdravotnické zafizeni a zkousejici prohlasuji

a zarucuji, ze zkousejici a veskery dalsi studijni
personal je nebo pfed zahajenim zkousek bude
zavazan postoupit zdravotnickému  zafizeni
vSechna vlastnickd prava a podily na vysledcich
klinického  hodnoceni,  ddaje  klinického
hodnoceni a invence pfi klinickém hodnoceni
vzniklé, jak je popsano nize. Zkousejici dale
zarucuje, ze zkousejici a studijni personal budou
dodrzovat vsechna ustanoven{ této Smlouvy.

Personnel (i) has been found by any local, county,
state or national authority, to have violated any
Applicable Laws, (i) 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 state
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 its right to provide healthcare
restricted or suspended. Institution and
Investigator additionally ~warrant that (i)
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, and authorization to conduct the Trial;
and (iii) all Trials Data and electronic records
shall be transmitted to Sponsor in accordance
with all Applicable ILaws. 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 obliged to convey to Institution
all title and interest to Trial results and Trial Data
and Inventions as defined below. In addition, the
Investigator shall ensure that all Trial Personnel
comply with the provisions of this Agreement.

3.4. Zadavatel prohlasuje, ze do dne podpisu  3.4.
smlouvy vznesl vsechny pozadavky na IT
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vybaveni, vcetné systémovych a piistupovych
prav, potvrzuje jejich funkénost a v budoucnu
nebude vyzadovat dals$i pozadavky a podminky.
Zadavatel si je védom, ze pifi pifpadnych
budoucich pozadavcich mu nemusi byt ze strany
Zdravotnického zafizeni vyhovéno.

4. MLCENLIVOST

4.1. Zdravotnické zafizen{ a Zkousejici budou mit (a

Zkousejici zajisti, aby Studijni Personal také mél)
za piisné duverné vsechny informace a zaroven
nebudou odhalovat tfetim stranam Zzadné
informace poskytnuté zadavatelem nebo jménem
zadavatele nebo ty, které se vygeneruji, objevi
nebo budou ziskiny jakoukoli stranou v
souvislosti s Hodnocenim (jiné nez zdravotni
zaznamy subjektd Hodnoceni), véetné udaju
z Klinického Hodnoceni a jeho vysledku,
vynalezl ainformaci ziskanych v souvislosti
s timto Hodnocenim (,,Davérné Informace®).
Zdravotnické zaffzeni a Zkousejici budou
pouzivat a Zkousejici zajisti, aby rovnéz Studijni
Personal pouzival Duverné Informace pouze pro
ucely Hodnoceni a z zadného jiného duavodu.
Zavazky clanku 4 budou platit po vyprseni nebo
ukonceni této Smlouvy po dobu deseti (10) let od
dokonceni Hodnoceni ve Zdravotnickém
zafizeni. Dtvérné informace nebudou zahrnovat
informace, které:

@ jsou nebo se stanou vefejné
piistupnymi bez pficinéni Zkousejiciho,
Studijnfho Personalu nebo Zdravotnického

zafizend,
(i1) byly znamy Zkousejicimu nebo
Zdravotnickému  zafizeni bez  zivazku

mlcenlivosti pfed tim, nez je obdrzeli bud
pfimo, nebo nepfimo od Zadavatele
v souvislosti s timto  Hodnocenim, jak
prokazuji  pisemné  zaznamy
pfedchazejici datu, kdy se to dozvédél
Zkousejici nebo Zdravotnické zafizeni od
Zadavatele;

casoveé

(iif) byly zpiistupnény Zkousejicimu
nebo Zdravotnickému zafizeni tfeti stranou,
aniz by doslo k poruseni zikona nebo
jakéhokoli zavazku mlcenlivosti; nebo

requirements for IT equipment, including
system and access rights, confirms their
functionality and will not require additional
requirements and conditions in the future. The
Sponsor is aware that it may not be granted by
the Institution in case of any future requests.

4. CONFIDENTIALITY

4.1. Institution and Investigator will (and the

Investigator will cause Trial Personnel to also)
keep strictly confidential and not disclose to third
parties all information provided by or on behalf
of Sponsor or that is generated, discovered, or
obtained by any Party as a result of the Trial
(other than health records of the Trial’s subjects),
including the Trial Data and its results, Inventions
and information obtained in relation to this Trial
(“Confidential Information”). Institution and
Investigator will use, and the Investigator will
cause Trial Personnel to use, Confidential
Information only for purposes of the Trial and
for no other purpose. The obligations of Section
4 will survive expiration or termination of this
Agreement for a period of ten (10) years after the
Trial is complete at the Institution. Confidential
Information will not include information that:

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

(i1) was known to Investigator or
Institution without obligation of
confidentiality prior to receiving it either
directly or indirectly from Sponsorin relation
to this Trial, as demonstrated by written
records predating the date it was learned by
Investigator or Institution from Sponsor;

(iif) is made available to Investigator or
Institution by a third party without violation
of law or any obligation of confidentiality; or
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(iv) dle pisemnych zaznami
Zdravotnického zafizeni nebo Zkousejictho
byly samostatné vytvofeny Zdravotnickym
zafizenim nebo Zkousejicim bez odvolani
nebo  zavislosti na jakékoli ~Duvérné
Informaci.

4.2. Zdravotnické zafizeni a Zkousejici muze bez

ohledu na dalsf ustanoveni této Smlouvy zvefejnit
Duverné Informace pouze v nutném rozsahu z
davodu:

@) dodrzovani  vSech  piislusnych
zakonu, pfedpist, nafizeni a piikazt, po
okamzité zpraveé Zadavateli o zvefejnéni
jakékoli Davérné Informace a za pfedpokladu,
ze  Zkousejicd  a Zdravotnické  zafizeni
spolupracuji ve snaze Zadavatele omezit
takové zvefejfiovani Piislusnymi Zikonnymi
prostfedky;

(i1) ochrany  bezpecnosti  subjektl
Hodnoceni a poskytovani zdravotni péce
subjektim  Hodnoceni nebo  prevenci
ohrozeni vefejného zdravi s okamzitym
upozornénim Zadavatele;

(iif) ucelid  pojistného  plnéni nebo
nahrady tfeti strany za lékafskou péci subjektu
Hodnoceni ve vztahu k postuptim uvedenym
v Protokolu.

5. PUBLIKACE

Hodnoceni je souc¢asti multicentrického
klinického hodnoceni a publikace nebo
prezentace vysledki Hodnoceni provadéného ve
Zdravotnickém zafizen{ nemuze byt provedena
pfed prvni multicentrickou publikaci Zadavatele.
Pokud nedojde k multicentrické publikaci do
osmnacti (18) mésici od dokonceni nebo
ukonceni Hodnoceni na vSech mistech
provadéjicich Hodnoceni a pokud byly ziskany
vSechny udaje, ma Zkousejici pravo publikovat
nebo prezentovat své vysledky Hodnoceni (ale ne
vysledky z jiného mista provadéni Klinického
Hodnoceni) (,,Publikace®), podle nasledujicich
pozadavki. ZkousSejici odesle vSechny navrzené
Publikace spolu s nazvem zamysleného
védeckého casopisu, féra nebo konference
Zadavateli Sedesat (60) dnt pfed pfedanim
Publikace ke zvefejnéni. Zkousejici odstrani

(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 in the Sponsor’s effort to limit such
disclosure by appropriate legal means;

(i1) to protect 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 claim 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 clinical 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. If there is no multi-site publication
within eighteen (18) months after the Trial has
been completed or terminated at all sites
conducting Trial, and all data has been received,
Investigator shall have the right to publish and or
present its Trial results (but not the results of any
other site conducting Trial) (“Publication”),
subject to the following 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
for publishing. The Investigator will remove
references to Sponsor’s Confidential Information
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odkazy na Duvérné Informace Zadavatele (jiné
nez vysledky hodnoceni) v jakémkoli dokumentu
nebo prezentaci a na zadost Zadavatele pozdrzi
Publikaci na dobu az Sedesati (60) dnu, aby
zadavatel mohl ziskat pfislusnou ochranu
dusevniho vlastnictvi k jakymkoli vysledkim
z Klinického  Hodnoceni nebo Duvérnym
Informacim v Publikaci.

(other than Trial results) in any paper or
presentation and, at Sponsor’s request, postpone
such Publication for up to sixty (60) days in order
to permit Sponsor to obtain appropriate
intellectual property protection on any Trial
results or Confidential Information contained in
the Publication.

6. VLASTNICTVi A OBJEVY 6. OWNERSHIP AND INVENTIONS

6.1. Zadavatel je vlastnikem vSech ddaji o 6.1. Sponsor is the owner of all Trial Data, Cinical

Hodnocenim, vysledki Hodnoceni, CRF a
dalsich udaja  vytvofenych jako vysledek
provadéni Hodnoceni nebo ve spojeni s nim, s
vyjimkou  zdravotnich  zaznamt  subjektt
Hodnoceni a osobnich poznamek Zkousejiciho.
Zadavatel timto Zdravotnickému zafizeni udéluje
nevyhradni, nepfenositelné, nesublicencovatelné
pravo vyuzivat vysledky Hodnoceni vyhradné pro
svyj vlastni nekomercni vyzkum, péci o pacienty
a vzdélavaci ucely v souladu s podminkami
odstavce 5.

6.2. Vsechny objevy, napady, metody, autorské

prace, know-how nebo objevy, které vytvofilo,
vymyslelo nebo uvedlo do praxe Zdravotnické
zafizeni, Zkousejici nebo Studijni Personal: (i)
jako vysledek provadeéni Klinického Hodnoceni
nebo ve spojen{ s nim; (ii) které obsahuji nebo
vyuzivaji Dtvérné Informace; nebo (iii) které jsou
piimo spojené s Hodnocenym Lécivem a vzdy
spolu se vSemi souvisejicimi pravy dusevniho
vlastnictvi (spolecné ,»Objevy pfi
Hodnocenim®) budou vyhradnim a exkluzivnim
vlastnictvim Zadavatele nebo jim urcené osoby.
Zdravotnické zaffzen{ a ZkouSejici sdéli, a zajistd,
aby veskery Studijni Personal ihned pisemne
sdélil, vsSechny objevy pfi Hodnocenim
Zadavateli. Zdravotnické zafizeni a Zkousejici
timto udéluji, a zajisti, aby Studijni Personal udélil,
vSechna prava, vlastnictvi a podil na vsech
Objevech  souvisejicich s Hodnocenim
Zadavateli nebo jim urcené osobé. Zdravotnické
zafizeni a Zkousejic pfijmou a zajisti, aby Studijni
Personal pfijal, vSechny dals{ kroky, které
Zadavatel mtze povazovat za nutné k vylepseni
podilu Zadavatele nebo jim urcené osoby na
vysledcich Hodnoceni nebo na ziskan{ patenta ¢i
jiné ochrany podilu Zadavatele nebo jim urcené
osoby na  Objevech vzniklych v ramci
Hodnoceni.

Trial results, CRFs and all other data generated as
a result of or in connection with the conduct of
the Trial, excluding health records of the Trial
subjects 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
paragraph 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 connection with the conduct of
the Trial; (if) 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 in Trial”), 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 related to the
Trial to Sponsor or its designee. At Sponsot’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 Trialresults or to obtain patents or otherwise
protect the interest of Sponsor or its designee in
Trial Inventions incurred in the Trial.
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7. ODSKODNENT{

7.1. Zadavatel odskodni, bude brinit a zbavi

odpovédnosti  Zdravotnické zafizeni a jeho
statutarni organy, zastupce, zaméstnance a
Zkousejici (,,Odskodiiovany /i
Zdravotnického zafizeni®) za vsechny ztraty,
naklady, vydaje nebo skody, pfiznané
rozhodnutim soudu nebo nakonec zaplacené jako
soudni vyrovnani (véetné pfiméfenych poplatkii
pravntho zastoupeni) (,Ztraty”) vynalozené
odskodnovanym Zdravotnického zafizeni za
jakykoliv narok tfeti strany z Gjmy na zdravi nebo
smrti subjektu Hodnoceni, kdy djma na zdravi
nebo smrt byla pfimo zptsobena: (a)
Hodnocenym Lééivem pouzivanym v pfimém
souladu s Protokolem a touto Smlouvou béhem
provadéni Hodnoceni nebo (b) provadénim
jakéhokoli postupu, ktery vyzaduje Protokol a
ktery by subjekt Hodnoceni nepodstoupil, pokud
by se subjekt Hodnoceni nedcastnil Hodnoceni 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
z divodu prokazaného: (i) jakéhokoli selhani
Odskodnovaného Zdravotnického zafizeni pfi
provadéni Hodnoceni v souladu s Protokolem,
ustanovenimi této Smlouvy a vSemi Piislusnymi
Zakony, pfedpisy, smérnicemi a nafizenimi; (ii)
nedbalosti, lehkovaznosti nebo profesniho
pochybeni na strané jakéhokoli Odskodnovaného
Zdravotnického zafizeni (véetné Studijniho
Personalu); nebo (iii) poruseni jakéhokoli zavazku
Zdravotnického zafizeni nebo Zkousejictho
podle této Smlouvy.

7.2. Zdravotnické zafizeni odskodni, bude branit a

zbavi odpovédnosti Zadavatele a jeho ufedniky,
feditele, zameéstnance a jednatele
(,,Odskodiiovany/i Zadavatele“) za jakoukoli
Ztratu vzniklou Odskodnovanému Zadavatele z
jakéhokoli naroku tfet! strany vzniklého na
zakladé prokiazaného: (i) jakéhokoli selhani
Odskodnovaného Zdravotnického zafizeni pfi
provadéni Hodnoceni v souladu s Protokolem,
ustanovenimi této Smlouvy a vSemi Piislusnymi
Zakony, pfedpisy, smérnicemi a nafizenimi; (ii)
nedbalosti, lehkovaznosti nebo profesniho
pochybeni na strané jakéhokoli Odskodnovaného
Zdravotnického Zafizenf; nebo (iii) poruseni

7. INDEMNIFICATION

7.1. Sponsor will indemnify, defend and hold

harmless Institution and its trustees, officers,
agents, employees and Investigator (“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 harm or
death to a subject enrolled in the Trial, which
bodily harm 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 and that would not have
been attendedby the subject if the subject did not
participate in the Trial and 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 and
due to: (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
commitments, representations or obligations
under this Agreement.

7.2. Institution will indemnify, defend and hold

harmless Sponsor and its officers, directors,
employees and agents (“Sponsor
Indemnitee(s)”) from any Losses incurred by a
Sponsor Indemnitee arising from any third party
claim based upon proof 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; or (i) a breach of any of the
Institution’s representations, representations or
obligations under this Agreement.
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jakéhokoli zavazku Zdravotnického zafizeni
podle této Smlouvy.

7.3. Zdravotnické zafizeni neodskodni, nebude

branit a nezbavi odpovédnosti Odskodnované
Zadavatele za ztraty v rozsahu a z davodu: (i)
jakéhokoli nejednani Odskodnovaného
Zadavatele v souladu s ustanovenimi této
Smlouvy a vsemi Prislusnymi Zakony, predpisy,
smérnicemi a nafizenimi; nebo (i) nedbalosti,
lehkovaznosti nebo profesntho pochybeni na
strané jakéhokoli Odskodnovaného Zadavatele.

7.4. Kazda potencidlné odskodnovana Strana

poskytne druhé Strané okamzitou pisemnou
zpravu o naroku jakékoli tfetf strany, z kterého je
odskodnéni pozadovano. Odskodnujici strana
bude mit vyhradni kontrolu nad obhajobou a
vyrovnanim jakéhokoli naroku tfeti strany za
pfedpokladu, Ze tak ¢ini svédomité, v dobré vife
a za pomoci pfiméfené zkuSeného poradce s
odbornosti v piffslusném oboru, a ze
odskodnovana Strana pfiméfené spolupracuje pfi
obhajobé¢ tohoto naroku. Odskodniovana Strana
neurovna zadny narok tfeti strany vici sobé bez
pfedchoziho pisemného souhlasu odskodmiujic
Strany, ktera souhlas nemuze bezdivodné
odmitnout. Odskodfiovana Strana muze vyuzit
sluzeb nezavislého pravniho poradce na své
vlastni naklady.
POJISTNE A UJMA NA ZDRAVI
SUBJEKTU HODNOCENT

8.1. Zadavatel prohlasuje, Zze uzaviel na dobu trvani

Hodnoceni platné zakonné pojisténi, aby byl
schopen splnit své zavazky z této smlouvy.
Zdravotnické zafizeni prohlasuje, ze je dle ust. §
45 odst. 2 pism. n) zdkona ¢. 372/2011 Sb., o
zdravotnich sluzbach a podminkach jejich
poskytovani (zakon o zdravotnich sluzbach),
pojisténo pro ptipad odpovédnosti za Skodu
zpusobenou v souvislosti s poskytovanim
zdravotnich sluzeb a ze si je védomo své
povinnosti zajistit trvani tohoto pojisténi po celou
dobu poskytovani zdravotnich sluzeb. Pfislusna
pojistna  smlouva je v rozsahu
pozadovaném pravnimi pfedpisy a neobsahuje
pojisténi odpovédnosti za skodu zpisobenou pii
provadéni Hodnocen{ nebo v souvislosti s nim
ani nezajist'uyje odskodnéni v pfipade smrti
subjektu  Hodnoceni nebo v pifpad¢ skody

uzavfena

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 (ii) 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.

INSURANCE AND BODILY HARM OF
TRIAL SUBJECTS’ HEALTH

8.1. Sponsor declares that, for the duration of the

Trial, they concluded a valid legal insurance to be
able to meet its obligations under this Agreement.
The declares that it is, in accordance with the
provisions of Section 45 par. n) of Act No.
372/2011 Coll., on health services and conditions
for their provision (Health Services Act), insured
against liability for damage caused in relation to
the provision of health services, and is aware of
its obligation to ensure the duration of this
insurance throughout the provision of health
services. The insurance policy in question is
concluded to the extent required by law and does
not include liability insurance during the conduct
of a Trial or in connection therewith, nor does it
provide compensation in the event of the death
of a subject of the trial or in the event of damage
to a subject's health as a result of conducting the
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vzniklé na zdravi subjektu Hodnoceni v dasledku
provadéni Hodnoceni. Zdravotnické zafizeni
Zadavateli, na opodstatnénou zadost, predlozi
pojistny certifikait. Rozsah pojistného plnéni
pojisténi kazdé strany bude v souladu s
Prislusnymi Zakony, pfedpisy, nafizenimi a
smérnicemi tykajicimi se pojistného.

8.2. Zdravotnické zafizeni a Zkousejici poskytnou

subjektim Hodnoceni, kteff utrpéli Gjmu na
zdravi souvisejicf s podanim Hodnoceného
Léciva nebo provadénim postupty, které pozaduje
Protokol, nezbytnou lékafskou péci. Zadavatel
nahrad{ Zdravotnickému zafizeni pfiméfené a
nezbytné naklady na poskytnuti této lékatské péce
v rozsahu, ve kterém byla Gjma na zdravi
zpusobena podanim Hodnoceného Léciva 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 prokizana: (i)
nedbalost nebo profesni pochybeni
Zdravotnického zafizeni, Zkousejictho nebo
Studijntho  Personalu; (i)  nedodrzovani
Protokolu, dalsich pisemnych pokynu Zadavatele
nebo Piislusnych Zakonu, pfedpist, nafizeni
nebo smeérnic; nebo (i) dfive existujictho
zdravotniho stavu nebo skryté nemoci subjektu
Hodnoceni

8.3. Pokud Zdravotnické zafizeni, Zkousejici nebo

Zadavatel v pribehu Hodnoceni opodstatnéné
uvazi, ze néktery ze subjektd Hodnoceni by mél
byt okamzit¢ vyloucen z ucasti na Hodnoceni,
Strany budou spolupracovat na jeho bezpecném
stazen{ z Hodnocend.

9. OBECNE

9.1. Propagace. Zadna ze Stran nebude pouZivat

nazev druhé Strany nebo jméno zaméstnancu
druhé Strany ¢i jakékoli jejich obchodni znacky v
jakékoli reklamé, propagacnich materialech nebo
tiskovych zpravach bez pfedchoziho pisemného
souhlasu druhé Strany, s vyjimkou situace, kdy je
tento rozsah zvefejnéni nezbytny pro: (i) evidenci
regulacnich organd; zalobu nebo obhajobu
v soudnim sporu; a (iii) dodrzovani piislusnych
zakonu, pfedpist a nafizeni. Bez ohledu na vyse
uvedené, zadavatel mize bez piedchoziho

Trial. Institution will provide certificates of
insurance to Sponsor upon reasonable request.
Each Party’s insurance coverage will comply with
applicable laws, rules, regulations and insurance
guidelines.

8.2. Institution and Investigator will provide the

necessary medical treatment to Trial subjects who
have suffered bodily harm related to the
administration of the Trial Drug or the
procedures required by the Protocol. Sponsor will
reimburse Institution for the reasonable and
necessaty costs of providing such medical
treatment, to the extent that the bodily harm was
caused by the administration of the Trial Drug, in
accordance with the Protocol or procedures
performed in accordance with the Protocol.
Notwithstanding the foregoing, Sponsot’s
obligation to reimburse Institution will not apply
where such reaction or injury is caused by proof
of (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 (iif) a pre-existing
medical condition or underlying disease of the
Trial subject.

8.3. If at any time during the Trial the Institution,

Investigator or Sponsor reasonably concludes
that any of the Trial subjects should immediately
be withdrawn from participation in the Trial, the
Parties will cooperate to safely withdraw such
subject from the Trial.

9. GENERAL

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:
(@) regulatory filings; (ii) 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
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pisemného  souhlasu  zvefejnit  informace
o Zdravotnickém zafizeni a Zkousejicim v
rozsahu, vjakém to vyzaduje Piislusny Zakon
véetné a  bez  omezeni  identifikace
Zdravotnického  zafizeni  coby  subjektu
provadéjictho Hodnoceni, Zkousejictho coby
osoby provadéjici Hodnoceni ve Zdravotnickém
zafizeni a mnozstvi financénich  zdroju
poskytnutych ~ Zadavatelem  Zdravotnickému
zafizeni za provedeni Hodnoceni. Zdravotnické
zafizeni a  ZkouSejicd souhlasi s timto
zvefejnénim. Zdravotnické zafizeni a Zkousejici
mohou bez pfedchoziho pisemného souhlasu
zvefejnit svou ucast na Hodnocen{ (véetné nazvu
Zadavatele, nazvu Hodnocenf a ¢isla Protokolu)
v davernych internich materidlech
Zdravotnického zaffzeni nebo zpravach pro
statni organy a v zadostech o grant.

9.2. Dulezité nevefejné informace. Zkousejici a dalsi

zaméstnanci Zdravotnického zafizeni mohou mit
pii provadéni Hodnoceni pifistup k dulezitym
nevefejnym informacim o Zadavateli a jeho
partnerech pfi vyzkumu, kterymi jsou vefejné
obchodovatelné spolecnosti. Aby nedoslo k
potencidlnimu nebo skutecnému stfetu zdjmu,
Zdravotnické zafizen{ a Zkousejici se zdrzi, a
zajisti, aby se veskery Studijni Persondl zdrzel,
obchodovani s cennymi papiry Zadavatele a jeho
partnery pii vyzkumu a nebude radit druhym, aby
tak ucinili, a to béhem trvani Hodnoceni a jakmile
ma dulezité nevefejné informace o Zadavateli.
Tento odstavec 9.2 neomezuje Zdravotnické
zafizeni ani Zkousejictho ¢i subjekt, jehoz
soucasti mize Zdravotnické zafizeni byt, v ucasti
na spojenych investicnich prostfedcich, napf.
vzajemnych fondech.

9.3. Vztah. Strany jsou pro ucely této Smlouvy

samostatnymi dodavateli a zadné ustanoven{ této
Smlouvy nezakladd vztah mezi nimi coby
partnery, mezi feditelem a jednatelem,
zaméstnavatelem a zaméstnancem nebo
spole¢nymi podniky. Zadni ze Stran nemé
opravneéni nebo pravo zavazovat nebo ukladat
povinnosti druhé Strané nebo se povazovat za
nositele této autority.

9.4. Doba platnosti. Pokud nebyla smlouva

ukoncena dfive pisemnym oznimenim jedné
strany druhé v souladu s odstaveem 9.5, vyprsi
tato Smlouva k pozdéjsimu z dat, kdy: (i)

9.3. Relationship.

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).

9.2. Material Non-public Information. During the

course of the Trial, Investigator and other
employees of Institution may have access to
material non-public information about Sponsor
and its research partners that are publicly traded
companies. In order to avoid any potential or
actual conflict of interest, Institution and
Investigator will refrain from, and cause all Trial
Personnel to refrain from, trading in any
securities of Sponsor or its research partners, or
recommending that others do so, during the term
of the Trial when in possession of material non-
public information of Sponsor. This paragraph
9.2 will not restrict Institution or Investigator, or
entity of which Institution may be a part, from
participating in pooled investment vehicles such
as mutual funds.

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.

9.4. Term. Unless terminated earlier by written

notice of one Party to the other in accordance
with paragraph 9.5, this Agreement will expire
upon the later of the date on which: (i) Sponsor
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Zadavatel obdrzel od Zkousejicitho vSechny fadné
vyplnéné formulare CRF; (i) Zkousejici vyfesil
vSechny dotazy ohledné objasnéni udaju a
pfedlozil  zavérecnou zpravu zadavateli ke
spokojenosti  Zadavatele; (i) byly dokonceny
vSechny uzaviraci aktivity ve Zdravotnickém
zafizeni; a (iv) Zadavatel provedl vSechny platby
a uhrady a obdrzel vSechny refundace na zaklade
této Smlouvy.

9.5. Ukonceni. Tuto Smlouvu muze Zadavatel

kdykoli a z jakéhokoli divodu ukoncit po tiiceti
(30) dnech od pisemného oznameni s udanim i
bez udani divodu. Kazda Strana muze tuto
Smlouvu neprodlené ukoncit, pokud je to
nezbytné pro ochranu zdravi, bezpecnosti nebo
blaha subjektd Hodnoceni a to pisemnym
oznamenim druhé strané. Po pfijeti oznameni o
ukonceni  ZkouSejici  neprodlené  zastavi
zafazovani subjektd Hodnoceni do Hodnoceni.
Zkousejici bude nasledné postupovat v provadéni
Hodnoceni v souladu s Protokolem a poskytne
udaje o subjektech Hodnoceni (véetné formulait
CRF) vyzadované v ramci Hodnoceni, ktefi byly
zafazeni do Hodnoceni pfed pfijetim oznameni o
ukonceni, pokud Zadavatel pisemné nestanovil
jinak. Podminky této Smlouvy budou i nadale
platit, co se ty¢e provadéni Hodnoceni, a
Zdravotnické zafizeni a Zkousejici okamzité
odpovi na dotazy regulacnich organt a
Zadavatele ohledné informaci souvisejicich s
provadénim Hodnoceni. Bez ohledu na to, zda
tato Cast stanovi jinak, Zadavatel, Zdravotnické
zafizeni a Zkousejici souhlasi, Ze lhita ukonceni
pozadovana na zakladé této Smlouvy nezacne
bézet do dne, kdy subjekty Hodnoceni neukondi
Hodnoceni bez nebezpeci nepiiznivych
zdravotnich dusledkd. Zdravotnické zafizeni a
Zkousejici vyhovi pokyniim Zadavatele ohledné
navraceni Duvérnych Informaci a majetku
Zadavatele Zadavateli.

9.6. Podminky zustavajici v platnosti. V piipadé

vyprseni této Smlouvy podle odstavce 9.4 nebo
ukonceni této Smlouvy podle odstavce 9.5
zustanou v platnosti prava a povinnosti
nasledujicich castf: 1.8,1.11,2,4,5,6,7,812a 9 —
ty budou platit v plné sile aucinnosti i po
ukonceni nebo vyprseni této Smlouvy.

9.5. Termination.

has received all propetly completed CRFs from
the Investigator; (if) the Investigator has resolved
all data clarification queries, and submitted the
final reportto Sponsor to Sponsor’s satisfaction;
(i) all of Institution’s final activities have been
completed; and (iv) Sponsor has made all
payments and reimbursements and collected all
refunds due under this Agreement.

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 shall immediately stop enrolling trial
subjects in the Trial. The Investigator shall
proceed with conducting the Tfrial in accordance
with the Protocol and provide the Trial subjects’
Data (including CRFs) required under the Trial
who were put 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 conduct of the Trial, 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 Trial can terminate the Trial
without danger of adverse medical consequences
to such subjects. Institution and Investigator
shall comply with Sponsor’s instructions
regarding the return of Confidential Information
and Sponsor property to Sponsor.

9.6. Surviving Terms. In the event of expiration of

this Agreement under paragraph 9.4 or
termination of this Agreement under paragraph
9.5, 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 even
following termination or expiration of this
Agreement.
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9.7. Uplnost Smlouvy; dodatky. Tato Smlouva,

vcéetné veskerych pfiloh, na které se zde odkazuje,
pfedstavuji celkovou, konecnou, uplnou a
vylu¢nou dohodu Zadavatele, Zdravotnického
zafizeni a Zkousejictho ohledné Hodnoceni. V
piipadé rozporu mezi podminkami této Smlouvy
a Protokolem je nutné se fidit podminkami této
Smlouvy, s vyjimkou rozporu, které se vztahujf k
zalezitostem  tykajicim se mediciny, védy,
bezpecnosti a provadéni Hodnoceni, které se
budou fdit podminkami Protokolu. Tato
Smlouva bude vyhotovena ve tfech (3)
stejnopisech. Zadné zmény, dodatky nebo tpravy
nevejdou v platnost, pokud nebudou mit
pisemnou podobu a nebudou podepsany vsemi
Stranami. Zadné vzdani se prava, vyslovné nebo
mlcky pfedpokladané, nebude pokracujicim nebo
naslednym vzdanim se konkrétntho priva nebo
zavazku. Jakékoli prohlasované postoupeni nebo
delegace této Smlouvy Zdravotnickym zafizenim
nebo Zkousejicim ¢i postoupent jejich zavazkl z
této Smlouvy bude neplatné bez piedchoziho
pisemného svoleni Zadavatele. Zadavatel si
vyhrazuje pravo postoupit nebo pfevést tuto
Smlouvu nebo jakakoli prava nebo povinnosti z
ni. Zadavatel bude o takovém postoupeni nebo
pfevodu Zdravotnické zafizeni a Zkousejictho
neprodlené informovat.

9.8. Oddélitelnost. Jakékoli ustanoveni této Smlouvy,

které bude prohlaseno pifslusnym soudnim
organem za neplatné ¢i nevynutitelné, bude
dohodou Stran upraveno. Zbyvajici ustanoveni
Smlouvy zistavaji platna a vynutitelna.

9.9. Pfedchozi upozornéni. Jakékoli upozornéni

nebo souhlas vyzadovany touto Smlouvou musi
mit pisemnou podobu a musi byt zaslan druhé
Strané bud: (i) ufedné ovéfenou postovni
zasilkou s dodejkou (ii) zasilkou prostfednictvim
celondrodné uzniavané zasilkové sluzby s
garantovanym dorucenim do  nasledujictho
pracovniho dne. Upozornéni budou obsahovat
¢islo Protokolu a budou postoupena nasledovne:

9.7. 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 will
be executed in three (3) counterparts. No
changes, amendments or alterations will become
effective unless in writing and signed by all
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. The Sponsor shall inform
the Institution and the Investigator of such
assignment or transfer without delay.

9.8. 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.

9.9. 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; (ii) via a nationally
recognized delivery service with guaranteed next
business day delivery Notices will include the
Protocol number and be forwarded to the
following:
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In the case of the

In the case of the

V piipadé Zdravotnického 'V pfipade
zafizent: Zadavatele:
Fakultn{ nemocnice Brno BeOne Medicines I
Jihlavska 20 GmbHK rukdm:
625 00 Brno Vedoucdi pravniho
Ceska republika oddeleni pro
K rukiam: MUDr. Ivo Evropu
Rovny, MBA Aeschengraben 27,
E-mail: fnbrno@fnbrno.cz 4051 Basel,
Switzerland
Email: xxx

V pfipadé Zkousejiciho:

XXX

Adresa: Fakultni nemocnice Brno
XXX

Jihlavska 20

625 00 Brno

Ceska republika

E-mail: xxx

9.10. Vyssi moc. Je-li plnéni této Smlouvy nékteré ze
Stran zabranéno, je-li omezeno nebo zdrzeno
(Gplné nebo castecne) z davodd, které postizena
Strana nema pod svou opodstatnénou kontrolou,
a toto neni zpusobeno ¢innosti nebo necinnosti
této Strany, postizené Strané je, po zaslani
upozornén{ druhé Strané, omluven vykon
Smlouvy v rozsahu, v jakém ji bylo zabranéno,
byla omezena nebo se zdrzela; za pfedpokladu, ze
postizena Strana vyvine pfiméfené usili k tomu,
nevykonavani a bude ve vykonu pokrac¢ovat po
jejich odstranéni.
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Institution: Sponsor:
University hospital Brno BeOne Medicines I
Jihlavska 20 GmbHAttention:
625 00 Brno Head of legal
Czech Republic Europe
Attention: ~ MUDr.  Ivo Aeschengraben 27,
Rovny, MBA 4051 Basel,
E-Mail: fnbrno@fnbrno.cz  Switzerland

Email: xxx

In the case of the Investigator:

XXX

Address: Fakultni nemocnice Brno
XXX

Jihlavska 20

625 00 Brno

Czech Republic

Email: xxx

9.10. 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 of the Agreement to the extent of
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.
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9.11. Rozhodné pravo. Tato smlouva se bude fidit
ceskym pravnim fadem. K projednani a rozhodovani
piipadnych spord vznikljch mezi smluvnimi
stranami, ale i tfetimi osobami, které nebudou
vyfeseny smirnou cestou, jsou piisluiné soudy Ceské

republiky.

9.12. Tato Smlouva bude podepsina ve tfech (3)
vyhotovenich v ceském jazyce a anglickém jazyce,
pficemz kazda strana obdrzi po jednom vyhotoveni.
Pokud dojde k jakékoliv nesrovnalosti mezi ¢eskou a
anglickou verzi, je ¢eska jazykova verze rozhodujici.

9.13. Tato Smlouva nabyva platnosti dnem, kdy svij
podpis piipojila posledni ze vsech jejich smluvnich
Stran. Smlouva nabyva ucinnosti dnem jejtho
uvefejnéni v registru smluv v souladu s ust. § 6 odst.
1 a ust. § 9 zdkona ¢ 340/2015 Sb., o zvlistnich
podminkich ucinnosti néekterych smluv,
uvefejnovan{ téchto smluv a o registru smluv (zdkon
o registru smluv), ve znéni pozdéjsich pifedpisi.
Zadavatel se zavazuje, ze doda Zdravotnickému
zatizeni modifikovanou verzi Smlouvy urcenou ke
zvefejnéni v registru smluv a to nejpozdéji ke dni
platnosti  Smlouvy. Zdravotnické zafizeni se
zavazuje, ze modifikovanou verzi Smlouvy zvefejni
nejpozdéji do 5-ti dnd od podpisu Smlouvy
Zdravotnickym zaf{zenim. Nezvefejni-li
Zdravotnické  zafizeni Smlouvu v dohodnutém
terminu, je Zadavatel opravnén Smlouvu zvefejnit.

9.14. Pfedpokladana hodnota Klinického hodnoceni
¢inf 6 419 515 K¢ bez DPH.
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9.11. Governing law. This Agreement shall be
governed by Czech law. The courts of the Czech
Republic shall have jurisdiction to hear and resolve
any disputes arising between the Parties to the
Agreement, as well as third parties that would not be
resolved amicably.

9.12. This Agreement shall be signed in three (3)
copies in Czech and English languages, each Party
receiving one copy. If there is any discrepancy
between the Czech and English versions, the Czech
language version is decisive.

9.13. 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. 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.

9.14. Expected value of the Clinical Trial is 6 419 515
CZK, without VAT.
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NA DUKAZ CEHOZ smluvni Strany uzaviely tuto
Smlouvu  schvalenou k  Datu  Ucinnosti
prostfednictvim svych ndlezité povéfenych zastupcu.

ZDRAVOTNICKE ZARIZENIi/
INSTITUTION

Podpis/By:

Jméno/Name: MUDr. Ivo Rovny, MBA

Funkce/Title: Reditel / Director

Datum/Date:

ZKOUSEJICi/ INVESTIGATOR:

Podpis/By:

Jméno/Name: xxx

Funkce/Title: Zkouseijici/Investigator

Datum/Date:

BGB-11417-303_xxx
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
1D-26850

Version / Verze: draft // 05102021

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

BeOne Medicines I GmbH

Podpis/By:

Jméno/Name: xxx

Funkce/Title: xxx

Datum/Date:
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PRILOHA A EXHIBIT A

PLATEBNI PODMINKY A ROZPOCET PAYMENT TERMS AND BUDGET
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