CLINICAL TRIAL AGREEMENT

THIS CLINICAL TRIAL AGREEMENT (the
“Agreement”) is made and entered into as of the
day of the last signature of the Parties. This
Agreement will be effective by the day of
publication in the Contract Registry in accordance
with Act No. 340/2015 Coll., on the Contract
Registry, as amended (the “Effective Date”), by
and among:

Constellation Pharmaceuticals, Inc with an
address at 215 First St., Ste. 200 Cambridge, MA
02142, USA authorized IQVIA RDS Ireland Ltd.,
located at Estuary House, East Point Business Park,
Alfie Byrne Road, Fairview, Dublin 3, Ireland,
DO3 Y6A2 as EU Representative (“Sponsor™),

Fakultni nemocnice Hradec Kralové having an
address at Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Czech Republic, VAT:
00179906, TAX No.: CZ00179906
Provider(“Provider”) and

(\VA
internal heamatology clinic of Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Czech Republic
(“Investigator™).

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

WHEREAS, Sponsor wishes to support a
clinical study entitled: “A Phase 3, Randomized,
Double-blind, Active-Control Study of CPI-0610
and Ruxolitinib vs. Placebo and Ruxolitinib in
JAKi Treatment Naive MF Patients” under
protocol CPI 0610-04 including all amendments
thereto, which in each case shall be automatically
incorporated therein (the *Protocol”) for the
following Study Drug: CPI-0610, (the “Study
Drug™)

SMLOUVA O PROVADENT KLINICKEHO
HODNOCENI

TUTO SMLOUVU O PROVADENI KLINICKEHO
HODNOCENI (dale ,,Smlouva®“) uzaviraji dnem
posledniho podpisu smluvnich stran. Uginnost
smlouvy nastane uvetejnénim v Registru smluv
v souladu se zdkonem ¢. 340/2015 Sb., o registru
smluv v platném znéni (dale ,,Datum U¢innosti*):

spole¢nost Constellation Pharmaceuticals, Inc se
sidlem na adrese 215 First St., Ste. 200 Cambridge,
MA 02142, USA poveril spolecnost IQVIA RDS
Ireland Ltd., se sidlem Estuary House, East Point
Business Park, Alfie Byrne Road, Fairview, Dublin
3, Ireland, DO3 Y6A2 jako reprezentanto pro EU
(déle ,,Zadavatel),

Fakultni nemocnice Hradec Kralové, se sidlem
na adrese Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika, ICO:
00179906, DIC: CZ00179906 Poskytovatele(dale
»Poskytovatel*) a

(\VA
interni hematologicka Kklinika Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Ceska republika
(dale ,,Zkousejici*).

Zadavatel, Poskytovatel a ZkouSejici
mohou byt oznacovani kazdy zvlast’ jako ,,Strana“
nebo spole¢né jako ,,Strany*“.

Zadavatel méa zajem o podporu pro
klinické hodnoceni s ndzvem: Randomizované,
dvojit¢ zaslepené klinické hodnoceni faze 3,
kontrolované G¢innym srovnavacim piipravkem,
porovnavajici pripravek CPI-0610 a ruxilitinib
s placebem a ruxolitinibem u pacienti s MF dosud
nelécenych inhibitorem JAKi podle protokolu
¢. CP1 0610-04 veetné veSkerych dodatkd k nému,
které se automaticky stanou nedilnou soucasti této
Smlouvy (dale jen ,,Protokol“) pro Hodnoceny
piipravek:  CPI-0610  (d&le  ,,Hodnoceny
piipravek®).
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WHEREAS, Sponsor has authorized IQVIA
Biotech Ltd registered at 3 Forbury Place, 23
Forbury Road, Reading, RG1 3JH United Kingdom
(“CRQO"), together with its affiliates to act on
behalf of Sponsor to arrange and administer the
Study (as defined below), and Sponsor may by
written notice subsequently designate another
organization for this purpose.

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

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

1. SCOPE OF SERVICES

1.1 Study Protocol. Sponsor shall
obtain approval from the governing Ethics
Committee(s) (the “ECs”) for the Protocol and the
informed consent form before initiation of the
Study. If the approval is not obtained, this
Agreement shall be null and void. Sponsor will
provide Provider with a copy of each such
approval. In addition, Sponsor will coordinate with
the EC to obtain review and approval in writing of
any amendments made to the Protocol or ICF (as
defined in Section 1.6 below). In case of a
substantial change to the Protocol an Amendment
of this Agreement is required.

1.2
Notice.

Protocol Deviation/Prompt
Deviations from the Protocol are not
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DUVERNE

Zadavatel povéril spolecénost IQVIA Biotech Ltd.
Se sidlem na adrese 3 Forbury Place, 23 Forbury
Road, Reading, RG1 3JH United Kingdom (dale
,.CRO") v¢etng jejich pridruZzenych subjekta, aby
pro né&j zajisStovala aspravovala Studii (podle
definice nize), stim, Ze na zéklad¢ pisemného
oznameni muzZe Zadavatel v budoucnu pripadné
poverit plnénim tohoto Ucelu jinou organizaci.

Zadavatel ma zajem na provadéni vySe uvedeného
klinického hodnoceni (dale ,Studie”) vyse
uvedeného Hodnoceného piipravku u
Poskytovatele. ZkouSejici, jenZ je zaméstnancem
Poskytovatele ama zkuSenosti s provadénim
Klinickych  vyzkumnych  studii s lidskymi
Gcastniky, ma zdjem se Studie Ucastnit jako
Klinicky  zkouSejici Iékat u Poskytovatele,
a Zadavatel ma zajem na Ucasti Zkousejiciho ve
Studii. Zadavatel, Poskytovatel a ZkouSejici se
dohodli, Ze Studie bude u Poskytovatele provadéna
podle ustanoveni a podminek této Smlouvy.

Jako protiplnéni za vySe uvedené aza
vzajemné zavazky a prisliby uvedené v této
Smlouvé adalSi radnd ahodnotnd protiplnéni,
jejichz piijeti a dostate¢nost je timto potvrzena, se
Strany dohodly na uzavieni Smlouvy v tomto
znéni:

1. PREDMET SLUZEB

1.1 Protokol Studie. Pred zahajenim Studie
ziska Zadavatel od piislusné etické komise (dale
»EK*) kladné stanovisko k Protokolu a formulafi
informovaného souhlasu. Pokud ziskano nebude,
tato Smlouva bude neplatnd od samého pocatku.
Zadavatel poskytne Poskytovateli kopii kazdého
takového kladného stanoviska. Zadavatel bude EK
piedkladat také Zadosti o posouzeni a pisemné
schvaleni pripadnych dodatkt k protokolu a zmén
ve formuléti informovaného souhlasu (definice viz
bod 1.6 niZe). Strany berou na védomi a souhlasi
stim, Ze bez predchoziho pisemného souhlasu
Zadavatele nebudou provedeny Z7adné zmeény
Protokolu, informovaného souhlasu ani jakéhokoli
jiného dokumentu souvisejiciho se Studii. V
piipadé jakékoli podstatné zmény Protokolu je
nutné sjednani Dodatku k této Smlouvé.

1.2 Odchylka  od Protokolu /
neprodlené upozornéni. Odchylky od Protokolu
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permitted except when necessary to protect the
safety, rights or welfare of subjects enrolled in the
Study. Provider and/or Investigator will, within one
(1) business day from occurrence, or as specified in
the Protocol, notify Sponsor of any (a) deviation
from the Protocol, including any deviations
necessary to protect the safety, rights or welfare of
subjects enrolled in the Study, (b) serious adverse
event (as defined in the Protocol) which occurs to
a subject in the Study or (c) communication with a
regulatory or governmental agency concerning (i)
the Study, including any requests to inspect,
examine, copy or remove records of the Study, (ii)
another study which might have an impact on the
Study, (iii) any facility(ies) of Provider at which
any Study-related activity is being performed, (iv)
Provider personnel involved in the Study
(including but not limited to Investigator), or (V)
the qualification of Provider or Investigator to
perform the Study. In addition, Provider and/or
Investigator will promptly report to Sponsor any
adverse event (as defined in the Protocol) which
occurs to a subject enrolled in the Study. Sponsor
will promptly advise Provider and Investigator of
adverse reactions or side-effects related to the
Study Drug which may become known to the
Sponsor during the course of the Study.

1.3 Investigator and
Subinvestigators and Study Team Members.
Provider and Investigator shall conduct the Study
and use their best efforts to complete the Study in
a professional manner in accordance with the
highest standards in the industry and in strict
adherence to the Protocol and this Agreement. In
the event that the Study is conducted by a team of
individuals, Investigator and Provider shall be
responsible for all other individual team members
(herein referred to collectively as
“Subinvestigators,” and individually, as a
“Subinvestigator”) and any other persons
involved in the conduct of the Study at the
Provider(s) or part of Investigator’s team,
including any faculty, staff, employee, Sponsor-
approved subcontractor or student (each a “Study
Team Member”). Each Subinvestigator shall be
instructed to follow the direction of Investigator
and otherwise adhere strictly to the Protocol. Each

DUVERNE

nejsou povoleny s vyjimkou piipada, kdy je to
nezbytné kochrané bezpecnosti, prav nebo
prospéchu subjekta zarazenych do Studie. O
piipadnych (a) odchylkdch od Protokolu, vcetné
odchylek nezbytnych k ochrané bezpec¢nosti, prav
nebo prospéchu subjekti zarazenych do Studie, (b)
zavaznych nezadoucich piihodach (podle definice
v Protokolu), k nimZ dojde u subjektt ve Studii,
nebo (c) komunikacich s kontrolnimi nebo statnimi
Ufady ohledné (i) Studie, véetné ptipadnych Zadosti
o inspekci, prezkoumani, porizeni kopie nebo
odstranéni zdznamu ve Studii, (ii) jiné studie, ktera
by mohla mit dopad na tuto Studii, (iii) jakychkoli
provoznich zatfizeni Poskytovatele, v nichZ jsou
provadény ¢innosti souvisejici se Studii, (iv)
personalu Poskytovatele podilejiciho se na Studii
(v¢etné mimo jiné samotného Zkousejiciho) nebo
(v) kvalifikace Poskytovatele nebo ZkouSejiciho
k provadéni  Studie, jsou Poskytovatel a/nebo
Zkousejici povinni informovat Zadavatele bez
zbyteéného odkladu od takové udalosti nebo tak,
jak je to stanoveno v Protokolu. Poskytovatel
a/nebo Zadavatel budou Zadavateli neprodlené
hlasit také piipadné nezadouci prihody (definované
v Protokolu), k nimZ dojde u subjekta zarazenych
do Studie. Zadavatel bude Poskytovatele
a ZkouSejiciho  neprodlené¢  upozoriiovat na
nezadouci reakce nebo nezadouci UcCinky
souvisejici s Hodnocenym pripravkem, o nichz se
piipadné dozvi v prabéhu Studie.

1.3 Zkousejici,

Spoluzkousejici a Clenové studijniho tymu.
Poskytovatel a ZkouSejici budou Studii provadét
s vynaloZzenim maximalniho Gsili, profesionalnim
zpasobem, v souladu s nejvy$Simi  oborovymi
standardy aza prisného dodrZzovani Protokolu
a této Smlouvy. V piipadg, Ze je Studie provadéna
tymem  jednotlivet, odpovidaji ~ ZkouSejici
a Poskytovatel za v3echny ostatni jednotlivé ¢leny
tymu (dale spole¢ng, resp. jednotlivé  jako
»Spoluzkousejici*), pripadné iza dalSi osoby
podilejici se na provadeéni Studie u Poskytovatele
(Zdravotnickych zafizenich) nebo jako ¢lenové
tymu Zkousejiciho, jako jsou napf. ¢lenové
fakulty, personal, zaméstnanci, Zadavatelem
schvaleni subdodavatelé nebo studenti (dale kazdy
jednotlivé jako ,,Clen studijniho tymu®). Kazdy
Spoluzkousejici musi byt poucen, Ze je povinen
fidit se pokyny ZkousSejiciho a ve v3ech ostatnich
ohledech striktng dodrzovat Protokol. Kazdy Clen
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Study Team Member shall be instructed to strictly
follow the direction of Investigator or
Subinvestigator, as applicable, to adhere strictly to
the Protocol. Neither Provider nor Investigator
shall be a party to any agreement nor have any
obligation that conflict with the provisions of this
Agreement and shall not enter into a conflicting
agreement during the Study. Investigator may not
be removed or replaced without Sponsor’s prior
written consent. If Investigator is unable or
unwilling to continue in such capacity or
terminates his or her employment relationship with
Provider, Provider shall, promptly, in accordance
with the Protocol and applicable law after receiving
information of the situation, provide written notice
to Sponsor and CRO, and shall use its best efforts
to find a suitable replacement Investigator.
Sponsor, in its sole discretion, may elect not to
accept the proposed replacement, in which event
Sponsor shall have the right to terminate the
Agreement effective upon Provider’s receipt of
Sponsor’s written notice of termination. In the
event that Sponsor accepts the replacement, Parties
shall conclude an Amendment to this Agreement
for this reason.

1.4 Conduct of Study; Suspension.
Provider agrees to administer, and Investigator
agrees to conduct, this Study solely at the Provider.
The Provider may not be changed without
Sponsor’s prior written consent. The Study shall
commence as soon as possible following the
publication of this Agreement in the Contract
Registry and as agreed upon in writing with
Sponsor.  Sponsor plans to conduct the Study at
multiple sites, including at the Provider. Sponsor
may suspend the entire Study (or a portion of the
Study conducted by Investigator at Provider) at any
time for any reason. Provider or Investigator may
suspend the portion of the Study conducted by
Provider and Investigator at Provider, if, using
reasonable and good medical judgment consistent
with generally accepted standards of care,
Investigator or Provider reasonably determine, in
consultation with Sponsor, it is appropriate to do so
to protect the health or safety of the subject(s)
participating in the Study and immediately provide
written notice thereof to Sponsor and CRO. The
suspension of the Study by Sponsor, Provider or
Investigator in accordance with this Section 1.4

DUVERNE

studijniho tymu musi byt poucen, Ze je povinen
fidit se pokyny ZkouSejiciho nebo ptipadné
Spoluzkousejiciho a striktné dodrZzovat Protokol.
Poskytovatel ani ZkouSejici neuzavieli Zadnou
smlouvu ani nemaji Zadnou povinnost, kterd by
byla vrozporu s ustanovenimi této Smlouvy
azédnou takovou smlouvu neuzaviou ani
v pribéhu Studie. Zkousejiciho bude mozné
odvolat nebo nahradit pouze s piedchozim
pisemnym  souhlasem  Zadavatele.  Jestlize
Zkousejici nebude schopen nebo ochoten dale plnit
svoji funkci nebo ukon¢i pracovni pomér u
Poskytovatele, bude otom Poskytovatel bez
zbyteéného odkladu v souladu s protokolem a
pravnimi piedpisy po obdrZeni informace o takové
situaci pisemné informovat Zadavatele a CRO
a vynalozi maximalni Usili na nalezeni vhodného
nahradniho ZkouSejiciho. Zadavatel muizZe podle

vlastniho  uvéZeni  navrZzeného nahradniho
Zkousejiciho odmitnout; v takovém ptipadé bude
mit Zadavatel pravo Smlouvu vypovédét

s (¢innosti od doruceni Zadavatelovy pisemné
vypoveédi Poskytovateli. Pokud bude Zadavatel
s nahradnim  ZkouSejicim  souhlasit, uzaviou
smluvni strany z tohoto davodu Dodatek k této
Smlouve.

1.4 Provadéni Studie; pozastaveni.
Poskytovatel se zavazuje, Ze bude tuto Studii
spravovat, a Zkousejici se zavazuje, Ze bude Studii
provadét pouze u Poskytovatele. Zmeénu
Poskytovatele nelze provést bez predchoziho
pisemného souhlasu Zadavatele. Studie bude
zahajena co nejdiive po uveiejnéni této smlouvy v
registru smluv apodle pisemné dohody se
Zadavatelem. Zadavatel planuje provadét Studii
v nékolika centrech, vcetné Poskytovatele.
Zadavatel muze celou Studii (nebo jeji ¢ast
provadénou Zkousejicim u Poskytovatele) kdykoli
a z jakéhokoli davodu pozastavit. Poskytovatel
nebo ZkousSejici mohou ¢ast Studie provadénou
Poskytovalem a ZkouSejicim u Poskytovatele
pozastavit, pokud za pouzZiti priméreného
a fadného lékaiského Gsudku v souladu s obecné
uznavanymi standardy péce apo konzultaci se
Zadavatelem dosp¢ji k z&veéru, Ze je to vhodné
k ochrané zdravi nebo bezpecnosti subjekta
Gc¢astnicich se Studie, a budou o tom neprodlené
pisemné¢  informovat  Zadavatele a CRO.
Pozastaveni Studie Zadavatelem, Poskytovatelem
nebo Zkousejicim v souladu stimto bodem 1.4
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shall not be deemed a material breach of this
Agreement.

1.5 Compliance with Applicable
Laws. Investigator and Provider shall carry out the
Study, and shall ensure that all Subinvestigators
and Study Team Members conduct the Study, in
conformance with current good clinical practices
and strictly in accordance with (a) the Protocol, this
Agreement, the written instructions of Sponsor,
and all applicable Study documents approved by
the ECs and Sponsor and (b) and all applicable
Czech laws, rules, , in particular Act No. 378/2007
Coll., on Pharmaceuticals, as amended, Act No.
372/2011 Coll., on Health Services, and Decree No
226/2008 Coll., as amended, which establishes
Good Clinical Practice and more detailed
conditions for clinical trials of medicinal products,
European regulations and regulations on personal
data protection, as implemented at the national
level by Act No. 110/2019 Coll., on Personal Data
Protection, in particular Regulation (EU) 2016/679
of 27 April 2016 on the protection of individuals
with regard to the processing of personal data and
on free movement of such data and repealing
Directive 95/46/EC (General Data Protection
Regulation), then also without limitation, any
applicable requirements of the European
Medicines Agency (“EMA?”), United States Food
and Drug Administration (“FDA”) or the
International Conference on Harmonization Good
Clinical Practice (“ICH GCP”), (collectively
“Applicable Law”). Each applicable government
or regulatory agency with authority over the testing
and approval of pharmaceutical products for use in
humans shall be a “Regulatory Authority” under
this Agreement.

1.6 Informed Consent. Provider and
Investigator shall have each Study subject sign a
written informed consent form in the form
provided by Sponsor and approved by the EC and
Sponsor (“ICF”) before the individual participates
in the Study. Further, Sponsor shall ensure that the
ICF complies with all Applicable Laws, to include,
inter alia, consent to personal data processing and
Investigator further ensure that all Study subjects
understand the contents of the ICF. Provider and
Investigator shall ensure that both during the Study
and following its completion or termination,

DUVERNE

nebude povaZovano za zévazné porudeni této
Smlouvy.
15 Dodrzovani Prislusnych pravnich
pitedpisi. Zkousejici a Poskytovatel budou
provadét  Studii azajistovat, aby vSichni
Spoluzkoudejici  a Clenové  studijniho  tymu
provadéli Studii v souladu s aktualnimi zasadami
spravné klinické praxe a v piisném souladu s (a)
Protokolem, touto Smlouvou, pisemnymi pokyny
Zadavatele a viemi prislusSnymi dokumenty Studie
schvalenymi EK a Zadavatelem, ase (b) viemi
piislusnymi ceskymi pravnimi predpisy, pravidly, ,
a to zejména zadkonem ¢&. 378/2007 Sh., o lécivech,
ve znéni pozdgjsSich predpist, zakonem ¢. 372/2011
Sb., o zdravotnich sluzbach, a wvyhlaSkou ¢.
226/2008 Sb., ve znéni pozdgjSich piedpisu, kterou
se stanovi Spravna klinickd praxe a bliZsi
podminky  Kklinického  hodnoceni  léCivych
piipravka, evropskymi natizenimi a predpisy
ohledné ochrany osobnich daja, jak byly
implementovany na narodni Grovni zdkonem ¢&.
110/2019 Sb., o ochrané osobnich udaji, zejména
Naiizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich Udaji a o volném pohybu téchto Udaja a
0 zruSeni smérnice 95/46/ES (obecné naiizeni o
ochran¢ osobnich udaja), poté také s veSkerymi
piislusnymi poZadavky Evropské agentury pro
lécivé pripravky (,EMA*®), Uradu Spojenych statt
americkych pro kontrolu potravin a lé¢iv (,,FDA")
nebo zasadami spravné klinické praxe Mezinarodni
konference o harmonizaci (,ICH GCP*) (dale
,»Prislusné pravni predpisy”). »Kontrolnim
GFadem* se podle této Smlouvy rozumi kazdy
jednotlivy piislusny statni nebo kontrolni Giad
povereny dohledem nad testovanim a registraci
farmaceutickych pripravka pro pouZiti u lidi.

1.6 Informovany souhlas.
Zkousejici ziska od kazdého subjektu ve Studii
jeste pred jeho Gcasti ve Studii pisemny
informovany souhlas na formulafi dodanym

Zadavatelem a schvaleném EK (déle ,,Formula¥
informovaného souhlasu®).  Zadavatel také
zajisti, aby byl Formulat informovaného souhlasu
v souladu se viemi Prislusnymi pravnimi predpisy.
tj. aby mimo jiné zahrnoval i souhlas se
zpracovanim osobnich Udaju.Zkousejici  zajisti,
aby vSechny subjekty ve Studii porozumeély obsahu
Formulaie informovaného souhlasu. Poskytovatel
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Sponsor and its designees will have the right to use
Study subjects’ protected personal health
information (“PHI”) in pseudonymized form as
permitted in a Study subject’s signed ICF.
Provider and Investigator each agree that the
Sponsor and its designees, including CRO, as well
as the FDA, EMA, and regulatory authorities in
other countries, will be named in the ICF as parties
to whom PHI may be disclosed in connection with
the Study and that such ICF will permit the FDA,
EMA, regulatory authorities in other countries,
Sponsor and its designees, including CRO, access
to PHI as may be necessary to audit or monitor the
Study.

1.7 Biological Samples. “Biological
Samples” means blood, serum, urine, saliva, bone
marrow, fluid and/or tissue biopsy samples
collected from Study subjects as set forth in the
Protocol, and tangible materials directly or
indirectly derived from such samples. Provider and
Investigator will collect, retain and/or use
Biological Samples solely as set forth in the
Protocol. Provider and/or Investigator will provide
Sponsor with gquantities of Biological Samples as
required by the Protocol. Sponsor may use such
Biological Samples as permitted in the ICF and by
Applicable Laws.

1.8 Adverse Experiences. Each
Party shall promptly in accordance with the
Protocol and applicable country specific safety
regulations/GCP guidelines advise the other Party
of any reportable adverse reactions or side effects
occurring during the conduct of the Study of which
it becomes aware. In the event that any reportable
adverse reactions associated with the Study Drug
indicate the possibility of health hazards, Provider
and Investigator shall in accordance with the
Protocol and applicable law notify Sponsor and
CRO within twenty-four (24) hours of making the
discovery.

DUVERNE

a Zkousejici také zajisti, aby jak béhem Studie, tak
po jejim dokonceni nebo predéasném ukonceni,
mél Zadavatel a jeho povéteni zastupci opravnéni
pouZivat chranéné osobni zdravotni Udaje subjekti
ve Studii v pseudonymizované podobé (dale
,Osobni zdravotni Udaje”) tak, jak to dovoluje
Formuld# informovaného souhlasu podepsany
subjektem ve Studii. Jak Poskytovatel, tak
Zkousejici lékat souhlasi s tim, Ze Zadavatel a jeho
povéieni zastupci, véetné CRO, jakoZ i GUfad FDA,
EMA a kontrolni Urady v dalSich zemich, budou
uvedeni ve Formuléfi informovaného souhlasu
jako strany, kterym mohou byt pifedavany Osobni
zdravotni (daje v souvislosti se Studii, aZe
Formulat  informovaného  souhlasu  bude
umoznovat Uiadu FDA, EMA, kontrolnim Gradtm
v dalSich zemich, Zadavatelia jeho povérenym
zastupcam, vcéetné CRO, piistup k Osobnim
zdravotnim Udajam tak, jak to maze byt zapotiebi
pro Ucely kontroly nebo monitorovani Studie. .

1.7 Biologické vzorky.
»Biologickymi vzorky*“ se rozumgji vzorky krve,
séra, mo¢i, slin, kostni dieng, tekutin a/nebo
bioptické vzorky tkani odebirané subjektim ve
Studii  podle Protokolu, vcetn¢ piipadnych
hmotnych materialt ziskanych ptimo ¢i neptimo
Z nich. Poskytovatel a ZkouSejici  budou
shromazd'ovat, uchovavat a/nebo pouzivat
Biologické vzorky pouze v souladu s Protokolem.
Zadavateli budou Biologické vzorky predavat
v mnozstvi pozadovaném podle Protokolu.
Zadavatel muze tyto Biologické vzorky pouZivat
tak, jak je stanoveno v Protokolu a jak je dovoleno
podle Formuldfe informovaného  souhlasu
a Piislusnych pravnich piedpisa.

1.8 NeZadouci reakce. Kazda Strana
neprodlené a v souladu s Protokolem i ptislusnymi
bezpec¢nostnimi piedpisy v dané zemi
a smérnicemi Spravné klinické praxe uvédomi
druhou Stranu o jakychkoli nezadoucich reakcich
nebo  neZ&doucich  Ugincich  podléhajicich
oznamovaci povinnosti, které se vyskytnou béhem
Studie a o kterych se dozvi. V ptipadg, Ze jakékoli
nezadouci  reakce  podléhajici  oznamovaci
povinnosti spojené s Hodnocenym pripravkem
naznacuji moznost ohroZeni zdravi, Poskytovatel
a ZkouSejici v souladu s Protokolem a piislusnymi
piedpisy budou informovat Zadavatele a CRO do
dvaceti ¢ty (24) hodin od zjisténi této skutecnosti.
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1.9 Study Drug. Sponsor (directly or
through its designee), agrees to provide the Study
Drug to Provider, at no cost to Provider, in amounts
reasonably sufficient for the conduct of the Study
as anticipated by the Protocol. Provider shall
maintain exclusive control of the Study Drug and
handle and store the Study Drug in accordance with
Applicable Laws and in the manner outlined in the
Protocol. Provider and Investigator shall use the
Study Drug solely for the purpose of conducting
the Study in strict adherence to the Protocol and for
no other use or purpose and shall under no
circumstance transfer the Study Drug to any third
party. Neither Provider nor Investigator will
charge a subject or third party payer for the Study
Drug or other items or materials provided or
reimbursed by Sponsor under this Agreement.

Study Drug will be delivered to the Provider’s
pharmacy always in properly packaged packaging
intended for the Study Drug and marked in
accordance with provisions of Section 19,
paragraph 1 Letter e¢) of Decree No. 226/2008
Coll., on Good Clinical Practice.

Shipments of Study Drug will be done within Mon
— Fri from 7:00 am to 2:00 pm to the Provider’s
pharmacy, building No. 20.

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

1.11

(a) Study Data. In atimely,
accurate, complete and legible manner and in
accordance with the Protocol, Provider and
Investigator shall record all data and results and
maintain complete records (including, without
limitation, case report forms, laboratory work
sheets and reports, medical records, and all relevant
source documents) generated as a result of

Study Data.

DUVERNE

1.9 Hodnoceny pripravek.
Zadavatel se piimo nebo prostiednictvim svého
povéreného zastupce zavazuje, Ze Poskytovateli
bude bezplatné poskytovat Hodnoceny piipravek
v mnoZstvi primerené dostacujicim pro provadéni
Studie, jak predpokladd Protokol. Hodnoceny
piipravek bude vzdy vyhradné pod dohledem
Poskytovatele, ktery s nim bude nakladat a bude ho

uchovédvat v souladu s Prislusnymi  pravnimi
piedpisy a zpiasobem uvedenym v Protokolu.
Poskytovatel a ZkouSejici budou Hodnoceny

piipravek pouzivat vyhradné za G¢elem provadeéni
Studie za piisného dodrZzovani  Protokolu
a nebudou ho pouzivat k Zadnym jinym Géelam ani
ho za Zadnych okolnosti piedavat tietim stranam.
Hodnoceny ptipravek ani Zadné jiné polozky nebo
materialy poskytované nebo hrazené Zadavatelem
podle této Smlouvy nebudou Poskytovatel ani
Zkousejici Uctovat subjektim ani jinému platci,
ktery je tieti stranou.

Hodnoceny léc¢ivy piipravek bude dodavan do
Iékarny Poskytovatele, vZzdy v fadné zabalenych
obalech urc¢enych pro hodnoceny lécivy pripravek
a oznaceny Vv souladu s ustanovenim paragrafu 19
odst 1 pism e) vyhlasky ¢.226/2008 Sb., o spravné
klinické praxi.

Dodavky hodnoceného lécivého pripravku se
budou uskute¢iovat v Po-Pa od 7:00 h do 14:00 hv
do budovy nemocni¢ni lékarny ¢. 20.

1.10 Schvéleni subdodavateli. Bez
piedchoziho pisemného souhlasu Zadavatele
nesméji Poskytovatel ani ZkouSejici povérovat
poskytovanim sluzeb, které maji poskytovat
vsouvislosti se Studii, tieti osoby jako
subdodavatele, ani jejich poskytovani delegovat na
tieti osoby.

1.11

(@) Studijni data.
Poskytovatel a ZkouSejici museji vcas, piesné,
Uplnég a citelné a tak, jak je stanoveno Protokolem,
zaznamenavat ~ veSkeré  Udaje  a vysledky
auchovavat UplIné zdravotni z&znamy (véetné
naptiklad  zdznamu  subjektd  hodnoceni,
laboratornich vykazu a zprav a vech piislusnych

Studijni data.
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conducting the Study (collectively, the “Study
Data”).

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

(©) Ownership.  Sponsor
shall own all rights in Study Data. Provider and
Investigator hereby assign all right, title, and
interest therein to Sponsor, free and clear of all
liens, claims, and encumbrances, and agree to take
any and all actions reasonably necessary to effect
the purposes of the foregoing, as requested by
Sponsor. Provider and Investigator shall not use or
evaluate Study Data or any portions thereof for any
purpose other than as directed by Sponsor.
Without Sponsor's prior express written consent,
Provider and Investigator agree that they will not
analyze or have Study Data analyzed or make the
Study Data available to third parties. Provider and
Investigator agree that the Study Data and the
results of any use, processing, evaluation, or
analysis of the Study Data will be Confidential
Information under Article 9. Notwithstanding the
foregoing, the Parties declare that patients medical
records is the sole and exclusive property of
Provider. Medical records related to the Study are
property of Sponsor.

(d) Inspection. During the
Study, Provider and Investigator shall make the
Study Data available to Sponsor and CRO
representatives for review, verification and
copying and shall reasonably assist Sponsor and
CRO  representatives in  resolving  any
discrepancies or errors in the Study Data. Subjects’
medical records will be made available where
appropriate for the purpose of source document
verification and/or audit procedures. For avoidance
of doubt, the Parties declare that neither Sponsor

DUVERNE

zdrojovych dokumentt), které jsou vysledkem
provadéni Studie (dale spole¢né ,,Studijni data™).

(b) Ochrana. Poskytovatel
a Zkousejici se zavazuji, Ze budou pfi poskytovani
svych sluzeb podle této Smlouvy dodrZovat
vdechny Prislusné pravni predpisy upravujici

ochranu  osobnich  (daja. Poskytovatel
a Zkoudejici  prijmou  primérena  a obvykla
opatieni,  v¢etné  pravidelného  zalohovani

pocitacovych soubort, aby zabrénili ztraté nebo
zmeéné jakychkoli Studijnich dat.

(© Vlastnictvi.

Vlastnikem vSech prav ke Studijnim datam je
Zadavatel. Poskytovatel a ZkouSejici timto
Zadavateli bezplatne abez jakychkoli

zadrZovacich prav, naroka ahbiemen postupuji
vesSkera prava, pravni naroky a podily tykajici se
Studijnich dat a zavazuji se u¢init veSkeré ukony,
které bude Zadavatel piiméiené pozadovat
k naplnéni Gcelu vySe uvedeného. Poskytovatel
a Zkousejici nebudou Studijni data nebo jejich
¢asti pouZivat ani vyhodnocovat pro Zadny jiny
Gucel nez wvsouladu spokyny Zadavatele.
Poskytovatel a ZkouSejici se zavazuji, Ze bez
piedchoziho vyslovného pisemného souhlasu
Zadavatele nebudou sami ani prostiednictvim treti
strany Studijni data analyzovat nebo je
zpristupnovat tretim  stranam. Poskytovatel
a Zkousejici souhlasi stim, Ze Studijni data
a vysledky jakéhokoli jejich pouZziti, zpracovani,
vyhodnoceni nebo analyzy budou Duavérnymi
informacemi podle Clanku 9. Bez ohledu na vyse
uvedené Strany prohlaSuji, Ze zdravotnicka
dokumentace pacienti  je  ve  vyhradnim
vlastnictvim Poskytovatele. Zdravotni zadnamy
souvisejici se studii jsou ve vlastnictvi zadavatele.

(d) Inspekce. Béhem  Studie
umozni Poskytovatel a ZkouSejici zastupcim
Zadavatele a CRO nahlizet do Studijnich dat,
ovérovat je a porizovat si jejich opis, a budou jim
poskytovat priméienou soucéinnost pii - feSeni
piipadnych rozpord nebo chyb ve Studijnich
datech. Bude-li to nezbytné k ovéfeni zdrojové
dokumentace a/nebo pro potieby auditu, budou
zpristupnény také zdravotni zaznamy subjektt ve
Studii. Pro vylouceni pochynosti smluvni strany
prohladuji, Ze zadavatel ani CRO nebudou
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nor CRO will make counterparts or copies of
medical records.

(e) Case Report Forms.
For all subjects enrolled in the Study, Provider or
Investigator will complete all case report forms
required for the Study in the form and/or electronic
medium supplied or specified by Sponsor and CRO
(the “CRFs”) and within the timeframe specified
by Sponsor and CRO. Provider and Investigator
will not be required to disclose information in
CRFs which would permit identification of a
subject enrolled in, or a candidate for, the Study.
CRFs will be provided to Sponsor and CRO in a
timely manner as they are completed. At the
request of Sponsor and/or CRO, Provider or
Investigator will promptly correct any errors and/or
omissions to the CRFs for the Study and will make
available to Sponsor and/or CRO the corrected

CRFs and supporting records for further
verification.
0] Maintenance.

Promptly upon completion or termination of the
Study, Provider and Investigator shall transfer to
Sponsor all Study Data.

(9) Electronic Data
Capture (“EDC”): As applicable, Provider and
Investigator may submit Study Data using the
electronic system provided by Sponsor. In the
event an EDC system is used for data reporting, the
system will comply with all Applicable Laws.
Provider and Investigator  will  prevent
unauthorized access to the data by maintaining
physical security of the computers and ensuring
that personnel maintain the confidentiality of their
passwords. In the event that Provider or
Investigator are using their own computer(s) to
connect to and access the EDC system, they will be
responsible for supporting and promptly resolving
any technical issues with their own computing
environment (i.e., computer hardware, non-study
related software). Provider and Investigator will be
responsible for reporting any technical issues
preventing use of the EDC system, that appear to
be outside the scope of their own computing
environment, to the EDC helpdesk number that will
be provided by CRO with the EDC system.
Provider and Investigator will be responsible for

DUVERNE

porizovat opisy nebo kopie zdravotnické
dokumentace.

(e) Zaznamy subjektu
hodnoceni. Za vSechny subjekty zafazené do

Studie budou Poskytovatel nebo ZkousSejici ve
Ihate stanovené Zadavatelem a CRO vypliovat
vesSkeré zaznamy subjekta hodnoceni poZadovanée
pro Studii ve formatu a/nebo na elektronickém
médiu dodaném nebo specifikovaném
Zadavatelem a CRO (déle ,,formulaie CRF*). Do
formulara CRF nebudou Poskytovatel a Zkousejici
zapisovat informace, z nichZ by mohla byt zjisténa
totoznost subjektu zafazeneho do Studie nebo
zadjemce o Ucast ve Studii. Formulaie CRF budou
po vyplnéni véas poskytovany Zadavateli a CRO.
Na Zadost Zadavatele a/nebo CRO Poskytovatel
nebo Zkousejici neprodlen¢ opravi ptipadné chyby
a/nebo opomenuti ve formuldfich CRF a pieda
Zadavateli a/nebo CRO opravené formulare CRF
véetné podklada k dalSimu ovéreni.

()] Uchovavani.
Neprodlené po dokonceni nebo ukonéeni Studie
Poskytovatel a Zkousejici piedaji veSkera Studijni
data Zadavateli.

@ Elektronické

zaznamenavani dat (dale ,,EDC"): Studijni data
mohou Poskytovatel a ZkouSejici podle potieby
zadavat do elektronického systému poskytnutého
Zadavatelem. Bude-li pro zadavani dat pouZivan
systém EDC, bude takovy systém vyhovovat viem
PrisluSnym pravnim predpisaim. Poskytovatel
a ZkouSejici zamezi neopravnénému piistupu
k datim tak, Ze fyzicky zabezpeéi pocitace
a zajisti, aby personal uchovaval sva pristupova
hesla v tajnosti. Pokud Poskytovatel nebo
ZkouSejici pouzivaji k pripojeni a pristupu do
systému EDC vlastni pocitaé(e), jsou povinni sami
zajistit podporu aneprodlené teSeni piipadnych
technickych problému tykajicich se jejich vlastniho
pocitacového vybaveni (tj. pocitacového hardwaru
a softwaru nesouvisejiciho se Studii). Piipadné
technické problémy branici pouZivani systému
EDC, které se budou jevit jako problémy mimo
jejich  vlastni  pocitacové prostiedi, budou
Poskytovatel a ZkouSejici povinni hlasit na
telefonni ¢islo pro helpdesk systému EDC, které
jim sdéli CRO ksysttmu EDC. Poskytovatel
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obtaining internet connectivity prior to Study
initiation, and promptly resolving any connectivity
issues with the internet service provider or own
computing environment.

1.12 Personal Data.

Both prior to and during the course of the Study,
the Investigator and his/her teams may be called
upon to provide personal data. This data falls
within the scope of the law and regulations relating
to the protection of personal data and may be used
by CRO, Sponsor, and their representatives and
affiliates in compliance with applicable law,
including as set forth below and for the length of
time reasonably necessary for the purposes below.
Sponsor will request written consents of the study
team members.

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

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

i verification by governmental or regulatory
agencies, the Sponsor, CRO, and 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;

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

vi anti-corruption compliance.

Investigator’s personal data may be transferred to
countries outside of Investigator’s country, which
may not provide for the same level of protection as
is applicable in Investigator’s country. In such

DUVERNE

budou povinni zajistit jesté pred zahajenim Studie
pfipojeni Kk internetu a neprodlen¢ fesit piipadné
problémy s pfipojenim s poskytovatelem ptipojeni
k internetu nebo ve svém vlastnim pogcitacovém
prostiedi.

1.12  Osobni Gdaje.

Pted zah4jenim Studie i v jejim pribéhu mohou byt
Zkousejici a jeho tym poZ&dani o poskytnuti svych
osobnich Udajt. Na takové osobni Udaje se vztahuji
pravni ptedpisy a nafizeni upravujici ochranu
osobnich Udaji a tyto Udaje mtze CRO, Zadavatel
ajejich zastupci a piidruzené subjekty pouZivat
v souladu s prislusnymi pravnimi predpisy tak, jak
je uvedeno niZe a po dobu nezbytné nutnou pro
nize uvedené Gcely. K tomuto si zadavatel vyZzada
od ¢lena Studijniho tymu pisemny souhlas.

(@) Osobni udaje Zkousejiciho. Tyto osobni
Gdaje mohou zahrnovat jména, kontaktni
informace, pracovni  zkuSenosti  a profesni

kvalifikaci, piehled publikaci, Zivotopis, informace
0 absolvovaném vzdélani, informace tykajici se
finan¢nich vztaht nebo dalSich potenciélnich stieti
zajmi a Udaje o platbach poskytnutych ptijemci
(prijemcam) plateb podle této Smlouvy, ato pro
nasledujici ucely:

i. provadeéni klinickych hodnoceni a/nebo
statistickych analyz,

ii. ovéiovani ze strany statnich nebo
kontrolnich (fada, Zadavatele, CRO ajejich
zastupca a pridruZzenych subjekta,

iii. dodrzovani pravnich piedpisi
a pozadavka kontrolnich Grady,

iv. zveiejnéni na strankach

www.clinicaltrials.gov ana dalSich webovych
strankach a v databazich slouzicich podobnému
Ucelu,

V. ukladani do databazi pro snazsi vybeér
zkousejicich pro budouci klinickd hodnoceni nebo
jiné obchodni zaméry a
Vi. dodrzovani
korupéni jednani.

predpisu zakazujicich

Osobni udaje ZkouSejiciho mohou byt predavany
do zemi mimo zemi, v niz ma bydliste, kterézto
zemé nemuseji poskytovat stejnou Uroven ochrany,
jaka plati vzemi ZkouSejiciho. V takovych
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event, CRO or Sponsor, as applicable, will make
sure that appropriate safeguards are secured in
advance of any transfer in accordance with CRO’s
or Sponsor’s, as applicable, legal obligations to
ensure the protection of Investigator’s personal
data according to the data protection laws and
regulations applicable in Investigator’s country.

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

(b) Study Subject Personal Data. As

described in Section 1.6.

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

Sponsor and CRO may process “personal data”, as
defined in the applicable data protection legislation
(collectively “Data Protection Legislation”), of the
Investigator and Study staff for study-related
purposes and all such processing will be carried out
in accordance with the Data Protection Legislation.

(d) Survival. This Section 1.12 “Personal
Data” shall survive termination or expiration of this
Agreement.

Each Processor within the scope of its obligations
undertakes to process personal data only upon
documented instruction from the Sponsor or the
CRO.

The Processor (Provider) undertakes to notify the
Sponsor/CRO of any personal data breaches in
accordance with Article 33 GDPR

The Processor (Provider) undertakes to assist the
Sponsor in carrying out data protection impact
assessments (DPASs) when required.

DUVERNE

piipadech CRO nebo pripadné Zadavatel zajisti,
aby pied jakymkoli ptedanim udaji byly uplatnény
vhodné  zaruky vsouladu se zékonnymi
povinnostmi CRO nebo pripadné Zadavatele
zajistit ochranu osobnich ddaja  ZkouSejiciho
odpovidajici poZadavkam zékona a predpisi na
ochranu osobnich udaja  platnych v zemi
Zkousgjiciho.

Jména ¢lent  Studijniho tymu mohou byt
zpracovana Vv databazich kontaktt Zadavatele
a CRO pro studie, a to pouze pro Ucely souvisejici
se Studii.

(b)
1.6.
(© Spréavce Udaja. Spravcem téchto osobnich
Gdajt bude Zadavatel; bude-li vSak s osobnimi
Gdaji podle této Smlouvy nakladat jako spravce
Gdaja CRO, bude v rozsahu, v jakém s nimi bude
nakladat, spravcem Gdajia CRO.

Osobni tdaje subjekti ve Studii. Viz bod

,Osobni Gdaje” ZkouSejiciho a Studijniho tymu
podle definice v prislusnych pravnich ptedpisech
0 ochran¢ osobnich Gdaja (dale spole¢né ,,Pravni
piedpisy o ochrané osobnich Gdaja“) jsou
Zadavatel a CRO opravnéni zpracovavat pouze pro
Gcely souvisejici se Studii, pricemZz jejich
zpracovani bude vzdy provadéno v souladu
s Pravnimi predpisy o ochrané osobnich Gdaju.

(d) Pretrvavajici platnost. Tento bod 1.12
,,LOsobni daje* zastane v platnosti i po ukonceni ¢i
uplynuti doby platnosti této Smlouvy.

Kazdy Zpracovatel v rdmci svych povinnosti se
zavazuje zpracovavat osobni Udaje pouze na
zakladé dokumentovanych pokyna Zadavatele
nebo CRO.

Zpracovatel (Poskytovatel) se zavazuje informovat
Zadavatele/CRO o jakémkoli porudeni osobnich
Gdaja v souladu s ¢lankem 33 GDPR

Zpracovatel (Poskytovatel) se zavazuje pomahat
zadavateli pti provadéni posouzeni dopadu na
ochranu udaju (DPA), pokud je vyZzadovano.
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Each Processor shall, within the scope of its
obligations upon termination of the processing
services under this Agreement, be obliged, subject
to the written decision of the Sponsor, to delete or
return to the Sponsor any Personal Data and to
delete any existing copies thereof, unless
applicable law requires the Processor to retain
Personal Data.

2. TERM AND TERMINATION

2.1 Term. This Agreement shall commence as of
the Effective Date and shall remain in force
through completion of the Study unless and until
terminated earlier under this Article 2.

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

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

2.4 Termination for Good Cause.
Sponsor may terminate this Agreement for good
cause immediately upon written notice to Provider.
Good cause shall include, without limitation,
identification of any medical risk to Study subjects,
a showing that the Study Drug is not effective,
receipt of notice of regulatory action by the FDA
or other Regulatory Authority terminating or
suspending the Study, or Investigator’s inability or
unwillingness to continue to serve as Investigator
for the Study. Further, as the Study is part of a

DUVERNE

Kazdy Zpracovatel je v ramci svych povinnosti pfi
ukonceni sluzeb zpracovani podle této smlouvy
povinen, s vyhradou pisemného rozhodnuti
Zadavatele, vymazat nebo vréatit Zadavateli
jakékoli osobni Gdaje a vymazat vSechny jejich
stdvajici  kopie, pokud prislusné  zakony
nevyZzaduji, aby Zpracovatel uchovaval osobni
Udaje.

2. DoBA A UKONCENI
SMLOUVY

2.1 Platnost. Tato Smlouva vstupuje v platnost
Dnem ¢innosti a zastava v platnosti az do
dokonceni Studie, nebude-li podle tohoto Clanku 2
ukoncena dfive.

2.2 Vypovézeni Smlouvy z divodu
zavazného poruseni; bezpeénost subjekta ve
Studii. Zadavatel je opravnén tuto Smlouvu
vypoveédét, pokud se ZkousSejici nebo Poskytovatel
dopusti zavazného poruSeni Smlouvy a poruseni
neodstrani do triceti (30)dnt od doruceni
pisemného upozornéni od Zadavatele s podrobnym
popisem povahy porudeni.  ZkouSejici nebo
Poskytovatel jsou opravnéni tuto Smlouvu
vypovedet, pokud se Zadavatel dopusti zavazného
poruSeni Smlouvy a takové porudeni neodstrani do
t¥iceti (30) dnid od doruceni pisesmného upozornéni
od ZkouSejiciho nebo Zdravotnického zatizen
s podrobnym popisem povahy poruseni. Smlouva
muze byt s okamzitou G¢innosti pisemné ukoncena
kteroukoli Stranou, je-li to nezbytné k ochrané
bezpec¢nosti, zdravi nebo prospéchu subjektt
zarazenych do Studie.

PLATNOSTI

2.3 Vypovézeni Smlouvy Zadavatelem.
Zadavatel mutze Smlouvu kdykoli vypovédét
pisemnou vypovédi zaslanou Poskytovateli
a ZkouSejicimu s vypovédni  lhatou  tiiceti
(30) dna.

2.4 Vypovézeni Smlouvy z opravnénych

divodia. Zadavatel je opravnén vypovedét tuto
Smlouvu z opravnénych davoda s okamZitou
acinnosti zaslanim pisemné vypovedi
Poskytovateli. Mezi takové opravnéné davody
patii napt. zjisténi zdravotniho rizika pro subjekty
ve Studii, prokéazani nedc¢innosti Hodnoceného
piipravku, rozhodnuti FDA nebo jiného
Kontrolniho ufadu o ukonceni nebo pozastaveni
Studie nebo situace, kdy Zkousejici jiz nemuze
nebo nechce nadale pusobit jako ZkouSejici ve
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multi-center clinical research study, Sponsor
reserves the right to terminate enrollment of
subjects at Provider.

2.5

(@) Monetary. Upon
termination of this Agreement or suspension of the
Study at the Provider, other than for Provider’s or
Investigator’s material breach pursuant to Section
2.2, Provider shall be reimbursed, within forty-five
(45) days after receipt by CRO of an itemized
invoice detailing the charges, for (a) its costs
incurred up to the date on which it receives notice
of termination or suspension, and (b) all reasonable
non-cancelable obligations incurred hereunder
(both (a) and (b), as a result of Provider’s and
Investigator’s performance of its obligations under
this Agreement and in accordance with the Budget
and Payment Schedule attached hereto as Exhibit
A). In no event shall Sponsor be required to pay for
subjects for whom case report forms are not
completed and provided to Sponsor in accordance
with this Agreement and the Protocol.

Effect of Termination.

(b) Performance of
Activities. In the event of a termination under this
Article 2, (a) Investigator will immediately stop
enrolling subjects into the Study and cease
conducting Study procedures and treatment with
the Study Drug on subjects already entered into the
Study, to the extent medically advisable, and (b)
Provider and/or Investigator will (i) furnish to
Sponsor all Study Data and all CRFs, completed or
partially complete, as of the effective date of
termination, and (ii) return to Sponsor all Study
Drug that were furnished to Provider or
Investigator, in accordance with Sponsor’s
instruction, except for records or samples which the
Provider and/or Investigator is required by law to
retain. Within thirty (30) days of termination of this
Agreement or completion of the Study (whichever
comes first), Investigator will submit final written
reports to Sponsor as specified in the Protocol.
After termination of this Agreement or suspension
of the Study at the Provider(s) for any reason, all
Parties shall continue activities under this

DUVERNE

Studii. Kromeé toho, vzhledem k tomu, Ze Studie je
soucasti multicentrické vyzkumné studie, si
Zadavatel vyhrazuje prdvo okamzit¢ zastavit nbor
subjektd u Poskytovatele.

2.5

@ Finanéni  U¢inky. Po
ukonéeni této Smlouvy nebo pozastaveni Studie u
Poskytovatele zjiného davodu nez kvali
zavaznému  porudeni  Poskytovatelem  nebo
Zkousejicim podle bodu 2.2 budou Poskytovateli
do ctyticeti péti (45) dni po predloZeni polozkové
faktury s uvedenim ¢astek Zadavateli nebo CRO
uhrazeny platby za (a) ndklady, které mu vznikly
do data doru¢eni oznameni o ukonéeni Smlouvy
nebo pozastaveni Studie, a (b) veSkeré pfiméiené
nezrusitelné financni zavazky, které mu vznikly na
zakladé této Smlouvy (v bodech (a) i (b) se jedna
o néklady vzniklé v dusledku plnéni povinnosti
Poskytovatele a ZkouSejiciho ztéto Smlouvy
vsouladu s Rozpoctem apiehledem plateb
piilozenym k této Smlouvé jako jeji Piiloha A).
V Z&dném piipadé¢ nebude Zadavatel povinen
hradit platby za subjekty, jejichz formuléie
zadznamu subjektu hodnoceni nebyly vyplnény
a nebyly predlozeny Zadavateli v souladu s touto
Smlouvou a Protokolem.

(b) Vykonavani  €innosti.
V ptipadé¢ ukonceni Smlouvy podle tohoto
Clanku 2 (a) Zkousejici ihned ukongi nébor
subjekti do Studie, prestane vykonavat ukony pro
Studii a podavat Hodnoceny piipravek subjektim
jiz zatazenym do Studie, bude-li to z lékaiského
hlediska vhodné, a (b) Poskytovatel a/nebo
Zkousejici (i) dodaji Zadavateli veSkera Studijni
data a veSkere formulaie CRF kompletné nebo i jen
¢astecné vyplnéné kdatu acinnosti ukonceni
Smlouvy a (ii) podle pokyni Zadavatele vréati
Zadavateli veSkeré davky Hodnoceného piipravku,
které byly Poskytovateli nebo ZkouSejicimu
dodany, s vyjimkou zaznamu nebo vzorka, které si
jsou ZkouSejici a/nebo Poskytovatel ze zaékona
povinni ponechat. Do tficeti (30) dni od ukonceni
Smlouvy nebo dokonceni Studie (podle toho, co
nastane diive) ZkouSejici predlozi Zadavateli
zavérec¢né pisemné zpravy stanovené v Protokolu.
Po ukonceni této Smlouvy nebo po pozastaveni
Studie u Poskytovatele bez ohledu na diivod budou
vSechny Strany pokracovat ve své ¢innosti podle

Uginky ukonéeni.
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Agreement solely as deemed necessary by mutual
agreement of the Parties based on reasonable
medical judgment to protect the health of subjects
participating in the Study. This Section 2.5
survives termination of this Agreement.

3. COMPENSATION

In consideration of Provider’s and Investigator’s
performance under this Agreement, Sponsor
through CRO shall pay Provider in accordance
with the Budget and Payment Schedule set forth in
Exhibit A. Sponsor will not be required to pay any
amount which exceeds the amount specified in the
Budget and Payment Schedule in Exhibit A for
completion of the Study, unless otherwise agreed
to in writing by the Parties. The amounts payable
by Sponsor under this Agreement represent the fair
market value of the services associated with the
Study and have not been determined in a manner
that takes into account the volume or value of any
referrals or business. Provider and Investigator
each agrees that: (a) all claims that either Provider
or Investigator submit for reimbursement to any
federal healthcare program or third party payer for
any procedure that involves any Study Drug
provided by or on behalf of Sponsor at no cost to
Provider and Investigator will accurately reflect the
provision of those materials by or on behalf of
Sponsor; (b) Provider and Investigator will not
seek reimbursement from any federal healthcare
program or third party payer for any amounts paid
hereunder; and (c) any equipment supplied by
Sponsor or CRO for use in the Study will be used
solely in connection with the Study and will be
returned to Sponsor or CRO in good working order,
not materially worse than that in which it was
initially provided to Provider or Investigator,
promptly upon completion or termination of the
Study. Sponsor shall be solely liable to Provider
for all costs associated with performing this Study.
Phones (Samsung Galaxy S7 SM-G930T
SmartPhone, Manufacturer: Samsung Electronics
Vietnam Co. Ltd., Yen Phong 1 Industrial Zone,
Yen Trung Ward, Bac Ninh, Vietnam, Book value:
158.29 EUR) will be lent for the Study, which will
be handed over to the Study Subjects for use. CRO
is managing the Study for Sponsor but shall not be
liable to Provider or Investigator for any costs
associated  with  performing this  Study.

Constellation_NZA68438 MANIFEST 2_CZE_

DUVERNE

této Smlouvy vyhradné v rozsahu, v jakém to bude
nezbytné ana jakém se Strany dohodnou
s ptihlédnutim k pfiméfenému Iékarskému Usudku
v zajmu ochrany zdravi subjektti (c¢astnicich se
Studie. Tento bod 2.5 zastdva v platnosti i po
ukonéeni Smlouvy.

3. KOMPENZACE

Za plnéni této Smlouvy Poskytovatelem
a Zkouejicim bude Zadavatel prostrednictvim
CRO vyplacet Poskytovateli platby podle
Rozpoctu a prehledu plateb v Piiloze A. Nebude-li
mezi Stranami pisemné dohodnuto jinak, nebude
Zadavatel povinen vyplacet za provadéni Studie
jakékoli ¢astky prevysujici ¢astky stanovené
v Rozpoétu a piehledu plateb v Piiloze A. Castky
vyplacené Zadavatelem podle této Smlouvy
piedstavuji piimérenou trzni odménu za sluzby
souvisejici se Studii a pti jejich stanovovani nebyly
nijak zohlednény rozsah ani hodnota doporu¢ovani
pacienta nebo obchodnich piflezZitosti.
Poskytovatel a ZkouSejici kazdy za sebe souhlasi
stim, Ze: (a) ve vSech Zadostech o Uhradu
piedkladanych Poskytovatelem nebo ZkouSejicim
statnim zdravotnim pojistovnam nebo platcam,
ktefi jsou tieti stranou, v souvislosti s jakymkoli
Ukonem souvisejicim s Hodnocenym ptipravkem
poskytovanym zdarma Zadavatelem nebo jeho
jménem Poskytovateli a Zkou3ejicimu, bude
poskytovani takového materialu Zadavatelem nebo
jeho jménem Fadné a presné zohlednéno; (b)
Poskytovatel ani ZkouSejici nebude poZadovat po
statnich zdravotnich pojistovnach nebo platcich,
ktefi jsou treti stranou, Uhradu c¢astek hrazenych
podle této Smlouvy; aZe (c) veSkeré vybaveni
dodavané Zadavatelem nebo CRO Kk pouZiti ve
Studii budou pouzivat vyhradné v souvislosti se
Studii a po dokonéeni nebo predéasném ukonceni
Studie je neprodlen¢ vrati Zadavateli nebo CRO
v dobrém funkénim stavu, ktery nebude vyrazné
horSi nez stav, vjakém bylo takové vybaveni
Poskytovateli nebo ZkouSejicimu pivodné dodano.
Vyhradni odpovédnost za Uhradu veSkerych
ndkladi  souvisejicich s provadénim  Studie
Poskytovateli nese Zadavatel. Do studie budou
zapujéeny telefony (Samsung Galaxy S7 SM-
G930T  SmartPhone,  Vyrobce:  Samsung
Electronics Vietnam Co. Ltd., Yen Phong 1
Industrial Zone, Yen Trung Ward, Bac Ninh,
Vietnam, o hodnoté: 158.29 EUR), které budou
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Investigator agrees that all payments associated
with performing this Study are payable to the
Provider. Investigator will seek any compensation
related to this Study directly from the Provider,
when the remuneration will be paid to Investigator
on basis of Provider’s internal guidelines. Payment
terms shall be as set forth in Exhibit A.

4. REPORTING

4.1 Reporting.  Provider  and/or
Investigator shall make periodic written reports to
the Sponsor and CRO, including a final written
report upon completion of the Study or earlier
termination of this Agreement. The report shall
specify the results of the Study conducted under
this Agreement in a manner and format mutually
acceptable to the Parties. Provider and Investigator
shall promptly respond to Sponsor and CRO’s
reasonable inquiries from time to time regarding
the status of the Study. This Section 4.1 survives
termination of this Agreement.

4.2 Reports to Regulatory
Authorities. Sponsor shall prepare all reports
required for submission to applicable Regulatory
Authorities. Upon request of Sponsor, Provider or
Investigator, as applicable, shall conduct a
complete, accurate and timely review and provide
comments on any such report before its submission
to the Regulatory Authority.

5. REGULATORY

5.1 Regulatory Inspections.
Provider and Investigator shall cooperate with and
permit, upon request, officials of applicable
Regulatory Authorities or any governmental
agency to (a) examine and inspect Provider’s
facilities and equipment required for performance
of the Study and (b) inspect and copy any data,
reports, work products and results relating to the
Study. Provider and Investigator shall promptly

Constellation_NZA68438 MANIFEST 2_CZE_

DUVERNE

piedany Subjektim Studie k uZivani.. CRO fidi
Studii pro Zadavatele, avSak nenese Vici
Poskytovateli nebo ZkouSejicimu odpovédnost za
Ghradu Zadnych nakladia souvisejicich
s provadénim Studie. Zkousejici souhlasi s tim, Ze
veSkeré c¢éastky za provadeéni Studie budou
vyplaceny  Poskytovateli.  ZkouSejici  bude
veSkerou kompenzaci souvisejici s touto Studii
poZzadovat ptimo od Poskytovatele, kdy mu bude
odména vyplacena na zékladé vnitini smérnice
Poskytovatele. Platebni podminky jsou stanoveny
v Piiloze A.

4, PREDKLADANI ZPRAV

4.1 Predkladani zprav. Poskytovatel
a/nebo ZkouSejici budou Zadavateli a CRO
piedkladat pravidelné pisemné zpravy vcetné
zavérec¢né pisemné zpravy po dokonc¢eni Studie
nebo predéasném ukoncéeni této Smlouvy. Ve
zpraveé uvedou vysledky Studie provadéné podle
této Smlouvy zpasobem a ve formatu, které budou
pro Strany prijatelné. Poskytovatel a ZkouSejici
budou neprodlené odpovidat na piiméiené dotazy
Zadavatele a/nebo CRO ke stavu Studie. Tento
bod 4.1 zistava v platnosti i po ukonceni této
Smlouvy.

4.2 Zpravy pro Kontrolni Urady
Zadavatel vypracuje veSkere zpravy povinngé
piedkladané piislusSnym Kontrolnim Gifadim. Na
Zadost Zadavatele Poskytovatel nebo ZkouSejici
takovou zpravu kompletng, piesné a véas posoudi
azaSlou kni pripominky, nez bude podana
piislusnému Kontrolnimu Giadu.

5. KONTROLNI URADY

51 Kontroly provadéné Kontrolnimi
Grady. Poskytovatel a ZkouSejici  budou
spolupracovat s pracovniky piislusnych
Kontrolnich nebo jakychkoli statnich Grada
aumozni jim na pozadani (a) zkoumat
a kontrolovat zaiizeni avybaveni Poskytovatele
potiebné k provadéni Studie a(b) kontrolovat
Gdaje, zpravy, pracovni podklady a vysledky
tykajici se Studie a pofizovat si jejich kopie.
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notify Sponsor of any inspection of its facilities or
operations relating to the Study or of the Provider,
cooperate with the regulatory or governmental
agency, comply with the legitimate requirements of
the audit, and make appropriate Study Team
Members available to explain and discuss records
and documentations related to the Study. Sponsor
shall have the right to be present at inspections of
Provider’s facilities or operations and shall have
the opportunity to provide review and comment on
any responses that may be required.

5.2 Visits and Inspections by
Sponsor or CRO. Sponsor or Sponsor’s
representatives, including CRO, shall be entitled to
visit or meet with Provider, Investigator,
Subinvestigators and Study Team Members and
examine and inspect the facilities at the Provider,
upon reasonable advance notice and with
reasonable frequency during normal business hours
to observe the progress of the Study and review and
copy documents, records, data, information, and
materials relating to the Study. Provider and
Investigator shall assist Sponsor and CRO in
scheduling such visits and in providing adequate
workspace, cooperate with the Sponsor and CRO,
comply with the legitimate requirements of the
visit or inspection, and make appropriate Study
Team Members available to explain and discuss
records and documentations related to the Study.
For Sponsor inspections of Provider, Provider shall
submit a written response to Sponsor for all
nonconformances within fifteen (15) working days
after receipt of the inspection report from Sponsor.
Provider’s written response shall include the cause
of each nonconformance, the underlying source of
the cause, and a corrective action plan for each
nonconformance.  Provider will complete all
corrective actions for each nonconformance within
ninety (90) days after the receipt of the inspection
report.

5.3 Maintenance  of Records.
Subject to the provisions of Articles 5 and 9,
Provider and Investigator shall retain in its
possession copies of any and all data, documents or
information related to or resulting from the
performance of this Agreement solely as required
for regulatory, legal or insurance purposes.

DUVERNE

Poskytovatel a ZkouSejici budou Zadavatele bez
zbyteéného odkladu informovat o veSkerych
inspekcich  jejich  zafizeni nebo provoza
souvisejicich se Studii nebo s Poskytovatelem,
poskytnou kontrolnimu nebo statnimu Giadu svoji
souc¢innost, splni opravnéné poZadavky v ramci
auditu a zajisti dostupnost piislusnych Clena
studijniho tymu k podani vysvétleni a projednani
zaznamu a dokumentace tykajici se Studie.
Zadavatel bude mit pravo byt piitomen pii vSech
inspekcich v zafizenich  nebo  provozech
Poskytovatele a bude mit moZnost seznamit se
s pozadovanymi odpovéd'mi a vyjadrit se k nim.

52 Navstévy a inspekce
provadéné Zadavatelem nebo CRO. Zadavatel
nebo jeho zastupci, vcetné CRO, maji pravo
navstévovat Poskytovatele, Zkousejiciho,
Spoluzkousejici a Cleny studijniho tymu a setkavat
se snimi aprovadét Kkontrolu a inspekce
v zatizenich Poskytovatele na zédkladé oznameni
zaslaného v piiméfeném piedstihu a s primérenou
cetnosti béhem bézné pracovni doby za Ucelem
sledovani prab&hu Studie a kontroly dokumentace,
zaznamu, Udajua, informaci a materiala
souvisejicich se Studii aza Ucelem porizovani
jejich kopii. Poskytovatel a Zkousejici poskytnou
Zadavateli a CRO souc¢innost pii planovani
takovych  navstev  azajisténi  piiméienych
pracovnich podminek, budou s nimi spolupracovat,
spIni opravnéné poZzadavky béhem navstévy nebo
inspekce a zajisti dostupnost piislusnych Clent
studijniho tymu k podani vysvétleni a projednani

zaznamu a dokumentace tykajici se Studie. Na
vSechny nesrovnalosti zjisténé pfi  inspekci
provadéné Zadavatelem odpovi Poskytovatel

pisemné do patnacti (15) pracovnich dna po
obdrzeni zpravy oinspekci od Zadavatele.
Pisemna odpoveéd’ Poskytovatele musi obsahovat
piic¢inu kazdé zjisteéné nesrovnalosti, zakladni zdroj
pii¢iny a plan opatieni k napravé kazdé zjistené
nesrovnalosti. Opatieni k napraveé vSech zjisténych
nesrovnalosti dokonéi Poskytovatel do devadesati
(90) dni od doruceni zpravy o inspekci.

53 Uchovani zaznami. Kopie veskerych
Gdaju, dokumentace nebo informaci tykajicich se
plnéni této Smlouvy nebo vyplyvajicich z ngj si
Poskytovatel a Zkousejici v souladu
s ustanovenimi Clanka 5 a9 ponechaji vyhradng
pro Gcely plInéni poZadavka kontrolnich Gfada
a zakonnych povinnosti apro dcely pojisténi.
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Provider and Investigator shall maintain its records
in a professional manner so as to permit Sponsor
and CRO to review the data, documents or
information in full without disclosing to Sponsor or
CRO any third party confidential or proprietary
information. Provider shall maintain all such
records for a period of ten (10) years from the
Study termination.  Provider will ensure free
archiving for 5 years in accordance with Act No.
378/2007 Coll. and for the next 5 years will carry
out paid archiving for . An invoice will
be issued for paid archiving after the signature of
this Agreement.

Sponsor shall notify Provider in advance six (6)
months prior to the end of the charged archiving
that it insists on further archiving and will cover the
costs associated therewith.

In the event that the Sponsor does not provide the
request for further archiving or does not pay the fee
for further archiving within the above-mentioned
period, Provider is entitled to shred all archived
Study documents.

This Section 5.3 survives termination of this
Agreement.

6. INTELLECTUAL PROPERTY

6.1 Sponsor Technology. All existing
inventions and technologies of Sponsor (including
but not limited to the Study Drug) (the “Sponsor
Technology”) belong exclusively to Sponsor and
nothing shall be construed to grant any license or
other right to the Sponsor Technology except as
expressly set forth herein for the sole purpose of
conducting the Study. This Section 6.1 survives
termination of this Agreement.

6.2 Study Invention.

Any invention, discovery or improvement, whether
or not patentable, related to the Study or Study
Drug (or any analog or derivative thereof),
including, without limitation, any method of use of
the Study Drug (or any analog or derivative
thereof) or any  formulation,  dosage,
administration, or method of manufacture of the

DUVERNE

Poskytovatel a Zkou3ejici budou své zdznamy
uchovavat odbornym zpasobem, aby Zadavateli
a CRO umoznili nahlizet do veSkerych uadaju,
dokumentace nebo informaci, aniZz by pfitom
Zadavateli nebo CRO zpfistupnili davérné nebo
chranéné informace jakékoli tieti strany. VeSkeré
takové zaznamy bude Poskytovatel uchovavat po
dobu deseti (10)let od skonéeni Studie.
Poskytovatel provede bezplatnou archivaci 5 let
v souladu se zakonem ¢. 378/2007 Sb. a na dalSich
5 let provede zpoplatnénou archivaci —

Na zpoplatnénou archivaci bude vystavena faktura
po podpisu smlouvy.

Zadavatel v piedstihu 6 meésicd od konce
zpoplatnéné archivace ozndmi poskytovateli, Ze
trvd na dalSi archivaci a uhradi néklady s tim
spojene.

V piipadé, Ze ve shora uvedené Ihtté zadavatel
nesdéli poZadavek na dalsi archivaci ¢i neuhradi
poplatek na dalSi archivaci, je Poskytovatel
opravnén Kk likvidaci  vSech  archivovanych
dokumentu Studie.

Tento bod 5.3 ziastava v platnosti i po ukonceni
této Smilouvy.

6. DUSEVNI VLASTNICTVI

6.1 Technologie Zadavatele.
V3echny stavajici objevy a technologie Zadavatele
(napiiklad Hodnoceny  pripravek)  (dale
»Technologie Zadavatele*) néalezeji vyhradné
Zadavateli anic vtéto Smlouvé nesmi byt
vykladano jako udélovani jakychkoli licenci nebo
jinych prav k Technologiim Zadavatele, pokud to
neni v této Smlouvé vyslovné dohodnuto pouze pro
Gcely provadéni Studie. Tento bod 6.1 zustava v
platnosti i po ukonc¢eni této Smlouvy.

6.2 Studijni objevy.

Veskeré objevy, zjisténi nebo zlepSeni, at’ uz je Ize
chrénit patentem ¢i nikoli, souvisejici se Studii
nebo s Hodnocenym piipravkem (nebo jeho
analogy a derivaty), v¢etné naptiklad s jakymkoli
zpusobem pouziti Hodnoceného piipravku (nebo
jeho analogt a derivata), jeho lékovou formou,
davkovanim, podavanim nebo zpusobem vyroby
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Study Drug (or any analog or derivative thereof),
whether conceived or made solely by Provider,
Investigator, any Subinvestigator or any Study
Team Member, or made by Provider, Investigator
any Subinvestigator or any Study Team Member
jointly with Sponsor, CRO or any third party, and
all intellectual property rights therein (“Study
Invention™), shall be and remain, at all times the
sole and exclusive property of Sponsor. Provider
and Investigator shall provide prompt notice of any
Study Invention to Sponsor and shall cooperate
with and assist Sponsor in protecting and
perfecting Sponsor’s ownership of any Study
Invention, including, without limitation, obtaining
patent protection for any Study Invention. This

Section 6.2  survives termination of this
Agreement.
6.3 Assignments and Assistance.

Provider and Investigator each hereby assigns to
Sponsor any and all rights that each may acquire,
by operation of law or otherwise, in and to Sponsor
Technology and any Study Invention. In addition,
Provider and Investigator each hereby assigns to
CRO any and all rights that each may acquire, by
operation of law or otherwise, in and to CRO
Technology (as defined in Section 6.4 below).
Neither Provider nor Investigator shall have any
right to use Sponsor Technology, any Study
Invention, or CRO Technology for any purpose
except conducting the Study. Each of Provider and
Investigator shall take all such further actions and
execute and deliver all such further documents as
may be necessary to effectuate and perfect the

ownership provisions of this Article 6. This
Section 6.3  survives termination of this
Agreement.

6.4 CRO Technology. All existing

inventions and technologies related to CRO’s
eClinical processes and systems (“CRO
Technology”) belong exclusively to CRO. Neither
Provider nor Investigator shall have any right to use
CRO Technology for any purpose except
conducting the Study. This Section 6.4 survives
termination of this Agreement.

7. INDEMNIFICATION

7.1 Indemnification by Sponsor.
Sponsor shall indemnify, defend and hold harmless

Constellation_NZA68438 MANIFEST 2_CZE_
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Hodnoceného pripravku (nebo jeho analogt
a derivata), které byly vymysleny nebo uginény
samostatné Poskytovatelem, ZkousSejicim,
nékterym ze SpoluzkouSejicich nebo nékterym ze
Clena studijniho tymu, nebo kterymkoli z nich
spole¢né se Zadavatelem, CRO nebo jakoukoli treti
stranou (dale ,,Studijni objev*) aveSkerd prava
k duSevnimu  vlastnictvi  souvisejicimu  se
Studijnimi objevy jsou a vzdy budou vyhradnim
a vylué¢nym vlastnictvim Zadavatele. Poskytovatel
a Zkoudejici  budou  Zadavatele o kazdém
Studijnim  objevu  neprodlené  informovat
a poskytnou mu souginnost pfi ochran¢ a zajisteni
vynutitelnosti vlastnickych prav ke Studijnimu
objevu, véetné napriklad ziskavani patentové
ochrany pro takovy Studijni objev. Tento bod 6.2
zastava v platnosti i po ukonéeni této Smlouvy.

6.3 Postoupeni a soucinnost.
Poskytovatel a ZkouSejici timto  Zadavateli
postupuji veSkera prava, ktera kazdy z nich miaZe
piipadné nabyt ze zakona ¢i jinak ve vztahu
k Technologii Zadavatele a jakymkoli Studijnim
objeviim. Navic Poskytovatel a Zkousejici timto
postupuji CRO veSkera prava, kterd kazdy z nich
muZe piipadné nabyt ze zdkona ¢i jinak ve vztahu
k Technologiim CRO (podle definice v bodu 6.4
nize). Poskytovatel ani ZkouSejici nemaji pravo
pouZivat Technologie Zadavatele, Zadné Studijni
objev, ani Technologie CRO pro jiné Gcely nezZ
k provadéni Studie. Poskytovatel a Zkousejici
kazdy za sebe ugini ptipadné dalSi Ukony
a vyhotovi a dodaji ptipadné dalsi doklady, které
budou nezbytné  kuskuteénéni  a zajisteni
vynutitelnosti prevodu vlastnického prava podle
tohoto Clanku 6. Tento bod 6.3 ziistava v platnosti
i po ukongeni této Smlouvy.

6.4 Technologie  CRO.  VeSkeré
stavajici objevy a technologie souvisejici s procesy
asystémy eClinical, které pouzivda CRO (dale
»Technologie CRO"), patii vyhradné CRO.
Poskytovatel ani ZkouSejici nesméji Technologie
CRO pouzivat pro Zadné jiné ucely nez k provadéni
Studie. Tento bod 6.4 zustavd v platnosti i po
ukongeni této Smlouvy.

7. ODSKODNENI

7.1 Odskodnéni ze strany
Zadavatele. Zadavatel odSkodni Poskytovatele,
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Investigator, Provider, and Provider’s trustees,
officers, staff, agents and employees (each an
“Provider Indemnitee” and collectively, the
“Provider Indemnitees”) from and against any
third party claim or lawsuit (a “Claim”) brought
against an Provider Indemnitee that arises out of
any side-effect, adverse reaction, illness or injury
resulting directly from use of the Study Drug in
accordance with the Protocol in the Study. The
foregoing obligation will not apply to the extent the
Claim arises out of (i) the negligence or willful
misconduct of any Provider Indemnitee, (ii) the
failure of any Provider Indemnitee to adhere to the
terms of this Agreement, the Protocol or any
written instructions from Sponsor or its designees,
or (iii) the failure of any Provider Indemnitee to
comply with any Applicable Laws. Deviations
from the Protocol are prohibited except to the
extent necessary to protect the safety, rights and
health of the Study subjects enrolled in the Study.

7.2 Indemnification by Provider
and Investigator. Provider and Investigator shall
jointly and severally indemnify, defend and hold
harmless Sponsor, its directors, officers, staff,
agents, employees, (each a “Sponsor Indemnitee”
and collectively, the “Sponsor Indemnitees”)
from and against any Claim brought against a
Sponsor Indemnitee that arises out of the (a)
negligence or willful misconduct of any Provider
Indemnitee in connection with the Study, (b) the
failure of any Provider, Investigator or Study team
member to adhere to the terms of this Agreement,
the Protocol or any written instructions from the
Sponsor or its designees, or (c) the failure of any
Provider, Investigator or Study team member to
comply with any Applicable Laws. The foregoing
obligation will not apply to the extent the Claim
arises out of the negligence or willful misconduct
of Sponsor.

Constellation_NZA68438 MANIFEST 2_CZE_
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ZkousSejiciho  acleny  statutarniho  orgéanu
Poskytovatele , jeho vykonné fidici pracovniky,
personal, zastupce a zaméstnance (dale jednotlivé
,,OdSkodnovana osoba Poskytovatele®
a spole¢né ,,Odskodrované osoby
Poskytovatele), bude je hajit azprosti je
odpoveédnosti v souvislosti s jakymikoli néaroky

nebo soudnimi Zalobami tretich stran (dale
,»Narok*) vznesenymi proti nékteré
z Odskodnovanych osob Poskytovatele

v souvislosti s jakymkoli neZadoucim ucinkem,
nez&douci reakci, onemocnénim nebo zdravotni
Gjmou véetné smrti jako piimého dasledku uzivani
Hodnoceného pripravku ve Studii v souladu
s Protokolem. VVy3e uvedeny zavazek neplati v tom
rozsahu, v jakém Narok vznikne v dusledku: (i)
nedbalého jednani nebo Umysiného poruseni
povinnosti kteroukoli z OdSkodiiovanych osob
Poskytovatele, (ii) skute¢nosti, Ze kterakoli
z OdSkodnovanych osob Poskytovatele nedodrzela
podminky této Smlouvy, Protokol nebo jakékoli
pisemné pokyny od Zadavatele nebo jim povéiené
osoby, nebo (iii) skute¢nosti, Ze kterakoli
z Odskodnovanych osob Poskytovatele nedodrzela
jakékoli Prislusné pravni piedpisy.

Odchylky od protokolu jsou zakazany vyjma
rozsahu, v jakém jsou nutné k ochrané bezpecnosti,
prav a zdravi subjektt zarazenych do studie.

7.2. Odskodnéni Poskytovatelem
a Zkousejicim. Poskytovatel a Zkousejici
spole¢né a nerozdilngé odSkodni Zadavatele, ¢leny
jeho  statutdrniho  organu, vykonné  fidici
pracovniky, personal, zastupce azameéstnance,
(dale  jednotlivé  ,,OdSkodiiovana  osoba
Zadavatele” a spole¢né ,,OdSkodiiované osoby
Zadavatele”) bude je hajit azprosti je
odpovédnosti v souvislosti s jakymkoli Narokem
vznesenym proti nékteré z OdSkodnovanych osob
Zadavatele v duasledku (a) nedbalého jednani nebo
umysiného  poruSeni  povinnosti  kteroukoli
z OdSkodniovanych  osob  Poskytovatele v
souvislosti se Studii, (b) skute¢nosti, Zze
Poskytovatel, ZkouSejici nebo ¢len Studijniho
tymu nedodrzZel podminky této Smlouvy, Protokol
nebo jakékoli pisemné pokyny od Zadavatele nebo
jim povérené osoby, nebo (c) skute¢nosti, Ze
Poskytovatel, ZkouSejici nebo ¢len  Studijniho
tymu Poskytovatele nedodrZel Ptislusné pravni
piedpisy. VySe uvedeny zévazek neplati vtom
rozsahu, v jakém Narok vznikne v dusledku
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7.3 General Conditions of
Indemnification. Each Party’s agreement to
indemnify, defend and hold the other harmless is
conditioned on the indemnified Party: (a) providing
prompt written notice to the indemnifying Party of
the Claim (no more than thirty (30) days after the
indemnified Party has knowledge of such Claim);
(b) permitting the indemnifying Party to have
control to investigate, prepare for, and defend
against any such Claim; (c) providing the
indemnifying Party, at the indemnifying Party’s
reasonable expense, with the full cooperation and
assistance in the investigation of, preparation for
and defense of any such Claim; and (d) not
compromising or settling such Claim without the
indemnifying Party’s prior written consent, which
shall not be unreasonably conditioned, withheld or
delayed. This Article 7 survives termination of this
Agreement with respect to any Claim arising from
the Parties’ performance during the term of this
Agreement.

7.4 Insurance. Sponsor declares and
confirms that in accordance with the provisions of
§ 52 Section 3, Letter f) of Act No. 378/2007 Coll.,
on Pharmaceuticals, as amended, ensures Study
insurance.

Provider declares that according to §45 Section 2,
Letter n) of Act No. 372/2011 Coll., on Health
Services, as amended, concluded an insurance
policy for liability insurance for damages caused
during the provision of health care. According to §
45, Section 2 Letter n) of Act No. 372/2011 Caoll.,
on Health Services, as amended, the insurance
must be taken out for the entire period during
which the Provider of Health Services provides
health care.

7.5 Subject Injury. If during the course of the
Study a Study subject suffers an injury, whether
physical or mental as a direct result of the use of
the Study Drug or a properly performed procedure
required by the Protocol (*Subject Injury”),
Sponsor agrees to pay all reasonable and necessary
medical expenses incurred to treat such Subject
Injury, provided such treatment is reasonable and

Constellation_NZA68438 MANIFEST 2_CZE_
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nedbalého jedndni nebo dmysiného poruseni
povinnosti Zadavatelem.

7.3 Obecné odsSkodnéni.

.....

podminky

a zbavit ji odpovédnosti, je podminéna tim, Ze
odSkodiovana Strana: (a) bude o Naroku pisemné
informovat odSkodnujici Stranu bez zbyte¢ného
odkladu, nejpozdgji vSak do triceti (30) dnt poté,
co se oném odSkodnovand Strana dozvi, (b)
umozni  odSkodnujici  Strané  kontrolu nad
vySetfovanim, ptipravou aobhajobou proti
takovému Naroku, (c) poskytne odSkodnujici
Strané na primétrené naklady odSkodujici Strany
plnou souginnost pii vySetfovani, piiprave
a obhajob¢ proti takovému Néaroku a (d) bez
piedchoziho pisemného souhlasu odSkodnujici
Strany se nedohodne na kompromisu nebo
vyporadani takoveho Naroku, kteryzto souhlas
vSak nebude podminén neptimétenymi poZzadavky,
odpirdn nebo odkladan.  Ustanoveni tohoto
Clanku 7 ziistavaji v platnosti i po ukondeni
Smlouvy, pokud jde o jakykoli N&rok vznikly
zplnéni smluvnich povinnosti Stran v dobé
platnosti této Smlouvy.

7.4 PojiSténi. Zadavatel prohlaSuje a
potvrzuje, Ze v souladu s ustanovenim § 52 odst. 3,
pism. f) zak. ¢. 378/2007 Sh., o Iéivech, ve znéni
pozdéjSich piedpisu, zajisti pojisteni klinického
hodnoceni.

Poskytovatel prohlasuje, Ze ma dle § 45 odst. 2
pism. n) zékona ¢. 372/2011 Sh., o zdravotnich
sluzbach, ve znéni pozdgjSich predpisi, uzavienu
pojistnou smlouvu na pojisténi odpovédnosti za
Skodu zpusobenou pti poskytovani zdravotni péce.
Dle § 45 odst. 2 pism. n) zékona ¢. 372/2011 Sh., o
zdravotnich  sluzbach, ve znéni pozdgjsich
piedpist, musi byt pojisténi uzavieno po celou
dobu, po kterou poskytovatel zdravotnich sluzeb
poskytuje zdravotni péci.

7.5 Zdravotni Ujma zpisobena subjektu.
Jestlize subjekt ve Studii utrpi v prabéhu Studie
v piimém  dasledku  pouziti  Hodnoceného
piipravku nebo fadné provedeného Ukonu
pozadovaného Protokolem ng&jakou Gjmu na
zdravi, at' uz fyzickou ¢i psychickou (dale
»Zdravotni Gjma zptisobena subjektu*), zavazuje se
Zadavatel uhradit veSkeré ptimerené a nezbytné
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necessary. Sponsor shall not be responsible for
medical expenses associated with treatment of an
injury where such injury is due to (i) the
negligence, recklessness or willful misconduct of
Provider, Investigator, or any their employees or
agents (including, without limitation, Study Team
Members); (ii) the failure of the Provider,
Investigator, or any of their employees or agents
(including, without limitation, Study Team
Members) to follow the Protocol, good clinical
practices, any applicable laws or regulations, or
any written instruction by Sponsor; (iii) the
subject’s non-compliance with the Protocol
requirements; (iv) natural disease progression of
any pre-existing disease or any underlying illness
whether or not previously diagnosed; or (V)
Protocol procedures that are also standard of care
(i.e., where the subject would have undergone such
procedures for the treatment of the underlying
disease even if not participating in the Study). The
benefits duties, and obligations of this Section 7.5
shall survive the termination, expiration, or
cancellation of this Agreement.

8. REPRESENTATIONS

8.1 No Inconsistent Obligations or
Constraints. Provider and Investigator each
represents that it is qualified and permitted to enter
into this Agreement and that the terms of this
Agreement are not inconsistent with its other
contractual arrangements. Provider  and
Investigator each represents that it is not
constrained by any existing agreement in
performing its obligations under this Agreement.

8.2 Legal and Binding Agreement.
Provider and Investigator each represents that this
Agreement is a legal and valid obligation binding
upon it and enforceable in accordance with its
terms.

8.3 No Impairment; No Conflict.
During the term of this Agreement, Provider and
Investigator each represents that it shall not enter
into any agreement to provide services which
would in any way (a) materially impair his, her or

DUVERNE

Iécebné vylohy na lécbu takové Zdravotni Gjmy
zpusobené subjektu, bude-li [é¢ba primérend
anezbytnd. Zadavatel nebude povinen uhradit
Iécebné vylohy v souvislosti s léébou zdravotni
Gjmy, bude-li tato zpasobena (i) nedbalym ¢i
nezodpovédnym  jednanim nebo  dmysinym
poruSenim povinnosti ze strany Poskytovatele,
Zkousejiciho nebo kteréhokoli Z jejich
zamgstnanci nebo zastupcu (vcetné naptiklad
Clena  studijniho  tymu), (i) nedodrzenim
Protokolu, spravné Kklinické praxe, prislusnych
pravnich predpisi nebo pisemnych pokyni ke
Studii od Zadavatele ze strany Poskytovatele,
Zkousejiciho nebo kteréhokoli Z jejich
zaméstnanci nebo zastupct (véetné napiiklad
Clena  studijniho  tymu),  (iii) nedodrzenim
poZadavkti Protokolu ze strany subjektu,
(iv) ptirozenou progresi jiz diagnostikovaného
onemocnéni nebo zakladniho onemocnéni bez
ohledu na to, zda bylo piedtim diagnostikovano,
nebo (v) ukony podle Protokolu, které jsou
provadeény i jako soucast obvyklé é¢by (tj. které
by subjekt podstupoval v ramci lé¢by zakladniho
onemocnéni, i kdyby se Studie netgastnil). PInéni,
povinnosti a zavazky stanovené v tomto bodé 7.5

zastavaji v platnosti ipo ukonéeni, skonceni
platnosti nebo zruSeni této Smlouvy.

8. PROHLASENI

8.1  Zadné rozporné povinnosti nebo

omezeni. Poskytovatel a ZkouSejici kazdy za sebe
prohlasuji, Ze jsou zpuasobili a opravnéni uzaviit
tuto Smlouvu a Ze podminky této Smlouvy nejsou
v rozporu s jinymi smluvnimi ujednanimi, ktera
uzavieli. Poskytovatel a ZkouSejici se kazdy za
sebe prohlasuji, Ze pti plnéni svych zavazki
vyplyvajicich ztéto Smlouvy nejsou omezeni
Zadnou jinou existujici smlouvou.

8.2 Zakonne a zavazné ujednani.
Poskytovatel —a ZkouSejici kazdy za sebe
prohladuji, Ze tato Smlouva je zakonnym a platnym
zavazkem, ktery je pro n¢ zavazny a vymahatelny
v souladu s podminkami Smlouvy.

8.3 Zadné naruseni; zadny konflikt.
Poskytovatel a ZkouSejici se kazdy za sebe
prohladuji, Ze po dobu trvani této Smlouvy
neuzaviou jinou smlouvu o poskytovani sluzeb,
ktera by jakymkoli zpusobem (a) vyznamné
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its ability to complete participation in the Study or
(b) constitute a conflict of interest with Sponsor’s
development of Study Drug.

8.4 No Pending Litigation; No
Action by Regulatory Authority. Provider and
Investigator each represents that (a) it is not
currently involved in any litigation, and is unaware
of any pending litigation proceedings, relating to
Provider’s and/or Investigator’s role in the conduct
of a clinical trial for any third party; and (b) it has
not received any warnings from any Regulatory
Authority relating to services it has provided to
third parties during the conduct of a clinical trial.

8.5 No Debarred or Disqualified
Persons. The Provider certifies that it will not
engage, directly or indirectly, any person

(including the Investigator) to perform services
under this Agreement if (a) that person is debarred
by any regulatory authority or to the Provider’s
knowledge is threatened with debarment by a
pending proceeding, action, or investigation, or (b)
that person is otherwise disqualified under
Applicable Law (including local law), or to the
Provider’s knowledge is threatened with such
disqualification by a pending proceeding, action, or
investigation, from participating in the Study. The
Provider certifies that it will immediately notify the
Sponsor in writing if any such debarment,
exclusion, or disqualification occurs, or if any such
debarment,  exclusion, or disqualification
proceeding, action, or investigation is commenced
or, to the Provider’s knowledge, is threatened, with
respect to any such person.

8.6 Limited Warranty and
Disclaimer.  Provider and Investigator each
acknowledges and agrees that the Study Drug is
experimental in nature. SPONSOR MAKES NO
REPRESENTATIONS OR WARRANTIES
EXPRESS OR IMPLIED, REGARDING THE
STUDY DRUG. ADDITIONALLY, SPONSOR
MAKES NO REPRESENTATIONS OR
WARRANTIES, EXPRESS OR IMPLIED,
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narusila jejich schopnost dokongit Studii nebo (b)
by zhlediska vyvoje Hodnoceného pripravku
Zadavatelem predstavovala stret zajmti.

8.4 Zadné probihajici  soudni
spory; Zadné akce ze strany Kontrolnich Uradi.
Poskytovatel a ZkouSejici kazdy za sebe prohlasuji
, 2e (a) v soucasné dobé nevedou Zadny soudni spor
anejsou si ani védomi Zadného probihajiciho
soudniho sporu, ktery by se tykal jejich role pfi
provadéni néjakého klinického hodnoceni pro
jakoukoli tieti stranu, a (b) nedostali od Zadného
Kontrolniho Uradu Zadné varovani tykajici se
sluzeb, které poskytovali nebo poskytuji tretim
strandm béhem provadéni néjakého klinického
hodnoceni.

8.5 Zadné  vyloudené  nebo
diskvalifikované osoby. Poskytovatel potvrzuije,
Ze poskytovanim sluzeb podle této Smlouvy
nebude piimo ani neptimo povéiovat Zadnou osobu
(veetné Zkousejiciho), které (a) byl kterymkoli
kontrolnim Gfadem vysloven zakaz ¢innosti nebo ji
takovy  z&kaz  ¢innosti  podle  poznatkd
Poskytovatele hrozi v dasledku probihajiciho
fizeni, Zaloby nebo vySetiovani, ani (b) osobu,
kterd je podle Prislusnych pravnich piedpist
(véetné mistnich zékont) z néjakého jiného
duvodu diskvalifikovana z ucasti ve Studii nebo
uniz takova diskvalifikace podle poznatkia
Poskytovatele hrozi v dusledku probihajiciho
fizeni, Zaloby nebo vySetiovani. Poskytovatel
potvrzuje, Ze Zadavatele bez zbyteéného odkladu
vyrozumi, pokud k takovému zakazu cinnosti,
vylouceni nebo diskvalifikaci dojde nebo pokud
bude zahajeno fizeni, Zaloba nebo vySetiovani
smetujici  k zdkazu ¢innosti, vylougeni nebo
diskvalifikaci takové osoby, nebo bude podle
poznatkt Poskytovatele hrozit.

8.6 Omezena zaruka
avylouéeni  odpovédnosti. Poskytovatel
a Zkousejici berou kazdy sam za sebe na védomi
a souhlasi s tim, Ze Hodnoceny piipravek je ze své
povahy experimentalni. ZADAVATEL NECINI
ZADNA PROHLASENI ANI NEPOSKYTUJE
ZADNE  VYSLOVNE NEBO MLCKY
PREDPOKLADANE ZARUKY OHLEDNE
HODNOCENEHO PRIPRAVKU. ZADAVATEL
NECINI ANl ZADNA  PROHLASENI
A NEPOSKYTUJE ZADNE VYSLOVNE NEBO
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REGARDING THE SAFETY OR EFFICACY
WITH RESPECT TO THE STUDY DRUG.

9. CONFIDENTIALITY AND
NONDISCLOSURE
9.1 Confidential Information.

Except as provided elsewhere in this Article 9,
Provider, its employees, its agents, Investigator,
Subinvestigators and Study Team Members shall
treat all information and materials disclosed or
provided to him, her, or it by, or on behalf of,
Sponsor or CRO as confidential information
belonging to Sponsor (“Confidential
Information™). Confidential Information includes,
without limitation, patent applications, technology,
business plans, the Protocol, the Study Drug, the
investigator brochure and all information relating
thereto; all proprietary biological, chemical or
other  materials; applications,  formulas,
manufacturing processes, basic scientific data,
Study Data, prior clinical data and formulation
information; and Sponsor Technology and Study
Inventions.

9.2 Nondisclosure and  Nonuse.
During the term of this Agreement and for a period
of ten (10) years after termination or expiration of
this Agreement, Provider and Investigator agree
and will ensure that Study Team Members and
Subinvestigators, agree to maintain in strict
confidence all of the Confidential Information and
not to use any Confidential Information except as
expressly permitted under this Agreement.
Confidential Information is and remains the
confidential and proprietary property of Sponsor
and may be disclosed to third parties by Provider
or Investigator (as applicable) only on a need-to-
know basis as necessary for purposes expressly
authorized in this Agreement. Provider and
Investigator agree that any third party to whom
disclosures of Confidential Information are made
shall be bound by obligations of confidentiality and
non-use at least as restrictive as those contained in
this Article 9.

DUVERNE

MLCKY  PREDPOKLADANE  ZARUKY
OHLEDNE BEZPECNOSTI NEBO UCINNOSTI
HODNOCENEHO PRIPRAVKU.

9. DUVERNOST A NESDELOVANI.

9.1 Divérné informace. S vyjimkou
pifpadt uvedenych vtomto Clanku 9 jsou
Poskytovatel, jeho zaméstnanci a zastupci,
Zkousejici, Spoluzkousejici a Clenové studijniho
tymu povinni nakladat se vSemi informacemi
a materialy, které jim budou sdéleny nebo
poskytnuty Zadavatelem nebo CRO nebo jejich
jménem, jako s davérnymi informacemi, které
nalezi Zadavateli (dale ,,Diavérné informace®).
Duveérné informace zahrnuji mimo jiné patentové
piihlasky, technologie, obchodni plany, Protokol,
Hodnoceny piipravek, Soubor informaci pro
zkousejici a veSkeré souvisejici informace, veskeré
chranéné biologické, chemické nebo jiné
materidly, aplikace, vzorce, vyrobni postupy,
zakladni védecka data, Studijni data, predchozi
klinickd data ainformace o lékovych formaéch,
Technologie Zadavatele a Studijni objevy.

9.2. Nesdélovani a nepouzivani.
Poskytovatel a ZkouSejici se zavazuji, Zze po dobu
platnosti Smlouvy a jesté deset (10) let po jejim
ukonc¢eni nebo uplynuti doby jeji platnosti budou
zachovévat piisnou davérnost ohledné veskerych
Divérnych informaci a Ze je kromé piipada
vyslovné povolenych touto Smlouvou nebudou
nijak pouZivat, a Ze zajisti, aby se k tomu zavazali
rovnéz jejich Clenové studijniho tymu a
Spoluzkousejicich. Duveérné informace jsou
a zustavaji davérnym achranénym vlastnictvim
Zadavatele asméji byt Poskytovatelem nebo
piipadné ZkouSejicim sdélovany pouze takovym
tietim stranam, které je potrebuji znat pro ucely
vyslovné povolené v této Smlouve. Poskytovatel
a Zkousejici souhlasi, Ze tieti strana, jiz budou
Diavérné informace sdéleny, bude vazéna
povinnosti  zachovavat duvérnost informaci
anevyuzivat je, kterd bude pifinejmenSim stejné
omezujici jako povinnosti stanovené v tomto
Clanku 9.
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9.3 Exceptions. The confidentiality
and nonuse obligations of this Article 9 shall not
apply to information that:

(@) is already in the
possession of Provider or Investigator on a non-
confidential basis at the time of disclosure thereof,
as demonstrated by Provider’s or Investigator’s
contemporaneous written record,;

(b) is or later becomes part
of the public domain through no fault of Provider
or Investigator in breach of this Agreement;

(c) is received from a third
party on a non-confidential basis and having no
obligations of confidentiality with respect thereto
to Sponsor; or

(d) is independently
developed by Provider or Investigator without any
breach of this Agreement or use of or reliance upon
Confidential Information, as demonstrated by
Provider’s or Investigator’s contemporaneous
written record.

9.4 Permitted Disclosure.
Notwithstanding the foregoing, Provider or
Investigator may disclose Confidential Information
as required by Applicable Law or order of a court,
government agency or the like having competent
jurisdiction, provided that Provider or Investigator,
if possible, gives Sponsor prior notice of the
required disclosure and uses reasonable efforts to
cooperate with Sponsor to allow assertion of
whatever exclusions or exemptions may be
available to Sponsor.  With respect to any
disclosure permitted in accordance with this
Section 9.4, Provider and Investigator may only
disclose what is necessary to comply with the
applicable disclosure requirement.

9.5 CRO Confidential Information.
Provider and Investigator shall keep strictly
confidential any information disclosed to it

regarding CRO’s processes, pricing, systems and
procedures. Provider and Investigator shall protect
such confidential information of CRO with the
same degree of care as Provider and Investigator

DUVERNE

9.3 Vyjimky. Zavazek zachovani
davérnosti a nevyuzivani informaci podle tohoto
Clanku 9 se nebude vztahovat na informace, které:

@ v dobé jejich sdélovani
uz jsou v drzeni Poskytovatele nebo Zkousejiciho
jako informace, které nejsou davérné povahy, coz
mohou Poskytovatel nebo Zkou3ejici doloZit svymi
aktualnimi pisemnymi zéznamy,

(b) jsou nebo se stanou
veiejné znamymi, aniz by se tak stalo porusenim
Smlouvy ze strany Poskytovatele nebo
Zkousejiciho,

(© jsou ziskany od treti strany,
kterda ve vztahu knim nema vacéi Zadavateli
povinnost zachovavat mi¢enlivost,

(d) jsou Poskytovatelem
nebo Zkousejicim vyvinuty nezavisle bez poruseni
této Smlouvy a bez pouZiti Daveérnych informaci ¢i
bez spoléhani se na Davérné informace, coZz mohou
Poskytovatel nebo ZkouSejici dolozit svymi
aktualnimi pisemnymi zdznamy.

9.4 Povolené sdélovani. Bez ohledu
na vySe uvedené miaZe Poskytovatel nebo
Zkousejici sdelovat Duavérné informace, pokud je
takové sdéleni vyZadovano PrislusSnymi pravnimi
piedpisy nebo naiizenim soudu, statnim Gfadem
nebo jinym organem s piisluSnou pravomoci,
avsak stim, Ze otakovém poZzadovaném sdéleni
budou Poskytovatel nebo Zkousejici, pokud to
bude mozné, predem informovat Zadavatele
a poskytnou mu piimeéienou soucinnost, aby mohl
uplatnit pripadné vyjimky nebo vyluky podle
PrisluSnych pravnich piedpisa. Pokud jde
0 povolené sdélovani podle tohoto bodu 9.4. jsou
Poskytovatel a ZkouSejici opravnéni sdélovat
pouze takové informace, které jsou nezbytné ke
spInéni prislusného poZadavku na jejich sdélent.

9.5 Davérné informace CRO. Poskytovatel
a Zkousejici jsou povinni zachovavat ptisnou
duveérnost veskerych ziskanych informaci ohledné
procesu, cenove strategie, systému a postupu CRO.
Poskytovatel a ZkouSejici budou takové diverné
informace CRO chranit se stejnou mirou péce,
jakou vénuji svym vlastnim davérnym informacim.
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would protect their own confidential information.
Provider and Investigator shall require all Study
Team Members working on this Study to comply
with the terms of this provision.

9.6 Irreparable Injury. Provider and
Investigator acknowledge and agree that any
violation of the terms of this Agreement relating to
the disclosure or use of Confidential Information
may result in irreparable injury and damage to
Sponsor not adequately compensable in money
damages, and for which Sponsor may have no
adequate remedy at law. Provider and Investigator
acknowledge and agree, therefore, that if the
disclosure and non-use terms herein are violated,
Sponsor may seek injunctions, orders, or decrees in
order to protect the Confidential Information and
will be entitled to do so without having to post a
bond. This Article 9 shall survive termination of
this Agreement.

10. PUBLICATION AND PUBLICITY

10.1 Publication. Upon completion of
the Study and evaluation by Sponsor of all data
from the Study, or upon early termination or
abandonment of the Study, Provider and
Investigator may publish or otherwise publicly
disclose, for non-commercial purposes, the results
of the Study provided (a) the Study was conducted
at Provider in compliance with the Protocol (it
being understood that emergency treatment of a
Study subject shall not be deemed non-compliance
with the Protocol), (b) such publication or
presentation (i) is made in a recognized medical or
scientific journal or at a recognized scientific
conference, (ii) makes use of all of Provider’s
Study data and not subsets of Study data, and (iii)
is made in accordance with the provisions of
Sections 10(a) through 10(c), below.

(a) Review Period. A copy of such
disclosure will be given to Sponsor for review at
least sixty (60) days prior to the date of submission
for publication (including abstracts) or of public
disclosure (the “Review Period”). If during the
Review Period, Sponsor requests that Provider
and/or Investigator delete any Confidential

Constellation_NZA68438 MANIFEST 2_CZE_

DUVERNE

DodrZovani podminek tohoto ustanoveni budou
Poskytovatel a Zkousejici pozadovat také od vSech
Clent studijniho tymu podilejicich se na Studii.

9.6 Nenapravitelna ajma.
Poskytovatel a ZkouSejici berou na védomi
asouhlasi stim, Ze poruSeni ustanoveni této
Smlouvy tykajicich se sdélovani nebo pouzivani
Duvérnych informaci muze mit za nésledek
nenapravitelnou djmu aSkodu pro Zadavatele,
kterou nelze ptimérené nahradit penézi au niz
Zadavateli moznd nepiislusi Zadny adekvatni
opravny prostiedek ze zakona. Poskytovatel
a Zkousejici proto berou na védomi a souhlasi
stim, Ze pokud dojde kporuSeni ustanoveni

o0 sdélovani apouZivani Duvérnych informaci
podle této Smlouvy, miaZe Zadavatel vyuZit
k ochran¢  Duvérnych informaci predbéZna

opatieni nebo soudni ptikazy a natizeni, a to i bez
piedchoziho sloZeni zéaruky. Tento Clanek 9
zastava v platnosti i po ukonceni této Smlouvy.

10. PUBLIKOVANI A REKLAMA.,
10.1 Publikovani. Po dokonéeni Studie
a vyhodnoceni veSkerych Gdaja ze Studie

Zadavatelem nebo po piipadném predcasném
ukonceni nebo zruSeni Studie budou moci
Poskytovatel a ZkouSejici Studijni data pro
nekomer¢ni Géely publikovat ¢i jinym zpisobem je
zveiejnit, a to pod podminkou, Ze (a) Studie byla u
Poskytovatele provedena v souladu s Protokolem
(za poruseni Protokolu nebude povaZzovéana lécba
subjektu ve Studii v naléhavych piipadech), (b)
tato publikace nebo prezentace (i) bude zveiejnéna
v uznavaném lékarském nebo védeckém casopise
nebo na uzndvané védecké konferenci, (ii)
v publikaci nebo prezentaci budou pouZita veSkera
Studijni data u Poskytovatele, nikoli pouze jejich
cast, a(iii) toto zvefejnéni bude provedeno
v souladu s ustanovenimi bodu 10 (a) aZz bodu 10
(c) nize.

(@) Lhita k posouzeni. Kopie takové
publikace nebo zvefejnéni bude piedloZena
Zadavateli k posouzeni, komentovani a schvaleni,
ato nejméné Sedesat (60) dna pied datem
piedloZeni k publikaci (véetn¢ vytaht) nebo
zverejnéni (dale ,Lhata k posouzeni). Pokud
béhem Lhuaty k posouzeni Zadavatel pozada, aby
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Information other than the results of the Study,
Provider and/or Investigator will do so. While
Sponsor may not require that Provider or
Investigator delete Study data from the disclosure,
Provider and Investigator declare that they will
discuss with Sponsor any of Sponsor’s suggestions
with respect to the presentation of Study data and
the timing of the disclosure.

(b) Patent Filings. If during the
Review Period, Sponsor notifies Provider or
Investigator that it desires patent applications to be
filed on any patentable material disclosed or
contained in the disclosures, Provider and
Investigator will defer publication or other
disclosure for a period, not to exceed an additional
sixty (60) days, sufficient to permit Sponsor or its
designee to file or have filed any desired patent
applications.

(c) Multi-Center Study.
Notwithstanding anything to the contrary in this
Article 10, as the Study is part of a multi-center
clinical research study, no submission for
publication or public disclosure by Provider or
Investigator will be made until after publication of
the multi-center results. After the first to occur of
(i) publication of the multi-center results, (ii)
notification by Sponsor that such a multi-center
submission is no longer planned, or (iii) the
eighteen (18) month anniversary of the termination
of the Study at all participating centers, Provider
and Investigator may publish or publicly present
the results of the Study, subject to Provider’s and
Investigator’s compliance with Sections 10(a) and
10(b), above. This Section 10.1 survives
termination of this Agreement.

10.2 Publicity. Other than as permitted
in this Agreement, Provider and Investigator
(which shall include their respective employees,
students, medical and professional staff, agents and
representatives) agree that they will not issue nor
allow their employees, students, medical and
professional staff, agents or representatives to issue
or disseminate any press release or statement

DUVERNE

Poskytovatel a/nebo Zkousejici odstranili z tohoto
materiélu jakekoli Daverné informace, které nejsou
vysledky Studie, Poskytovatel a/nebo Zkousejici
tak ucini. Zatimco Zadavatel neni opravnén
poZadovat, aby Poskytovatel nebo Zkousejici
odstranili z materialt ke zvefejnéni Studijni data,
Poskytovatel a ZkouSejici prohlaSuji, Ze se
Zadavatelem projednaji veSkeré Zadavatelovy

navrhy ohledné prezentace Studijnich dat
a nacasovani jejich zvetejnéni.
(b) Podani patentové piihlasky.

Pokud béhem Lhuty k posouzeni Zadavatel sdéli
Poskytovateli nebo Zkousejicimu, Ze si pieje podat

patentové piihlasky k jakémukoli
patentovatelnému materialu obsazenému
v materidlu ke  zvetejnéni,  Poskytovatel

a Zkousejici odlozZi publikaci nebo jiné zverejnéni
po urcité obdobi, nikoli delSi nez dalSich Sedesat
(60) dna, dostacujici k tomu, aby Zadavatel nebo
jeho povereny zéastupce mohli podle svého prani
podat nebo zajistit podani jakychkoli patentovych
prihlasek.

(© Multicentricka studie. Bez ohledu
na cokoli vtomto Clanku 10 v opa¢ném smyslu,
vzhledem ktomu, Ze tato Studie je soucasti
multicentrické vyzkumné studie, nesmi
Poskytovatel ani Zkousejici piedloZit ke zveiejnéni
Zadnou publikaci ani Zadnou prezentaci, dokud
nebudou publikovany vysledky multicentrické
studie. Poskytovatel a ZkouSejici  mohou
publikovat nebo verejné prezentovat vysledky
Studie s dodrzenim vySe uvedenych ustanoveni
bodt 10 (a) a 10 (b) poté, co nastane prvni z téchto
situaci: (i) jsou publikovany  vysledky
multicentrické studie, (ii) Zadavatel oznami, Ze se
tato publikace vysledka multicentrické studie jiz
neplanuje, nebo (iii) uplyne osmnact (18) mesica
od ukonceni Studie ve v3ech zugastnénych
centrech. Tento bod 10.1 zastava v platnosti i po
ukonéeni této Smlouvy.

10.2 Publicita. Poskytovatel
a Zkousejici (coz zahrnuje i jejich zaméstnance,
studenty, lékarsky a odborny personal, zastupce
a predstavitele) se zavazuji, Zze bez predchoziho

pisemného  souhlasu  Zadavatele  nevydaji
anebudou Sifit, ani nedovoli, aby jejich
zaméstnanci,  studenti, lékaisky  a odborny

persondl, zé&stupci nebo piedstavitelé vydali nebo
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regarding the Study, written or oral, to the
communications media or any third party without
the prior written consent of Sponsor. Additionally,
all announcements or publicity concerning the
Study or the Study Drug used in the Study or this
Agreement by Provider or Investigator shall be
approved in advance by Sponsor, such approval not
to be unreasonably withheld. This Section 10.2
survives termination of this Agreement.

11. MISCELLANEOUS

ESTIMATED PERFORMANCE VALUE CZK 842,

DUVERNE

Sitili jakékoli tiskové zpravy nebo prohlaseni
ohledn¢ Studie, at' jiz pisemné nebo Ustné,
sdélovacim prostiedkam nebo jakymkoli tretim
strandm jinak, neZ jak to dovoluje tato Smlouva.
Krom¢ toho musi veSkera ozndmeni nebo
zverejnovani tykajici se Studie nebo Hodnoceného
piipravku pouzivaného ve Studii nebo této
Smlouvy ze strany Poskytovatele nebo
Zkousejiciho predem schvalit Zadavatel s tim, Ze
toto schvaleni nebude neodivodnéné odpirdno.
Tento bod 10.2 zastava v platnosti i po ukonceni
této Smlouvy.

11. RUZNE.

PREDPOKLADANA HODNOTA PLNENI 842 959,34

959.34.

ExpecTeD NuMmBER OF ENROLLED [
BUT ENROLLMENT IS COMPETITIVE.

ExpecTeED DURATION OF THE sTUDY [

111 Relationship of Parties. Provider
and Investigator shall perform services under this
Agreement as independent contractors. Neither
Provider nor Investigator shall be considered an
employee or agent of Sponsor or CRO nor shall this
Agreement constitute, create or in any way be
interpreted as a joint venture, partnership or formal
business organization of any kind. In that respect,
no Party shall have the authority to bind or obligate
another Party. Sponsor and CRO hereby undertake
not to enter into any other agreement with any of
Provider’'s employees in connection with this
Study.

11.2 Use of Name. No Party will use
the name, trademarks, logos, symbols, or other
images of any Party hereto for any marketing,
advertising or public relations purposes without the
prior written consent of the affected Party.

11.3 Parties acknowledge that there will be no
Initiation visit and delivery of Study Drug until
publication of this Agreement in Contract Registry.

11.4 Parties acknowledge that this Agreement will
be published in the Contract Registry in accordance

K¢

PREDPOKLADANY POCET ZARAZENYCH
I - = NABOR JE KOMPETETIVNI

PREDPOKLADANA DOBA TRVANI  STUDIE
111 Vztahy mezi Stranami.

Poskytovatel a ZkouSejici budou sluzby podle této
Smlouvy poskytovat jako nezavisli smluvni
dodavatelé. Poskytovatel ani ZkouSejici nebudou
povazovani za zaméstnance nebo z&stupce
Zadavatele ¢i CRO a tato Smlouva nezakladéa nebo
nevytvaii spoleény podnik, partnerstvi nebo jinou
formalni obchodni spole¢nost jiného typu, ani tak
nebude vykladana. V tomto ohledu nebude mit
Zadna Strana opravnéni vytvaret ¢i prijimat pro
druhou Stranu jakékoli zavazky nebo povinnosti.
Zadavatel a CRO se timto zavazuji, Ze v souvislosti
s touto studii neuzaviou Zadnou jinou smlouvu s
Zadnym zaméstnancem poskytovatele.

11.2 Pouzivani jména. Zadna ze Stran
nebude bez predchoziho pisemného souhlasu druhé
Strany pouZzivat pro Gcéely marketingu, reklamy
nebo prace sverejnosti jeji jméno, ochranné
znamky, loga, symboly ani jina vyobrazeni.

11.3 Smluvni strany berou na védomi, Ze nedojde

iniciaéni navstévé a dodavce hodnoceného
lécivého ptipravku do okamZiku uvetejnéni této
smlouvy v registru smluv.
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with Act No. 340/2015 Coll., on Contract Registry
and publication will be performed by Provider.
Before signing the Agreement, Provider requires to
send the agreed final version of the Agreement in a
machine-redable format with highlighted text,
which Sponsor considers to be a trade secret.
Provider is obliged to obtain the consent of Sponsor
before further changing the final version of the
Agrement beyondthe colored text by the Sponsor.

11.3 Governing Law. This Agreement
shall be governed and interpreted in accordance
with the laws of Czech Republic, without regard to
conflicts of laws principles.

This Agreement is written in English and Czech. In
case of any discrepancies, the Czech version shall
prevail.

In case of any dispute between Parties, which is not
settled amicably within a reasonable time, the
courts of the Czech Republic will have jurisdiction
to resolve such disputes.

114 Severability. In case any one or
more of the provisions contained in this Agreement
is, for any reason, held to be invalid, illegal or
unenforceable in any respect by a court with
competent jurisdiction, such invalidity, illegality or
unenforceability shall not affect the other
provisions of this Agreement, and the Parties shall
promptly negotiate in good faith a valid, lawful and
enforceable provision(s) that is as similar in terms
to the invalid provision as may be possible.

115 Notices. Any notice required or
permitted to be sent under this Agreement shall be
in writing and deemed given (a) upon personal
delivery, (b) upon email, or (c) upon delivery by a
nationally recognized bonded courier, to the
address below:

Provider: / Poskytovatel:

DUVERNE

11.4 Smluvni strany berou na védomi, Ze tato
smlouva bude uvefejnéna v registru smluv v
souladu se zdkonem ¢. 340/2015 Sb., o registru
smluv a uveiejnéni provede Poskytovatel.
Poskytovatel vyZaduje pred podpisem smlouvy
zaslat odsouhlasenou finalni verzi smlouvy ve
strojové ¢itelném formétu s podbarvenym textem,
ktery zadavatel povaZzuje za obchodni tajemstvi.
Poskytovatel je povinen ziskat souhlas zadavatele
pied tim, nez bude kone¢nou verzi smlouvy déale
ménit nad ramec podbarveného textu ze strany
zadavatele.

11.3 Rozhodné pravo. Tato Smlouva
bude ftizena avykladana v souladu se zakony
Ceské republiky, bez ohledu na zasady tykajici se
kolize pravnich norem.

Tato smlouva je vyhotovena v anglickém a ¢eském
jazyce. V pripadé jakychkoliv rozpori méa piednost
verze ¢eska.

V piipadé vzniku sporu mezi smluvnimi stranami,
ktery nebude vyteSen v piimeiené dobé smirem,
budou k ieSeni takovychto spora prislusné soudy
Ceské republiky.

11.4 Oddélitelnost ustanoveni.
V ptipadg, Ze prislusny soud prohlési nékteré nebo
vice ustanoveni této Smlouvy za neplatné,
nezdkonné nebo nevymahatelné z jakéhokoli
davodu, nebude mit takova neplatnost,
nezakonnost nebo nevymahatelnost vliv na ostatni
ustanoveni Smlouvy, a Strany neprodleng, co
mozna nejdiive av dobré vife vyjednaji platné,
zakonné avymahatelné ustanoveni podobné
podminkam takového neplatného ustanoveni.

11.5 Oznémeni. Veskerad ozndmeni
vyZzadovand nebo povolend podle této Smilouvy
museji mit pisemnou formu a budou povaZzovana
za doruc¢end (a) po osobnim doruceni, (b) po
obdrZeni emailu , nebo (c) po doruceni vnitrostatni
uznavanou kuryrni sluzbou s pojisténim zasilek,
a to na niZe uvedenou adresu:

Fakultni nemocnice Hradec Kralové

Pravni odbor

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
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Investigator: / Zkousejici:

Sponsor: / Zadavatel:

with copy to / S kopii:
CRO: / CRO:

2400 Ellis Road, Pod A, Level 4

DUVERNE

Czech Republic/Ceska republika
Telephone: / Telefon: 00420 495 832 881
Attention: / K rukam: DaSi Prokupkové
E-mail: /
dasa.prokupkova@fnhk.cz

Fakultni nemocnice Hradec Krélové
Sokolska 581
500 05 Hradec Kralové — Novy Hradec Kralové
Czech Republic/Ceska republika

E-mail:

Constellation Pharmaceuticals, Inc. /
Constellation Pharmaceuticals, Inc.

215 First St., Suite 200 / 215 First St., Suite 200
Cambridge, MA 02142 / Cambridge, MA 02142,
USA

Attention: Chief Medical Officer / Attention:
Chief Medical Officer

With a copy to the Legal Department at the same
address as above / S kopii pravnimu oddéleni na
stejné adrese

IQVIA Biotech LLC

Durham, NC 27703, USA

Attention: | IEGBK ruam: |

I

11.6 Non-Waiver. The omission, or
delay, by any Party at any time to enforce any right
or remedy reserved to it, or to require performance
of any of the terms, covenants or provisions hereof,
by another Party, shall not be a waiver of any such
right or remedy to which the Party is entitled. Any
waiver by any Party of a breach by another Party of
this Agreement shall not operate or be construed as
a waiver of any subsequent breach by such other
Party.
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11.6 Nevzdani se prav. Opomenuti
nebo opozdéni kterékoli Strany pti prosazovani
jakéhokoli prava nebo napravného prostiedku,
ktery ji ptislusi, nebo pfi vyZadovani dodrZeni
jakékoli podminky, ujednani nebo ustanoveni této
Smlouvy druhou Stranou, at' jiZz k takovému
opomenuti ¢i opoZzdéni dojde kdykoli, nebude
piedstavovat vzdani se takového prava nebo
napravného prostredku, na ktery ma tato Strana
narok. Jakékoli vzdani se prava kteroukoli Stranou
v souvislosti s porusenim této Smlouvy druhou
Stranou nebude pusobit ani nebude vykladano jako
vzdani se prav souvisejicich s jakymkoli dalSim
porusenim Smlouvy touto druhou stranou.
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11.7 Successors and Assigns. Neither
Provider nor Investigator shall assign, subcontract
or otherwise transfer any of its rights or obligations
hereunder, or any part hereof, whether by operation
of law or otherwise, without the prior written
consent of Sponsor. This Agreement inures to the
benefit of and is binding upon the successors and
permitted assigns of the Parties. Any purported
assignment by Provider or Investigator not
consistent with this Section 11.7 is null and void.
Sponsor and/or CRO may assign its rights and
obligations under this Agreement to a third party
only after written notice to Provider.

11.8 Independent Research. Nothing
in this Agreement shall be construed as limiting the
freedom of individuals participating in this work,
whether paid under this Agreement or not, to
engage in similar research made independently
under other grants, contracts or agreements with
parties other than the Sponsor, so long as the
individuals are in compliance with the terms and
conditions of this Agreement.

11.9 Headings. The subject headings
are solely for convenience and shall not be used to
alter or interpret the contents of this Agreement.

11.10 No Implied Rights or Licenses.
The Parties agree that no Party, transfers to the
other Party by operation of this Agreement any
patent right, copyright right, trademark right of any
Party, except as specifically provided in this
Agreement. This Section 11.10 survives
termination of this Agreement.

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

11.12 Entire Agreement;
Amendment; Conflict of Terms. This
Agreement, together with the attached Exhibits,
contains the entire agreement by and between
Provider, Investigator and Sponsor with respect to
the subject matter hereof. No amendment, waiver

DUVERNE

11.7  Pravni néstupci a postupnici. Bez
piedchoziho pisemného souhlasu Zadavatele
nesmi Poskytovatel ani ZkouSejici sva prava
a povinnosti z této Smlouvy ani Zadnou jejich ¢ast
at jiz pravni cestou ani jinym zpuasobem
postupovat nebo prevadét, ani jejich uplatiiovanim
¢i plnénim povéiovat Zadné tieti strany. Tato
Smlouva plati a je zavazna i pro pravni nastupce
a schvélené postupniky Stran. Ptipadné postoupeni
Poskytovatelem ¢i  ZkouSejicim v rozporu s
ustanovenimi tohoto bodu 11.7 je neplatné od
samého pocéatku.

Zadavatel a/nebo CRO muaZe sva prava a
povinnosti z tého Smlouvy postoupit tieti strané jen
po pisemném upozornéni Poskytovateli.

11.8 Nezavisly vyzkum. Nic v této
Smlouvé nebude vykladano jako omezeni svobody
osob podilejicich se na této préci, at’ jiz podle této
Smlouvy dostavaji platby nebo ne, provadét
podobny vyzkum samostatng, vramci jinych
grantid nebo podle jinych smluv ¢i ujednani
s jinymi stranami, neZ je Zadavatel, pokud tyto
osoby budou dodrZovat ustanoveni a podminky
této Smilouvy.

11.9 Nadpisy.  Nadpisy tykajici se
piedmétu ustanoveni slouzi vyhradné praktickym
Gcelim a nijak neméni obsah této Smlouvy, ani
nemaji vliv na jeho vyklad.

11.10 Z&dna piedpokladana prava
nebo opravnéni. Strany se dohodly, Ze Zadna
Strana v rdmci puasobnosti této Smlouvy neptevadi
na druhou Stranu Zadné patentové pravo, autorské
pravo ani pravo kochranné znamce kterékoli
Strany jinak, nez jak je vyslovné stanoveno v této
Smlouvé. Tento bod 11.10 zastava v platnosti i po
ukonéeni této Smlouvy.

11.11 Stejnopisy. Tato Smlouva bude
vyhotovena ve stejnopisech, z nichz kazdy bude

povazovan za origindl avSechny spole¢né
piedstavuji jednu a tutéZ Smlouvu.

11.12 Uplnost  ujednani;  zmény
a dodatky; rozpor mezi ustanovenimi.  Tato

Smlouva vcetné jejich Priloh piedstavuje Uplné
ujednani  mezi Poskytovatelem, ZkouSejicim
a Zadavatelem ohledn¢ predmétu  Smlouvy.
Zmeény, nevymahani dodrzZeni ustanoveni Smlouvy
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or discharge of any provision of this Agreement is
effective against a Party unless that Party has
consented thereto in writing by its authorized
representatives of Provider, Investigator and
Sponsor. In the event of a conflict between the
terms of this Agreement and the terms of the
Protocol, (a) with respect to issues of medicine or
patient safety, the terms of the Protocol govern and
(b) in all other cases, the terms of this Agreement
govern. For the avoidance of doubt, Parties declare
that an Amendment to this Agreement will be
concluded for any amendments to the Agreement
or substantial amendments to the Protocol.

11.13 Force Majeure. Any delays in
performance by a Party under this Agreement shall
not be considered a breach of this Agreement if and
to the extent caused by occurrences beyond the
reasonable control of the Party affected, including
but not limited to acts of God, epidemics,
embargoes, governmental restrictions, strikes or
other concerted acts of workers, fire, earthquake,
flood, explosion, riots, wars, civil disorder,
rebellion or sabotage. The Party suffering the
occurrence shall immediately notify the other Party
as soon as practicable and any time for
performance hereunder is extended by the actual
time of delay caused by the occurrence, so long as
the Party affected by the event uses reasonable
efforts to overcome the delay.

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

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

DUVERNE

nebo jeho zrudeni jsou vaci Strandm G¢inné pouze
v ptipadé, Ze snimi Strany souhlasily pisemné
prostrednictvim opravnénych zéastupcu
Poskytovatele, Zkousejiciho a Zadavatele.
V piipadé rozporu mezi ustanovenimi této
Smlouvy a ustanovenimi Protokolu maji (a)
v lékaiskych  zaleZitostech  nebo  ohledné
bezpec¢nosti  pacientd  pifednost  ustanoveni
Protokolu, (b)ve vSech ostatnich ptipadech
ustanoveni Smlouvy. Pro vylouéeni pochybnosti
strany prohlasuji, Ze pro jakékoliv zmény Smlouvy
nebo podstatné zmény Protokolu bude uzavien
Dodatek ke Smlouve.

11.13 VyS8si moc. Jakékoli zpoZdeni
v pInéni této Smlouvy nékterou ze smluvnich Stran
nebude pokladano za poruSeni této Smlouvy,
pokud bude avrozsahu v jakém bude zavinéno
piic¢inou, ktera je mimo redlnou mozZnost ovlivnéni
danou Stranou, coZ zahrnuje naptiklad zasahy
vys§i moci, epidemii, embarga, vladni omezeni,
stavky nebo jiné organizované akce zaméstnanct,
pozar, zemétieseni, povoden vybuch, vzpoury,
valky, ob¢anské nepokoje, povstani nebo sabotaz.
Strana dotéena takovymi udalostmi bez zbyte¢ného
odkladu aco mozna nejdiive vyrozumi druhou
Stranu a jakékoli Ihata pro uskuteénéni plnéni
podle této Smlouvy bude prodlouzena o skute¢nou
dobu zpoZdéni zpisobeného takovou udalosti,
avSak stim, Ze Strana dotéena takovou udalosti
vynalozZi pfimérené Gsili na odstranéni takového
Zpozdeéni.

11.14 Zamezeni uplaceni  a podvodam.
Poskytovatel a ZkouSejici prohlaSuji, Ze jejich
Usudek ohledné konzultaci a péce o kazdy subjekt
ve Studii nebude nijak ovlivnén odmeénou, kterd
jim bude vyplacena podle této Smlouvy,
a potvrzuji, Ze tato odména nepievySuje béznou
odménu za sluzby, které budou poskytovat, a Zze
jim nejsou vyplaceny zZadné dalSi ¢astky s cilem
piimét je k ndkupu nebo piedepisovani urditych
Ié¢iv, zdravotnickych prostiedkt nebo vyrobka.

Bude-li Zadavatel poskytovat k pouZiti ve Studii
n¢jaké vyrobky nebo polozky zdarma, zavazuji se
Poskytovatel a ZkouSejici, Ze takové vyrobky
a polozky nebudou uctovat zadnym subjektam ve
Studii, pojistovndm, statu ani Z&dnym jinym tietim
stranam.
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Provider and Investigator agree that they will not
bill any Study subject, insurer, or governmental
agency for any visits, services or expenses incurred
during the Study for which they have received
compensation from Sponsor, or which are not part
of the ordinary care they would normally provide
for the Study subject, and that neither Provider nor
Investigator will pay another physician to refer
subjects to the Study.

11.15 Anti-Bribery. Each Party agrees to
comply with all applicable anti-corruption
legislation.  Without limiting the foregoing,
Provider and Investigator acknowledge that
Sponsor is bound by the U.S. Foreign Corrupt
Practices Act 1977 and the Bribery Act 2010 of the
United Kingdom. As such, Sponsor’s employees,
agents, contractors (e.g., Provider and Investigator)
and/or representatives are prohibited from offering,
and Provider and Investigator hereby agree not to
offer, payment (or anything of value) directly or
indirectly to employees or officials of a
government, public international organization or
political party, in order to retain business on behalf
of Sponsor or to secure any improper advantage on
behalf of Sponsor or for the benefit of the Study.

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

Provider and Investigator further represent and
warrant that neither they nor any of their respective
owners, officers, directors, employees, agents, or
consultants, nor any payee under this Agreement,

DUVERNE

Poskytovatel a Zkousejici se zavazuji, Ze nebudou
Zadnym subjektam ve Studii, pojistovndm ani
statnimu Gfadu GO¢tovat ndvstévy, sluzby ani
vydaje, které jim vzniknou v pribéhu Studie a za
néz budou od Zadavatele dostavat Uhradu, nebo
které nebudou soucasti bézné lécby, kterou by
subjektam ve Studii jinak poskytovali, a zavazuji
se také, Ze nebudou jinym lékaram vypléacet Zadnou
odmeénu za doporuceni subjektd do Studie.

11.15 Z&akaz podplaceni. Kazda Strana se
zavazuje dodrzovat vsechny prislusné
protikorupéni pravni predpisy. AniZ by tim bylo
omezeno piedchozi ustanoveni, Poskytovatel
a Zkousejici berou na védomi, Ze Zadavatel je
vazan ustanovenimi Zakona USA o zakazu
korup¢nich praktik v zahranic¢i zr. 1977 a zdkona
Spojeného krélovstvi o zadkazu uplaceni z r. 2010.
Zamgéstnanci, zastupci, smluvni dodavatelé (napt.
Poskytovatel a ZkouSejici) a/nebo predstavitelé
Zadavatele proto nesmgji zaméstnancim nebo
piedstavitelam statnich Uradd, veiejnopravnich
mezinarodnich organizaci nebo politickych stran
piimo ani nepfimo nabizet Zadnou Uplatu ani jiné
hodnotné plnéni s cilem udrzet obchodni prileZitost
pro Zadavatele nebo pro né& nebo ve prospéch
Studie ziskat neopravnénou vyhodu,
a Poskytovatel a Zkousejici se zavazuji, Zze Zadnou
takovou Uplatu ani jiné hodnotné plnéni nabizet
nebudou.

Poskytovatel a ZkouSejici potvrzuji, Ze d&astky
vyplacené podle této Smlouvy piedstavuji
piiméienou odménu za sluzby poskytované
Zdravotnickym zarizenim a Zkousejicim.
Poskytovatel a Zkousejici prohladuji a zarucuji se,
Ze platby nebo hodnotné pInéni, které obdrzi podle
této Smlouvy nebo v souvislosti s ni, neovlivni
rozhodnuti, které Poskytovatel, ZkouSejici nebo
jejich vlastnici, vedouci pracovnici, ¢lenové
statutarniho  organu, zaméstnanci, zastupci,
konzultanti nebo kterykoli piijemce plateb podle
této Smlouvy miZe ¢init ve svém postaveni uredni
osoby ¢i v jiném postaveni, aby tim Zadavateli
pomohli ziskat né&jakou neopravnénou vyhodu
nebo ziskat ¢i udrZet si obchodni prilezZitost.

Poskytovatel — a ZkouSejici  dale  prohladuji
a zarucuji se, Ze oni sami ani jejich vlastnici,
vedouci pracovnici, ¢lenové jejich statutarniho
organu, zaméstnanci, zastupci, konzultanti nebo
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will, in order to assist Sponsor to secure an
improper advantage or obtain or retain business,
directly or indirectly pay, offer or promise to pay,
or give any items of value to any person or entity
for purposes of (i) influencing any act or decision;
(if) inducing such person or entity to do or omit to
do any act in violation of their lawful duty; (iii)
securing any improper advantage; or (iv) inducing
such person or entity to use influence with the
government or instrumentality thereof to affect or
influence any act or decision of the government or
instrumentality.

In addition to other rights or remedies under this
Agreement or at law, Sponsor may terminate this
Agreement if Provider or Investigator breaches any
of the representations or warranties contained in
this Section 11.15 or if Sponsor learns that
improper payments are being or have been made to
or by Provider or Investigator or any individual or
entity acting on its or their behalf.

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

DUVERNE

kterykoli ptijemce plateb podle této Smlouvy
nebudou ve snaze pomoci Zadavateli ziskat
neopradvnénou vyhodu nebo ziskat ¢i si udrZet
obchodni prileZitost ptimo ani nepiimo vyplacet
Zadné c¢astky, nabizet nebo slibovat jejich
vyplaceni ani poskytovat Zadné jiné hodnotné
pInéni Zadné fyzické ani pravnické osobg, aby (i)
ovlivnili néjaky ukon ¢&i rozhodnuti, (ii) ptiméli
takovou fyzickou ¢i pravnickou osobu uginit, nebo
naopak neucinit n¢jaky tkon atim porusit jejich
zdkonnou povinnost, (iii) ziskali neopravnénou
vyhodu nebo (iv) piiméli takovou fyzickou ¢i
pravnickou osobu, aby vyuZila svého vlivu na
organy statni spravy nebo mistni samospravy a tim
ovlivnila jejich jednani nebo rozhodnuti.

Krom¢ dalSich prav a prostredki népravy, které
Zadavateli prislusi podle této Smlouvy nebo ze
zakona, je Zadavatel opravnén vypovédét tuto
Smlouvu, jestlize Poskytovatel nebo ZkouSejici
porusi kterékoli ze svych prohlaseni nebo ujisteni
uvedenych vtomto bodé 11.15 nebo jestlize se
Zadavatel dozvi, Ze Poskytovatel, ZkouSejici nebo
jind fyzicka ¢i pravnickd osoba jednajici jejich
jménem vyplaceji nebo vyplatily né&jakou
neopravnénou ¢astku, nebo Ze néjaka neopravnéna
¢astka je ¢i byla vyplacena jim.

11.16 KaZda Strana prohlaSuje a zarucuje se, Ze
je opravnéna azmocnéna uzaviit tuto Smlouvu
a plnit zavazky z ni, aniZz by tim byla v rozporu
s platnymi  zdkony, natizenimi nebo jinou
smlouvou, které jsou pro ni z&vazné, nebo se
dopustila jejich neplnéni ¢i poruseni. Kazda Strana
prohlaSuje a zarucuje se, Ze tuto Smlouvu uzaviela
fadné a zakonnym zptisobem a Ze tato Smlouva pro
ni predstavuje pravné platny a zvazny zavazek,
ktery je vynutitelny vsouladu s podminkami
Smlouvy.
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IN WITNESS WHEREOF the Parties hereto have NA DUKAz TOHO byla tato Smlouva v nize
executed this Agreement by their respective duly uvedené dny podepsana Stranami prostiednictvim
authorized signatories on the dates specified below jejich t&dné opravnénych zastupct a vstupuje
to take effect on and as of the Effective Date. v platnost a nabyva G¢innosti ke Dni Géinnosti:

PROVIDER / POSKYTOVATEL

By: / Podepsal(a):

Print Name: / Jméno halkovym pismem: prof.
MUDr./M.D. Vladimir Pali¢ka, CSc., Hon.
Causa/dr. h. c.

Title: / Funkce: director/feditel

Date: / Datum; 1. 11.2021

INVESTIGATOR / ZKOUSEJICI

By: / Podepsal(a):

Print Name: / Jméno halkovym pismem: | EEGEGzG
Date: / Datum: 1. 11. 2021

SPONSOR /ZADAVATEL

By: / Podepsal(a):

Print Name: / Jméno halkovym pismem:

Title: / Funkce:

Date: / Datum: 26. 10. 2021
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EXHIBIT A
BUDGET AND PAYMENT SCHEDULE

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

Sponsor: Constellation Pharmaceuticals, Inc.
Protocol Number: CP1 0610-04

Protocol Version: 2 dated 14 September 2020
Country: Czech Republic

Currency: Kc

Site: 4201, Faculty Hospital Hradec Kralove

DUVERNE

PRILOHA A
ROZPOCET A PREHLED PLATEB

Za provadéni Klinického hodnoceni
Poskytovatelem a ZkouSejicim bude Zadavatel
(pfimo nebo prostiednictvim povérené osoby)
vyplacet Poskytovateli odménu podle tohoto
piehledu plateb (bez DPH). Smluvni strany se
dohodly, Ze platby budou vyplaceny Poskytovateli
jakoZzto prijemci plateb (dale ,,Piijemce plateb®).
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Archiving fee according to requested archiving period (invoicing after CTA signature)
Administrative startup fee (invoicing after CTA
signature)/Administrativni zahajovaci poplatek (fakturovan po
podpisu smlouvy)

Fee for clinical trial agreement (CTA) negotiation (invoicing after
CTA signature)/ Poplatek za vyjednani smlouvy pro klinické
hodnoceni (CTA) (fakturovan po podpisu smlouvy)

Fee for CTA amendment negotiation (invoicing after amendment
signature)/Poplatek za projednani dodatku ke smlouvé
(fakturovan po podpisu dodatku)

Archiving fee according to requested archiving period (invoicing
after CTA signature) CZK XXX/year/Poplatek za archivaci podle
pozadavku na archivacni dobu (fakturovan po podpisu smlouvy)

Phramacy Start-up fee (one-time payment) (invoicing after CTA
signature)/IniciaCni Poplatek lékarné (jednorazovy poplatek)
(fakturovan po podpisu smlouvy)

Pharmacy Storage and handling fee (monthly)/Poplatek lékarné
za uskladnéni a manipulaci (mésicné)

Actual
Local IRB / Lokalni Etické komise Costs/Stutecné
naklady

Invoiceable Visits

Screen failure (up to a maximum of 3)- based on completed procedures at the rate
noted in the per patient budget above and in the Invoiceable procedures table
below/Pacienti, ktefi neprojdou vstupnimi vySetfenimi (maximalné 3) - na zakladé
provedenych dkon{ ve vy3e uvedenych sazbach za pacienta a v nize uvedené tabulce
fakturovatelnych tkon(

Unscheduled Visit - Based on completed procedures at the rate noted in the per
patient budget above and in the Invoiceable procedures table below/Neplanovana
navstéva - na zékladé provedenych tkonl ve vyse uvedenych sazbach za pacienta a v
nize uvedené tabulce fakturovatelnych tkond

Patient Travel- Invoiceable in the amount of -per visit. Long-distance or high-
cost travel requires prior written approval by Sponsor./Cestovni naklady pacientd —
fakturovatelné ve vyéi-za navstévu. Naklady pfi cestach na dlouhou vzdalenost
nebo cesty s vysokymi naklady museji byt pfedem pisemné schvaleny zadavatelem.

Telemedicine visit, if applicable, to be invoiced based on Unit Cost (OH
the Site Personnel attending the telemedicine visit with |included)/Jednot

the patient/PFipadna telemedicinska navstéva bude kové naklady
fakturovana podle zaméstnanci centra, ktefi ji budou u (Rezijni naklady
pacienta provadét zahrnuty)

Telemedicine Fee/Poplatek za telemedicinu

Study Coordinator Telemedicine Fee/Poplatek koordinatora
klinického hodnoceni za telemedicinu

Nurse Telemedicine Fee/Poplatek zdravotni sestry za
telemedicinu

Physician Telemedicine Fee/Poplatek |ékafe za telemedicinu
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Invoiceable Procedures/Fakturovatelné ukony

Serum Pregnancy Test (WOCBP only)/Téhotensky test ze séra
(pouze WOCBP)

Urine Pregnancy Test (WOCBP only)/Téhotensky test z moci
(pouze WOCBP)

Telephone Call to Subject for Safety Follow-Up Visit/Telefonat
pacientovi v ramci kontrolni navstévy ke sledovani bezpecnosti

Skin test, tuberculosis (TB); intradermal, Mantoux screening test,
Tuberculin Sensitivity Test, Pirquet test, PPD test for Purified
Protein Derivative/KoZni test, tuberkuléza (TBC); intradermalni,
test Mantoux, test citlivosti na tuberkulin, test Pirquet, PPD test
na Cistény proteinovy derivat

(Repeat) Potassium/(Opakovany) draslik

HIV-1 and HIV-2/HIV-1 a HIV-2

Hepatitis B and C/Hepatitida B a C

Simple Pharmacy Dispensing (ondansetron/a comparable
antiemetic if applicable)/Jednoduchy vydej v Iékarné
(ondansetron/pfipadné srovnatelné antiemetikum)

Scans/Snimkovani

Computerized axial tomography, abdomen, abdominal (Cat
Scan) (CT Scan); without contrast material/Pocitacova axialni
tomografie, bficho, snimkovani bficha (snimkovani Cat) (CT);
bez kontrastni latky

Interpretation per Protocol use of formula (if applicable) and
Report; Computerized axial tomography, abdomen, abdominal
(Cat Scan) (CT Scan); without contrast material/Interpretace
uzivani pripravku ve slozeni podle protokolu (v pfipadé potieby)
a zprava; PocitaCova axialni tomografie, bficho, snimkovani
bficha (snimkovani Cat) (CT); bez kontrastni latky

Magnetic resonance imaging, abdomen, abdominal (MRI);
without contrast material(s) (eg, proton)/Magneticka rezonance,
bFicho, snimkovani bficha (MR); bez kontrastni latky (latek)
(napf. protonova)

Interpretation per Protocol use of formula (if applicable) and
Report; Magnetic resonance imaging, abdomen, abdominal
(MRI); without contrast material(s) (eg, proton)/Interpretace
uzivani pfipravku ve slozeni podle protokolu (v pfipadé potfeby)
a zprava; magneticka rezonance, bficho, snimkovani bficha
(MR); bez kontrastni latky (latek) (napf. protonové)

2013 IWG-MRT Response Criteria/Kritéria odpovédi podle IWG-
MRT 2013

Biopsy Procedures/Ukony provadéné pfi biopsii

Bone Marrow Biopsy; by trocar or needle/Biopsie kostni dfené
trokarem nebo jehlou

Local Pathology for Bone Marrow Biopsy/Mistni patologie za
biopsii kostni difené

Biopsy; Staining and preparation of the slides including shipping
and handling/Biopsie; barveni a pFiprava fez@ véetné odesilani a
manipulace
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At C1D1 if more than 72 hours after screening (physical exam and
laboratory assessments) and Conditional/Repeat/Unscheduled
Procedures/Na navstéveé 1. den cyklu 1, pokud se uskute€ni pozdé&ji nez 72
hodin po vstupni navstévé (fyzikalni vysetfeni a laboratorni vysetfeni) a
ukony provadéné podle potifeby/opakované ukony/neplanované ukony

Full Follow-Up Physical Exam at C1D1 (includes weight,
palpation, and one instance of vital signs)/Uplné nasledné
fyzikalni vysetfeni na navstévé 1. den cyklu 1 (soudasti je vazeni,
vySetfeni pohmatem a jedno méfeni zakladnich Zivotnich funkci)

Electrocardiogram, routine ECG (EKG) with at least 12 leads, 12
lead ECG, 12-lead ECG: Includes tracing, interpretation and
report/Elektrokardiogram, bézny EKG, s nejméné 12 svody,
12svodovy EKG: zahrnuje zdznam, interpetaci a zpravu

Hematology/Hematologie

Clinical Chemistry (includes: total bilirubin, calcium, carbon
dioxide (bicarbonate), chloride, creatinine, glucose, alkaline
phosphatase, potassium, sodium, transferase, alanine amino
(ALT) (SGPT, Transferase, aspartate amino (AST) (SGOT), Urea
Nitrogen (BUN)/Klinicky biochemicky rozbor (soucasti je: celkovy
bilirubin, vapnik, oxid uhlic¢ity (bikarbonat), chlorid, kreatinin,
glukéza, alkalicka fosfataza, draslik, sodik, transferaza,
alaninaminotransferaza (ALT) (SGPT), transferaza,
aspartataminotransferaza (AST) (SGOT), mocovinovy dusik v krvi
(BUN)

Direct Bilirubin/Pfimy bilirubin

Fasting Glucose/Glukéza nala¢no

Lactate dehydrogenase (LD) (LDH)/Laktat dehydrogenaza (LD)
(LDH)

Uric Acid/Kyselina mocova

Phosphorus/Fosfor

Erythropoietin (EPO)/Erytropoetin (EPO)

C-reactive protein (CRP)/C-reaktivni protein (CRP)

Iron (Fe)/Zelezo (Fe)

Iron binding capacity (IBC) (TIBC)/Vazebna kapacita zeleza
(1BC) (TIBC)

Ferritin/Ferritin

Transferrin/Transferin

Prothrombin time (PT)/Protrombinovy ¢as (PT)

Thromboplastin time, partial (PTT) (aPTT)/Tromboplastinovy
Cas, parcialni (PTT) (aPTT)
HBalC/HBalC

Lipid Panel I: Includes Total Cholesterol, Lipoprotein, high
density cholesterol (HDL cholesterol), and Triglycerides/Lipidovy
panel I: Soudasti je celkovy cholesterol, lipoprotein,
vysokodenzitni cholesterol (HDL-cholesterol) a triglyceridy

Lipoprotein; low density cholesterol (LDL)/Lipoprotein;
nizkodenzitni cholesterol (LDL)

(Local Lab) Tuberculosis test, cell mediated immunity
measurement of gamma interferon antigen response (e.g. QFTB:
QuantiFeron-TB Gold test) (per local regulations)/(Mistni
laborator) Test na tuberkulézu, bunécné zprostfedkovana
imunita, méreni odpovédi interferonu gama na antigen (napr.
QFTB: test QuantiFERON-TB Gold) (podle mistnich pfedpis®)

Complex Blood Draw (includes PK and Biomarkers [includes
mutant allele burden and circulating analytes at C17D1])/Odbér
krve na komplexni vySetfeni (zahrnuje FK a biomarkery [soucasti
jsou zatéz mutantnimi alelami a cirkulujici analyty na navstéve 1.
den cyklu 17])

Complex Shipping/Handling to Central Lab for Analysis/Slozita
manipulace/odeslani do centralni laboratore k analyze

MFESAF v4.0/MFSAF v4.0

PGIC (1 Question)/PGIC (1 otazka)

EQ-5D/EQ-5D
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1. All budget amounts herein are noted in Czech 1.
crowns (CZK) and are inclusive of 21%
overhead, where applicable. Payments will be
calculated every three months (3) based upon
completion of all electronic case report forms
and resolution of all queries/data corrections
for the particular visit. All payments will be
made in Czech crown within forty-five (45)
days from issue an invoice. Sponsor will hold
10% of all payments due (not including
invoiceable items) until completion of the
Study at the Provider. Sponsor will pay any
open balance in a final payment to payee when
(@) all required Subject visits have been
completed, (b) Provider or Investigator has
submitted all duly completed electronic case
report forms to Sponsor or CRO, (c) all data
clarification queries have been resolved to
Sponsor’s satisfaction, (d) the Study close-out
visit has been completed (if applicable), (e)
Sponsor or CRO has verified that all required
regulatory documentation is complete, and (f)
Provider or Investigator have returned all
required equipment, study products and other
material to Sponsor or CRO.

2. If Sponsor has overpaid Provider, Sponsor may 2.
deduct the amount of such overpayment from
its next payment to Provider. Otherwise,
Provider will refund any overpayment within
thirty (30) days of receipt of a refund request.

4. Provider will be reimbursed via separate 4.
invoice to include visit, visit date and patient
number for procedures required per the
Protocol and not reimbursable by insurance at
the rates mentioned above:

5. For those assessments performed per Protocol, 5.
and not reimbursable by insurance, Sponsor
will reimburse Provider for the reasonable
expenses associated with performing these
tests. Payment will be made upon receipt of

DUVERNE

VeSkeré ¢astky uvedené vrozpoctu jsou
v ¢eskych korunach (K¢) a zahrnuji veskeré
piipadné rezijni naklady ve vysi 21 %. Céstky
odmeény budou pocitany vZdy za tii (3) mésice
na zékladé vsech vyplnénych elektronickych
formulart zadznamu subjektt hodnoceni a po
vyieSeni pripadnych dotazi a oprav Udajt ke
konkrétni navsteveé. VesSkeré c¢astky budou
hrazeny v ¢eskych korunéch do ctyticeti péti
(45) dni od vystaveni faktury. Zadavatel si ze
splatnych ¢astek (s vyjimkou
fakturovatelnych polozek) ponecha 10 9%,
které vyplati po dokonceni Klinického
hodnoceni u  Poskytovatele.  Piipadny
nevypoiddany zastatek vyplati Zadavatel
Ptijemci plateb v zavére¢né uhradg, jakmile
(@) probéhnou vSechny poZzadované navstévy
Subjektt, (b) Poskytovatel nebo ZkouSejici
piedlozi Zadavateli nebo CRO té&dn¢
vyplnéné vsechny elektronické formuléaie
zdznamu subjektd hodnoceni, (c¢) budou
k Zadavatelové  spokojenosti  vyreSeny
vSechny dotazy, (d) probéhne piipadna
ukonéovaci navstéva, (e) Zadavatel nebo
CRO potvrdi Uplnost dokumentace pro
kontrolni urady a (f) Poskytovatel nebo
Zkousejici vrati Zadavateli nebo CRO
veSkeré pozadované vybaveni, hodnocené
piipravky a dalsi materialy.

V piipadé preplatku bude moci Zadavatel
¢astku preplatku odecist z dalSi plathy
Poskytovateli.  Jinak  bude  pieplatek
Poskytovatelem vracen do tficeti (30) dnu po
obdrZeni zadosti o vraceni preplatku.

Poskytovateli bude na zékladé samostatné
faktury, kter4& musi obsahovat navstévu,
datum navstévy a ¢islo pacienta, vyplacena
odména za Ukony poZadované podle
Protokolu anehrazené ze zdravotniho
pojisténi podle sazeb uvedenych vyse

V pripadé vySetteni provadénych podle
Protokolu a nehrazenych ze zdravotniho
pojisténi bude Zadavatel hradit Poskytovateli
piiméiené vydaje souvisejici s provedenim
takovych vy3etieni. Platba bude provadéna po
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invoice, and receipt of documentation of
test(s) performed.

No other additional funding requests will be
considered without the prior written consent of
Sponsor.

Please submit invoices, along with any inquiries
relating to payments for this Study to the following
with reference to the Protocol Number and
Investigator and/or Provider name on the Invoice:

Preferred electronically:
SitePayments.biotech@igvia.com

Or via mail at;

IQVIA Biotech

Attn: Site payments

2400 Ellis Road, Pod A, Level 4
Durham, NC 27703 USA

Tel: 919-484-1921

Fax: 919-484-7727

Invoices will be issued to:
Constellation Pharmaceuticals, Inc
First St., Ste. 200

Cambridge, MA 02142

USA

VAT/TAX Number 26-1741721

If there is a change in invoicing data or
VAT number, Sponsor is obliged to
immediately inform Provider in writing
(DaSa Prokipkova — Legal Department
and Ing. Jitka HaleSova — OFA).

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

DUVERNE

doruceni faktury a podkladt k provedenému
vySetieni (provedenym vySetrenim).

Bez piedchoziho pisemného souhlasu Zadavatele
nebudou schvalovany Zadné dalSi Zadosti
o finanéni prostiedky.

Faktury a piipadné dotazy k platbdm v Klinickém
hodnoceni posilejte na nize uvedené adresy. Na
fakturach uvadgjte ¢islo  protokolu ajméno
Zkousejiciho a/nebo Poskytovatele:

Pokud mozno elektronicky:
SitePayments.biotech@iqvia.com

Nebo postou na adresu:

IQVIA Biotech

K rukam: Site Payments

2400 Ellis Road, Pod A, Level 4
Durham, NC 27703, USA

Tel.: +1 919 484 1921

Fax: +1 919 484 7727

Faktury budou vystaveny na adresu:
Constellation Pharmaceuticals, Inc
First St., Ste. 200

Cambridge, MA 02142

USA

VAT/TAX Number 26-1741721

Pokud dojde ke zméné faktura¢nich udajt nebo
DIC, je Zadavatel povinen neprodleng pisemng
informovat Poskytovatele (DaSa Prokapkova —
pravni odbor a Ing. Jitka HaleSova — OFA).

Platby: VSechny platby budou hrazeny tomuto
Ptijemci plateb:

Payee Name/ Nazev/jméno Piijemce plateb:

Fakultni nemocnice Hradec Kralové

Payee Address/ Adresa Piijemce plateb:

Sokolskéa 581, 500 05 H[adec Kralové — Novy
Hradec Krélové, Ceskéa republika

Payee Contact Name/ Kontaktni osoba Piijemce
plateb:

M.A./Ing. Jitka HaleSova

Payee Phone No./ Telefon Ptijemce plateb:

+420 495 833 827
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Payee Email Address/ E-mailova adresa
Prijemce plateb:

jitka.halesova@fnhk.cz

Bank Account Number/ Cislo bankovniho G&tu:

24639511/0710

Account Name (if different than Payee Name)/
Nazev G¢tu (lisi-li se od jména Prijemce plateb):

N/A

Bank Name/ Nazev banky:

Ceska narodni banka

Bank Address/ Adresa banky:

Na Prikopé 28, 115 03 Praha 1

IBAN Number/ Cislo IBAN:

CZ23 0710 0000 0000 2463 9511

SWIFT Code/ Kod SWIFT:

CNBACZPP

Variable symbol/ Variabilni symbol:

invoice number/ ¢&islo faktury

Senders Reference/ Oznaceni platby
odesilatelem:

Protocol Number(¢islo protokolu

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

Rider A

Investigator will comply with the policies and
procedures of the organization(s) with which
Investigator is affiliated, including any applicable
financial policies. Investigator will notify CRO
and Sponsor promptly of any conflict between the
terms of this Agreement and any such policy or
procedure, and the parties will attempt to reach an
appropriate accommodation.

Pripadnou zmenu Udajiz 0 bankovnim spojeni je
Prijemce plateb povinen pisemné ozndmit CRO.
Smluvni strany se dohodly, Ze pokud se zmeéna bude
tykat pouze bankovnich (daji Prijemce plateb,
které vSak nepusobi zmenu v subjektu Prijemce
plateb / Nazvu bankovniho Uctu nebo zmeénu stéatu,
v némz je bankovni Ucet zrizen, nebude zapotiebi
vypracovavat jakykoli dalSi dodatek.

Dodatkova klauzule A

ZkouSejici bude dodrzovat zésady a postupy
organizace (organizaci), s niz (s nimiz) je spojen,
véetné pripadnych platnych finanénich smeérnic.
Orozporu mezi ustanovenimi této Smlouvy
a takovymi zasadami nebo postupy je Zkousejici
povinen neprodlené informovat CRO a Zadavatele
astrany se pokusi dohodnout na piiméieném
kompromisu.
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