SMLOUVA O KLINICKEM
HODNOCENI

Smlouva o Kklinickém hodnoceni (,,smlouva®) je
uzaviena k datu posledniho podpisu tohoto dokumentu
(,,datum ucinnosti) mezi Fakultni nemocnici Hradec
Kralové, se sidlem Sokolska 581, PSC 500 05 Hradec
Kralové — Novy Hradec Kralové, Ceskd republika,
Identifikacni ¢islo: 00179906, Danové identifikacni
¢islo:  CZ00179906, zastoupenou prof. MUDr.
Vladimirem Pali¢kou, CSc., dr. h. c., Tfeditelem
(,,poskytovatel”) a spolecnosti Array BioPharma Inc.,
delawarskouobchodni spole¢nosti s hlavnim mistem
podnikani na adrese 3200 Walnut Street, Boulder, CO
80301, United States (,,zadavatel“) zastoupena
spolecnosti Array Biopharma Ltd.,, 21 Holbom
Viaduct, EC1A 2DY London, Spojené kralovstvi, jako
zastupcem pro EU, a [N
adresou Fakultni nemocnice Hradec Kralové, Sokolska
581, Hradec Krélové — Novy Hradec Kralové, 500 05,
Ceska republika (,zkousejici) ve spojeni s klinickou
zkouskou provadénou shodné se studii ARRAY-818-
302, ,,Multicentrickd randomizovana nezaslepena studie
faze 3 se 3-mi rameny hodnotici encorafenib +
cetuximab s nebo bez binemetinibu ve srovnani s

irinotecanem/cetuximabem nebo infuznim 5-
fluorouracilem (5-FU)/kyselinou listovou
(FA)/irinotecanem (FOLFIRI)/cetuximabem s

bezpecnostni tivodni fazi za pouziti encorafenibu +
binimetinibu + cetuximabu u pacientd s metastatickym
kolorektalnim karcinomem s mutaci BRAF V600E”
(,,protokol”) (,.klinické hodnoceni*), ¢islo Eudra CT -
2015-005805-35. Klinické hodnoceni budou provadéno
pod pifimym dozorem zkouSejictho v  misté
poskytovatele na Klinice onkologie a radioterapie,
Sokolska 581, Hradec Kralové — Novy Hradec Kralove,
500 05, Ceska republika (,,misto klinického hodnoceni
“). Klinické hodnoceni bude provadeno s lékem (léky)
Encorafenib a Binimetinib, jez byly zkouméany ve studii
zadavatele, (kazdy jednotlivé i spoleéné¢ jako
,.hodnocenylé€ivy pripravek‘). Zadavatel, poskytovatel
a zkousejici budou vtéto smlouvé dale jednotlive
oznacovani jako ,,strana“ a spole¢n¢ jako ,,strany“.

Strany se dohodly na nasledujicim:

1. ZAVAZKY K PROVADENI KLINICKEHO
HODNOCENI{

1.1. Kompenzace. Zadavatel zaplati pfijemci platby,
tedy poskytovateli, podle ustanoveni obsazenych v
oddile Platebni podminky a rozpocet v Piloze A této
smlouvy, na kterou se zde odkazuje. Zkousejici a
veskeré spolupracujici osoby poskytovatele, které se
bude podilet na klinickém hodnoceni (,studijni
personal), bude za praci provadénou v ramci
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CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement”) is
entered into as of the date of last signature hereto (the
“Effective Date”) by and between Fakultni nemocnice
Hradec Kralové, Sokolska 581, Hradec Kralové — Novy
Hradec Kralové, Zip Code 500 05, Czech Republic,
Identification number: 00179906, Tax identification
number: CZ00179906, represented by prof. MUDr.
Vladimir Palicka, CSc., dr. h. c., Director (the
“Provider”) and Array Biopharma Ltd., 21 Holbom
Viaduct, EC1A 2DY London, United Kingdom, acting
as legal representative in the European Union for the
Trial on behalf of Array BioPharma Inc., a Delaware
corporation with its principal place of business at 3200
Walnut Street, Boulder, CO 80301, United States (the
“Sponsor”), and I EEGNGEGGE vith an address
at Fakultni nemocnice Hradec Kralové, Sokolska 581,
Hradec Kralové — Novy Hradec Kralové, Zip Code 500
05, Czech Republic (the “Investigator”) in connection
with a clinical trial conducted pursuant to ARRAY-818-
302, “A Multicenter, Randomized, Open-label, 3-Arm
Phase 3 Study of Encorafenib + Cetuximab Plus or
Minus Binimetinib vs. Irinotecan/Cetuximab or
Infusional ~ 5-Fluorouracil  (5-FU)/Folinic = Acid
(FA)/Trinotecan (FOLFIRI)/Cetuximab with a Safety
Lead-in of Encorafenib + Binimetinib + Cetuximab in
Patients with BRAF V600E-mutant Metastatic
Colorectal Cancer” (the “Protocol”) (the “Trial”),
EUDRA CT no. 2015-005805-35. The Trial will be
conducted under the immediate supervision of the
Investigator at Provider’s Oncology and Radiotherapy
clinic, Sokolska 581, Hradec Kralové — Novy Hradec
Kralové, Zip Code 500 05, Czech Republic location (the
“Trial Site”). The Trial will be conducted using
Sponsor’s study drug(s), Encorafenib and Binimetinib
(each individually, and collectively together the “Trial
Drug”). Hereafter, Sponsor, Provider, and Investigator
are sometimes referred to individually as “Party” or
collectively as the “Parties.”

The Parties agree as follows:

1. OBLIGATIONS FOR THE CONDUCT OF THE
TRIAL

1.1. Compensation. Sponsor will pay the Provider’s
payee as set forth in the Payment Terms and Budget
attached hereto as Exhibit A and incorporated
herein by reference. The Investigator and all other
personnel of Provider who are involved in the Trial
(“Trial Personnel”) will be compensated by the
Provider for work done on the Trial, and will not be
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klinického hodnoceni placen poskytovatelem a

nebude za tuto praci pfimo placen zadavatelem.

6] Strany souhlasi s tim, Ze kompenzace
hrazena podle této smlouvy je spravedlivou trzni
hodnotou vykonu aktivit spojenych s klinickym

hodnocenim, jez budou provadény na zaklade
této smlouvy.

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

(ii1) Poskytovatel nebude vyzadovat ani
akceptovat kompenzaci za jakykoli material nebo
sluzbu ve spojitosti s klinickym hodnocenim,
které poskytl nebo zaplatil zadavatel, od subjektti
klinického hodnoceni nebo platcti tretich stran,
vcetné jakékoli statni instituce nebo pojistovny.

(iv) Poskytovatel a zkouSejici prohlasuji a
zarucuji, ze budou klinické hodnoceni provadét v
plném souladu s prisluSnymi zadkony, ptedpisy,
nafizenimi a smérnicemi tykajicimi se fakturace
za lékafskou péci, pojistného plnéni a proplaceni
vydajt. Poskytovatel prohlasuje, ze nese vyhradni
zodpovédnost za uréeni, zda je vhodné uhradit
platcim polozky a sluzby poskytnuté subjektim
klinického hodnoceni, a nese vyhradni
odpovédnost za ziskani ptedchoziho souhlasu
platcti pedtim, nez jim vyactuje polozky a sluzby
poskytnuté subjektim klinického hodnoceni.

1.2. Provadéni klinického hodnoceni.

(1) Poskytovatel a zkousejici provedou klinické
hodnoceni na mist€¢ klinického hodnoceni v
piisné shodé s: (i) protokolem; (ii) zavazky
poskytovatele a zkousejiciho podle této smlouvy;
(iii); (iv) vSemi pfislusnymi zakony, piedpisy,
nafizenimi a smérnicemi, v¢etné, a bez omezeni,
prislusnych smérnic Evropské unie tykajicich se
provadéni klinickych klinickéhohodnoceni na
lidech a ochrany osobnich udaji (95/46/ES); (v)
mezinarodni konferenci o harmonizaci
harmonizovanych smérnic tripartity pro spravnou
klinickou praxi (,JCH-GCP®), vcetn¢, bez
omezeni, GCP (ICH-E6), fizenim klinickych
udaji o bezpecnosti (ICH-E2A) a obecnymi
uvahami o klinickém hodnoceni (ICH-ES); (vi)
obecné piijimanymi standardy vykont 1ékarské
profese a (vii) se vSemi dal§imi pfisluSnymi
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directly compensated by Sponsor for such work.

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

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

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

(iv) Provider and Investigator represent
and warrant that it/he/she will conduct the Trial
in full compliance with all applicable healthcare
billing, coverage and reimbursement laws, rules,
regulations, and guidance. The Provider
acknowledges that it has the sole responsibility to
determine whether it is appropriate to bill payers
for items and services provided to Trial subjects,
and that it is solely responsible for obtaining any
necessary prior approvals from payers before
billing payers for items and services provided to
Trial subjects.

1.2. Trial Conduct.

1) Provider and Investigator will conduct
the Trial at the Trial Site in strict compliance
with (i) the Protocol; (ii) the obligations of
Provider and Investigator under this Agreement;
(iii) (iv) all applicable laws, rules, regulations
and guidance, including, without limitation, the
applicable directives of the European Union,
including those related to the conduct of human
clinical trials and the protection of personal data
(95/46/EEC); (v) the International Conference on
Harmonisation Harmonised Tripartite Guidelines
for Good Clinical Practice (“ICH-GCP”),
including, without limitation, GCP (ICH-E6),
clinical safety data management (ICH-E2A) and
general considerations for clinical trials (ICH-
EB); (vi) generally accepted treatment standards
of the medical profession, and (vii) all other
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zékony, piedpisy a nafizenimi Ceské republiky,
veetn€, bez omezeni, zdkona o 1éCivech (.
378/2007 Sb.) zakona o zdravotnich sluzbach (¢.
372/2011 Sb.), zakona o ochrané osobnich udajti
(¢. 101/2000 Sb.), , zakona o registru (C.
340/2015 Sb.), a vyhlasky o spravné klinické

praxi €. 226/2008 Sb.) (vSe vySe uvedené se
oznacuje jako ,prislu$né zakony*),

(ii) Poskytovatel ani zkouSejici se nebudou
odchylovat od protokolu bez piedchoziho
pisemného souhlasu zadavatele, neni-li odchylka
z  hlediska dobrého lékarského usudku
zkousejiciho nezbytna z divodu ochrany subjekt
klinického hodnoceni v dusledku pohotovostni
nebo urgentni I1ékaiské situace. V ptipade
odchylky od protokolu zkousejici tuto odchylku
zaznamend do protokolu odchylek (s uvedenim
data a divodu) abude informovat zastupce
zadavatele pii navstévé mista, a pfi velké
odchylce (naptf. zafazeni subjektu klinického
hodnoceni nespliiujici vSechna kritéria zaiazeni
nebo 1écba mimo parametry uvedené v
protokolu), bude  zkouSejici  informovat
zadavatele a EK bez odkladu, ale v zadném
piipadé ne pozdéji nez dva (2) dny po projeveni
odchylky.

(ii1) Predpokladany pocet zarazenych subjekt i
|

(iv) Predpokladana délka trvani klinického
hodnoceni j G

(v) Zadavatel povetil smluvni  vyzkumnou
organizaci provadénim sluzeb v této Studii (tato
smluvni vyzkumna organizace vcetn¢ jejich
dcefinych spoleCnosti a pobocek dale jen
,CRO%). Ke dni ucinnosti této smouvy, je
smluvni  vyzkumnou organizaci povéfenou
vystupovat v této studii jako CRO spolecnost
PAREXEL International LLC, The Quays, 101-
105 Oxford Rd, Uxbridge UB8 1LZ, UK vcetné
jejich  pobocek a  dcefinych  spolecnosti
v Evropské unii. Zadavatel okamzité¢ vyrozumi
Poskytovatele v piipadé zmény CRO.

1.3. Shoda. Poskytovatel prohlasuje, ze zkouSejici je
zaméstnancem poskytovatele, podepsal podpisovou
stranu protokolu a této smlouvy a zarucuje, ze
zkousejici a studijni persondl splni vSechny
podminky protokolu a této smlouvy.

1.4. Vylouceni, omezeni nebo neschopnost zkousSejiciho.
Poskytovatel ihned pisemn¢ uvédomi zadavatele,
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applicable laws, rules, and regulations of the
Czech Republic, including, without limitation,
the Act on Pharmaceuticals (No. 378/2007
Coll.)Act on Register of Agreements (No.
340/2015 Sb.) Act on Freedom of Access to
Information (No. 106/1999) and the Decree on
Good Clinical Practice (No. 226/2008 Coll.) (all
the foregoing being herein referred to as
“Applicable Laws”),

(i1) Neither Provider nor Investigator will
deviate from the Protocol without the advance
written consent of Sponsor, unless in the good
medical judgment of Investigator, a deviation is
necessary to protect the safety of the Trial
subjects due to emergent or urgent medical
conditions. In the event of any deviation from the
Protocol, Investigator shall record such deviation
on a protocol deviation log (including the date
and reason) and shall inform the Sponsor’s
representative when they visit the site, and, in the
event of a major deviation (e.g., enrollment of a
Trial subject not meeting all enrollment criteria
or treatment outside parameters identified in the
Protocol), Investigator shall notify the Sponsor,
and the EC as soon as possible, but in no event
later than two (2) days after the deviation occurs.

(iii)) The expected number of Trial subjects
enrolled in the Studyjiiill

(iv) The expected duration of the Trial is |
I

(v) Sponsor has engaged a clinical research
organization to provide services in connection
with the Study (such contract research
organization(s), including its affiliates and
subsidiaries, the “CRO”). As of the Effective
Date, PAREXEL International LLC, The Quays,
101-105 Oxford Rd, Uxbridge UB8 1LZ, UK,
including its affiliates and subsidiaries in the
European Union, has been engaged by Sponsor
to act as CRO. Sponsor will promptly inform
Institution in the event of a change of CRO.

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

1.4.Debarment, Restriction, or Inability of Investigator.
Provider will immediately notify Sponsor in writing
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pokud v pribéhu klinického hodnoceni poskytovatel,
studijni personal nebo zkousejici: (i) je vyloucen,
diskvalifikovan ¢i obdrzi zpravu o vySetfovani
jeho/jejim profesnim fidicim organem, regula¢nim
organem, véetné FDA ¢i jinym statnim organem; (ii)
obdrzi zpravu o omezeni jeho/jejich klinickych
privilegii u poskytovatele anebo na misté klinického
hodnoceni ; (iii) je sankcionovan regulacnimi organy
nebo jinymi statnimi organy; (iv) ukon¢i nebo mu
bylo ukonceno zaméstnani ¢i jiny smluvni vztah s
poskytovatelem; nebo (v) se jinak stane
nezpusobily/a, neschopny plnit své zavazky podle
této smlouvy ¢i je plnit nechce. Pokud dojde k vyse
uvedenému, poskytovatel zajisti, Zze pulvodni
zkousejici bude i nadale dodrZzovat podminky této
smlouvy. Bude-li to vyzadovat zadavatel, bude se
poskytovatel podilet na nalezeni vhodného
nahradniho  zkouSejictho nebo na piechodu
klinického hodnoceni na jinou instituci vybranou
zadavatelem vcasnym zpiisobem tak, aby nedoslo k
preruseni klinického hodnoceni.

1.5. Souhlas EK a formulaf o informovaném souhlasu.

Zadavatel pred zahajenim klinického hodnoceni
ziska souhlas s klinickym hodnocenim, vcetné
schvaleni protokolu, formulaf o informovaném
souhlasu zadavatele a, je-li to nutné, formulai o
pediatrickém souhlasu (spolecné ,,JCF®), a jakékoli
dodatky k vySe uvedenému, od pfislusné etické
komise (,EK®), ve shodé s pfislusnymi zakony,
predpisy a nafizenimi. Poskytovatel a zkousejici od
kazdé osoby (nebo pravniho zastupce této osoby),
ktera bude testovana kvili ucasti ve klinickém
hodnoceni, obdrzi spravné vyplnéné formulafe ICF
ve shodé¢ s prislusSnymi zékony, dle schvaleni
zadavatelem a EK dfive, nez bude této osobé
povoleno testovani za ucelem ucasti ve klinickém
hodnoceni. Poskytovatel a zkouSejici ihned doda
zadavateli pfislusny dikaz o schvaleni EK, kopii
formulait ICF schvalenych EK a jakékoli dodatky k
formulaitm ICF, které EK schvalila pozdgji, pied
jejich pouzitim poskytovatelem. VSechny zamyslené
odchylky zkousejictho od modelového jazyka
formulait ICF musi byt schvaleny zadavatelem
diive, nez budou pouzity se subjekty klinického
hodnoceni.

1.6. Souhlas s pouzitim a zvefejnénim osobnich udaji.

Zadavatel zajisti, ze formulafe ICF pro kazdou osobu
ucastnici se klinického hodnoceni budou obsahovat
vyslovny pisemny souhlas této osoby nebo pravniho
zastupce  této  osoby se  shromazdovanim,
pouzivanim, uklddanim a dal§im pfedavanim
osobnich udaji mimo Uzemi Evropské unie za
ucCelem dokumentace opravnéni ke zvefejnéni
osobnich udaji této osoby poskytovatelem zadavateli
v USA, pfislusnym regulaénim  organim
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if during the course of the Trial, any of Provider, the
Trial Personnel or Investigator: (i) is debarred,
disqualified or receives notification of any
investigation by his/her professional governing
body, any regulatory authority, including the FDA,
or other government authority; (ii) receives
notification of any restriction on his/ her clinical
privileges at Provider and/or Trial Site; (iii) is
sanctioned by any regulatory authorities or other
governmental authorities; (iv) terminates or has been
terminated from his/her employment or other
contractual relationship with the Provider; or (v)
otherwise becomes unfit, unable or unwilling to
fulfill his/her obligations under this Agreement. In
the event of any of the foregoing, Provider will
ensure that the original Investigator will continue to
comply with the terms of this Agreement. If
requested by Sponsor, Provider will cooperate to
find a suitable replacement investigator or transition
the Trial to another Provider selected by Sponsor in
a timely manner so as not to interrupt the Trial.

1.5. EC Approvals and Informed Consent Form. Prior to

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

1.6. Consent for Use and Disclosure of Personal Data.

Sponsor shall ensure that the ICF for each individual
who is to participate in the Trial includes the express
written authorization of such individual or such
individual’s legal representative for the collection,
use, storage and onward transfer of personal data
outside the European Union to document such
individual’s authorization for the disclosure of
personal data by Provider to Sponsor in the United
States, applicable regulatory authorities and the
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azaméstnancim,  zastupcim a  nezavislym
dodavatelim zadavatele a jeho pfidruZzenym stranam,
v souladu se smérici Evropské unie o ochrané
osobnich udaji (95/46/ES), provadécimi zakony
a natizenimi Ceské republikya daliimi nafizenimi,
zakony, zejména zakonem ¢. 101/2000 Sb. a
smérnicemi tykajicimi se ochrany osobnich udaji
(spole¢né ,,zdkony na ochranu soukromi).
Zkousejici zajisti, Ze takovy informovany souhlas je
ziskan od kazdého subjektu studie. VSechny strany
budou soucinné pii uzavirani potfebnych dodatkii k
formulaitim ICF, opravnéni ¢i jinych dokumenti tak,
aby byly dodrZeny zdkony na ochranu soukromi v
rozsahu, v jakém se tyto zdkony vztahuji na kazdou
ze stran, a zajisti, ze vysledky klinického hodnoceni
bude zadavatel moci pouzit pro ucely dané touto
smlouvou a protokolem. Zadavatel je opravnén
prohlizet a potiebnym zptisobem revidovat opravnéni
a jiné dokumenty ¢i jakékoli jejich upravy dfive, nez
je poskytovatel bude pouzivat, pokud budou
nasledné schvaleny EK tam, kde je to zapotiebi.

1.7. Finan¢ni prohldseni. Zkousejici vyplni, podepise a

piedd zadavateli formuldf finanéni prohlaseni
predtim, nez zahaji svou tucast na klinickém
hodnoceni u poskytovatele. Pfed zahajenim tucasti
zkouSejictho  na  klinickém  hodnoceni u
poskytovatele, poskytovatel a zkousejici dale zajisti,
aby zkouSejici a kazda osoba uvedena na formulafi
finan¢nitho  prohldSeni  pfedlozila  zadavateli
podepsané majetkové ptiznani odhalujici existenci
nebo absenci finan¢nich z4jmid a ujednéani. Po dobu
ucinnosti  této smlouvy zajisti poskytovatel a
zkousejici dale, Ze vSechny osoby uvedené na
formulafi financniho prohlaSeni ihned upozorni
zadavatele na jakékoli zmeény nebo aktualizace tidaji
obsazenych v podepsanych formulétich majetkového
pfiznani, které odevzdali.

1.8. Protikorup¢ni opatieni. Pfi plnéni svych zavazki

vyplyvajicich z této smlouvy se zdravotnické
zafizeni zavazuje, ze bude dodrzovat veskeré
piisluiné protikorupéni zdkony v Ceské republice,
kde mé zdravotnické zafizeni své hlavni misto
poskytovani zdravotnich sluzeb a kde vykonava svou
¢innost podle této  smlouvy. Dodrzovani
protikorupénich pravnich piedpisii Ceské republiky,
zejména zékona ¢. 40/2009 Sb., trestni zakonik, v
platném znéni, zdkona ¢&. 418/2011 Sb., o trestni
odpovédnosti pravnickych osob, v platném znéni,
nebo zékona ¢. 262/2006 Sb., zakonik prace, v
platném znéni, by mélo zajistit soulad se zdkonem
Spojenych  stath americkych o  zahrani¢nich
korupénich praktikach (Foreign Corrupt Practices
Act, FCPA), ve znéni zmén a doplnéni, ktery obecné
zakazuje pifimo i nepfimo nabizet, slibovat, platit
nebo davat cokoliv cenného jakymkoliv statnim
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employees, agents, and independent contractors of
Sponsor and its affiliates, pursuant to the European
Union’s Directive on Data Protection (95/46/EEC),
the implementing laws and regulations of the Czech
Republic, and other regulations, laws and guidelines
applicable to the protection of personal data,
including, but not limited to Act no. 101/2000 Sb.,
on Personal Data Protection (collectively, “Privacy
Laws”) Investigator shall ensure that such ICF is
obtained for each study subject. Each Party will
cooperate in the amendment of the ICF,
Authorization or other documents as may be
necessary, from time to time, to comply with Privacy
Laws to the extent such law applies to such Party,
and to ensure that the Trial results may be used by
Sponsor for the purposes contemplated under this
Agreement and the Protocol. Sponsor will be entitled
to review and revise as appropriate such
Authorization or other document or any modification
thereof prior to use by Provider, subject to
subsequent approval by the EC, as applicable.

1.7. Financial Disclosures. Prior to the commencement

of his/her participation in the Trial at Provider,
Investigator will complete, sign and deliver to
Sponsora Financial Disclosure. In addition, prior to
the commencement of Investigator’s participation in
the Trial at Provider, the Provider and Investigator
shall ensure that the Investigator and each individual
participating in the Study provides to Sponsor a
signed financial disclosure form disclosing either the
existence or absence of any and all financial interests
and arrangements In addition, during the term of this
Agreement Provider and Investigator shall ensure
that all individuals listed on the financial disclosure
promptly notify Sponsor of any changes or updates
to the information contained in the signed financial
disclosure forms submitted by such individuals.

1.8. Anticorruption. The Institution undertakes to

comply with all anti-corruption legislation
appcliable in the Czech Republic throughout its
participation in the Trial. Compliance with the anti-
corruption legislation applicable in the Czech
Republic, including, but not limited to, Act no
40/2009 Sb., Criminal Code, as amended, Act no.
418/2011 Sb., on Criminal Liability of Legal
Entities, as amended, and Act no. 262/2006, Labour
Code, as amended, the Convention on Combating
Bribery of Foreign Public Officials in International
Business Transactions adopted by the Negotiating
Conference of the Organization for Economic Co-
operation and Development on 21 November 1997
(such convention, including the rules and regulations
thereunder, the “OECD Convention”), the U.K.
Bribery Act of 2010 (“Bribery Act”), or any other
applicable anti-bribery or anticorruption laws, rules
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ufednikim za tucelem zachovani nebo wudrzeni
obchodnich nebo jakychkoliv neopravnénych vyhod.

1.9. Osobni udaje studijniho personédlu. Osobni tidaje ve

vztahu k poskytovateli, zkouSejicimu a studijnimu
personalu budou zpracovavany a uchovavany v jedné
nebo nékolika databézich. Tyto udaje mohou byt
pouzivany za ucelem: (i) provadéni klinického
hodnoceni, (ii) ovéfeni statnimi nebo regulacnimi
organy, zadavatelem, CRO, jejich zastupci a
pfidruzenymi stranami, (iii) shody s pravnimi nebo
regula¢nimi naroky, (iv) publikace na
www.clinicaltrials.gov, webovych strankdch a
v databazich slouzicich srovnatelnému tucelu a (v)
ukladani v databazich kvili usnadnéni vybéru
zkousejicich pro budouci klinické hodnoceni. Osobni
udaje mohou byt zvetejnény nebo postoupeny jinym
Clenim skupiny spoleCnosti zadavatele, vcetné
pfidruzenych a dcefinych spoleCnosti, jakoz
i zastupcim a dodavatelim pracujicim pro skupinu
zadavatele a regulacnim organim na celém svéte,
avSak zadavatel zajisti osobnim udajim stejnou
ochranu, kterd jim je poskytnuta vramci Ceské
republiky. Poskytovatel piedem zajisti vSechny
nezbytné souhlasy k pouziti popsanému v této ¢asti.

1.10. Hlaseni. Poskytovatel a zkousejici vCas zadavateli

odeslou uplna a presnd hlaseni v podobé formulait
zaznamll kazdého subjektu hodnoceni (,,CRF®) a
vSechny dal$i zaznamy, zpravy a udaje, jejichz
doruCeni zadavateli miize byt vyzadovdno podle
protokolu nebo této smlouvy (spoleéné¢ ,udaje o
klinickém hodnoceni) v souladu se zde uvedenym
harmonogramem. V§echny formulafte CRF musi byt
vyplnény poskytovatelem a zkouSejicim do dvou
tydni od navstévy subjektu klinického hodnocenti,
bez ohledu na jakoukoli del§i casovou periodu
stanovenou protokolem. Veskeré jiné dalsi informace
a udaje shromazdéné nebo pripravené v souvislosti
s protokolem nez daje o klinickém hodnoceni, napft.
zdravotnickd dokumentace, zdrojové pracovni listy,
rentgenové snimky, CT skeny, MRI, dalsi
diagnostické snimky a dal$i primarni zakladni tidaje
ve formulafich zaznamti kazdého subjektu hodnoceni
(spole¢né  ,zdrojové  zdznamy™), zlstanou u
poskytovatele a budou k dispozici zadavateli nebo
jeho  zéstupcim k nahlédnuti. Poskytovatel
a zkouSejici dale souhlasi a zajisti, Ze studijni
personal bude souhlasit s tim, ze poskytne veskeré
dalsi udaje, pristup nebo pomoc, kterou muize
zadavatel piiméfené¢ vyzadovat v  souvislosti
s predlozenim hodnoceného lé¢iva ke schvaleni nebo

or regulations (collectively “Anticorruption Laws”)
guarantees compliance with the US Foreign Corrupt
Practicies Act, as amended, which generally forbids
direct or indirect offering, promising or making
payments or other valuable consideration to any
government officials in order to gain or retain
unjustified business advantages or opportunities.

1.9.Trial Personnel Personal Data. Personal data relating

to the Provider, Investigator, and Trial Personnel
will be processed and held on one or more databases.
Such data may be used for the purposes of: (i) the
conduct of the Trial, (ii) verification by
governmental or regulatory agencies, the Sponsor,
CRO, their agents and affiliates, (iii) compliance
with legal and regulatory requirements, (iv)
publication on www.clinicaltrials.gov and websites
and databases that serve a comparable purpose; and
(v) storage in databases to facilitate the selection of
investigators for future clinical trials. Personal Data
may be disclosed or transferred to other members of
Sponsor’s group of companies, including affiliates
and subsidiaries, to representatives and contractors
working on behalf of the Sponsor group, and to
regulatory authorities across the world, guaranteeing
the same level of protection as in the Czech
Republic. The Provider will ensure that all necessary
consents are in place to allow for the uses described
in this Section.

1.10. Reports. Provider and Investigator shall timely

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

1.11. HlaSeni nepfiznivych udalosti. Zkousejici bude

ihned, ne v§ak pozdg€ji nez dva (2) kalendaini dny po
vyskytu udalosti, informovat zadavatele o vSech
nepiiznivych udalostech a vaznych nepiiznivych
udalostech v souladu s protokolem a pfislusnym
zakonem. Zkousejici zadavateli zptistupni veskerou
souvisejici dokumentaci, vCetné laboratornich zprav,
souhrnu  umrti, operativnich zprav a dalsi
dokumentace bez omezeni pro kazdou nepfiznivou
udalost. Poskytovatel a zkousejici budou informovat
zadavatele pisemné do dvaceti ¢ty (24) hodin o
jakékoli komunikaci s EK a s kazdym statnim nebo
spravnim organem ve vztahu k hlaSeni nepfiznivych
udalosti. Poskytovatel a zkouSejici neposkytnou
zadnou reakci, at’ pisemné, ¢i ustné, EK nebo
piislusnému organu bez piedchoziho pisemného
schvaleni zadavatelem.

1.12. StaZeni souhlasu EK nebo organu. Poskytovatel a

zkousejici budou informovat zadavatele telefonicky
¢i emailem (s naslednym zaslanim postou) do dvou
(2) dnti poté, co EK nebo organ stdhne nebo zméni
svij souhlas s klinickym hodnocenim ¢i své povoleni
k nim, a do dvaceti ¢tyf (24) hodin poté, co EK
stdhne nebo zmeéni své povoleni k casti kteréhokoli
zkousSejiciho na klinickém hodnoceni.

. HODNOCENE LECIVO; PRENOSY
MATERIALU; UCHOVANI ZAZNAMU;
KONTROLA

2.1. Hodnocené 1é¢ivo.

1) Poskytovatel a zkousejici berou na

védomi, ze hodnocené 1é¢ivo a veSkeré
souvisejici dusevni vlastnictvi vlastni nebo ma
pod kontrolou zadavatel a ze ani zadné
ustanoveni této smlouvy, ani protokolu, ani Zadna
aktivita provadénd poskytovatelem, studijnim
persondlem nebo zkouSejicim u klinického
hodnoceni nezaklada zadné pravo poskytovatele,
studijniho persondlu nebo zkousejictho na
hodnocené 1é¢ivo nebo prislusné dusevni
vlastnictvi.

(i) Neni-li dohodnuto smluvnimi stranami
jinak, zadavatel hodnocené 1é¢ivo a vSechny
kontrolni/placebo materidly podavané subjektim
v ramci klinického hodnoceni poskytne
poskytovateli zdarma do nemocnicni 1ékarny za
ucelem podavéni nebo vydavani subjektim
klinického hodnoceni na misté¢ klinického
hodnoceni v piisné shod¢ s protokolem, vyhradné
zkousejicim, nebo pod jeho dohledem.
Hodnocené 1é¢ivo bude dodavéano vzdy v tadné
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1.11. Adverse Events Reporting. Investigator shall

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

1.12. Withdrawal of EC or authority Approval. Provider

and Investigator shall notify Sponsor within two (2)
days if the EC or an authority withdraws or alters its
approval or authorization of the Trial, and within
twenty-four (24) hours by telephone and email (with
a follow-up by mail) if the EC withdraws or alters its
approval of any Investigator’s participation in the
Trial.

. TRIAL DRUG; MATERIALS TRANSFER;

RECORDS RETENTION; INSPECTION

2.1. Trial Drug.

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

(i) Except as otherwise agreed by the
Parties, Sponsor will provide the Trial Drug and
any control/placebo materials administered to
Trial subjects as part of the Trial free of charge
to Provider’s Pharmacy for administering or
dispensing solely by or under the supervision of
Investigator to Trial subjects at the Trial Site in
strict compliance with the Protocol. The Trial
Drug will be delivered in suitable packaging and
labeled in accordance with Sec. 19 (1) (e) of
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zabalenych obalech urcenych pro hodnocené
IéCivo a oznaceno v souladu s ustanovenim
paragrafu 19 odst 1 pism e) vyhlasky ¢. 226/2008
Sb., o spravné klinické praxi.

Dodavky hodnoceného Iéciva se budou
uskute¢iiovat v Po-P4 od 7.00 h do 14:00 h.

(iii) Poskytovatel a zkouSejici budou
pouzivat hodnocené 1é¢ivo vyhradné k provadeéni
klinického hodnoceni v pfisném souladu
s protokolem, nikoli k zadnym jinym tucelim,
anebudou poskytovat hodnocené 1é¢ivo zadné
tieti strané. Poskytovatel a zkouSejici budou
zachazet s hodnocenym lécivem, skladovat jej,
odesilat a likvidovat dle pokynt zadavatele a jim
urcenych osob a v souladu se vSemi pfislusnymi
zakony, pravidly a nafizenimi.

(iv) Poskytovatel a zkousSejici zajisti, aby
prazdné a Caste¢né pouzité nadobky s kterymkoli
hodnocenym 1éCivem a zbyly hodnocené 1éCivo
na misté klinického hodnoceni ¢i pii predéasném
ukonceni této smlouvy byly zlikvidovany C¢i
vraceny zadavateli v souladu s protokolem.

) Neni-li protokolem vyzadovano jinak,
poskytovatel nebude hodnocené 1é¢ivo nebo jeho
nadobky upravovat. Jestlize postupy
poskytovatele vyzaduji upravu nadobky s
hodnocenym 1éCivem, musi byt takové Upravy
pfedem pisemné schvaleny zadavatelem.

2.2. Vzorky a jiné materidly. Diagnostické testy, t€lni

tekutiny, tkan€ odejmuté pii biopsii, idaje nebo dalsi
materidly shromazdéné pii klinickém hodnoceni
budou poskytovatel a zkousejici pouzivat vyhradné
pro ucely klinického hodnoceni a pouze v souladu s
ICF a jak je specifikovdno v protokolu a této
smlouve.

2.3. Udrzovani a uchovévani zdznamid. ZkouSejici

a poskytovatel budou uchovévat dostatecné a presné
zaznamy tykajici se nakladani s hodnocenym
IéCivem a provadéni vSech vysetfeni subjekti
klinického hodnoceni, které pozaduje protokol,
véetné pisemnych zdrojovych materiall,
zdravotnické dokumentace, schémat tykajicich se
jednotlivych subjektd klinického hodnoceni, CRF,
ucetnich zdznamt,, poznamek, zprav a 1daja.
Poskytovatel provede bezplatnou archivaci 5 let v
souladu se zadkonem ¢. 378/2007 Sb. a na dalsich 10
let provede zpoplatnénou archivaci dle kalkulace
uvedené v Priloze A. Na zpoplatnénou archivaci
bude vystavena faktura po podpisu Smlouvy.
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Decree no. 226/2008 Sb., on Good Clinical
Practice.

The Study Drug will be delivered to the
pharmacy during its regular working hours, i.e.
Mon — Fri between 7am and 2pm.

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

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

) Unless required by the Protocol,
Provider and Investigator will not modify the
Trial Drug or its container. If the Provider’s
policy requires any modification to the Trial
Drug container, such modification must be
approved in advance in writing by Sponsor.

2.2. Specimens and Other Materials. Diagnostic tests,

bodily fluids, tissue biopsies, data or other materials
collected for the Trial will be used by Provider and
Investigator solely for purposes of the Trial and only
in accordance with the ICF and as specified in the
Protocol and this Agreement.

2.3. Records Maintenance and Retention. Investigator

and Provider will maintain adequate and accurate
records relating to the disposition of the Trial Drug
and the performance of all required Protocol
procedures on Trial subjects, including but not
limited to, written source documents, medical
records, charts pertaining to individual Trial subjects,
CRFs, accounting records, notes, reports, and data.
Provider will provide a free of charge archivation for
a period of 5 years in accordance with the Act No.
378/2007 Coll. and for the following period of 10
years, the Provider will charge a fee in accordance
with the terms stated in Exhibit A of this Agreement.
The fee will be invoiced for after the execution of
this Agreement.

Strana 8 z 30 / Page 8 of 30



Zadavatel uhradi vSechny ndklady s archivaci
spojené.  V piipadé, ze Zadavatel neoznami
poskytovateli, Ze trva na dals$i archivaci, ma se za to,
7e byl udélen souhlas s likvidaci vSech dokumentil
klinického hodnoceni.

2.4. Kontrola a pomoc se zalezitostmi dohledu.

6] Zadavatel, jeho zastupci a jednatelé
maji v rozumném Case a na zaklad¢ dostatecné
vCasného oznameni pravo na kontrolu, audit
amonitoring mista  klinického  hodnoceni,
poskytovatele a vSech zdznamti popsanych v ¢asti
2.3. Kazdé poskytovatel a zkouSejici bude
spolupracovat se zadavatelem a jeho zastupci pfi
téchto kontrolach, auditech a monitorovacich
navstévach.

(i) Poskytovatel a zkousejici budou ihned
informovat zadavatele o pfijeti zpravy o bliZici se
prohlidce ¢i jiné Cinnosti tykajici se klinického
hodnoceni ze strany SUKL, FDA & jinych
statnich nebo regulacnich organti a bude v této
zalezitosti se  zadavatelem  spolupracovat.
Poskytovatel umozni zastupcim zadavatele
nav§tivit takovou kontrolu a ihned poskytne
zadavateli kopii veskeré dokumentace tykajici se
klinického hodnoceni, kterou pfijme nebo odesle
FDA ¢i jinému regula¢nimu organu.

(iii) Poskytovatel a zkouSejici odeSlou
zadavateli kopii veSkeré korespondence s EK a
FDA, vcetné veskeré korespondence tykajici se
pokracujici kontroly. Poskytovatel a zkouSejici
budou informovat zadavatele pisemné do dvaceti
¢ty (24) hodin o jakékoli komunikaci s EK a
kazdym staitnim nebo ndrodnim orgénem ve
vztahu k hlaSeni nepfiznivych udalosti.
Poskytovatel a zkouSejici neposkytnou zadnou
reakci, pisemné ¢i Ustné, EK nebo pfislusnému
organu bez pisemného schvaleni zadavatele.

(iv) Poskytovatel a zkouSejici budou na
zadost a naklady zadavatele asistovat zadavateli
pii piipravé a piedlozeni vysetfovacich pfihlasek
nového 1éCiva, ptihlasek nového 1éciva a dalSich
prihlasek tykajicich se klinického hodnoceni pred
uvedenim na trh, jak miZze byt vyzadovéano
SUKL, FDA ¢&i jinymi regulaénimi orginy a
budou jednat sregulaénimi organy v
zalezitostech téchto prihlasek.

3. PROHLASENI A ZARUKY

3.1. Poskytovatel a zkousSejici prohlasuji a zarucuji, Ze
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Sponsor shall bear all costs of archivation. Unless
Sponsor notifies the Provider that it insists on further
archiving, Provider is entitled to destroy the study
documentation once the 15 year archiving period has
elapsed.

2 4. Inspection and Assistance with Regulatory Matters.

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

(i) Provider and Investigator will notify
Sponsor immediately upon receiving notice of,
and will cooperate with Sponsor on, any
impending inspection or other action related to
the Trial by the FDA, or other governmental or
regulatory authority. Provider will allow
Sponsor’s representatives to attend any such
inspection and promptly provide Sponsor with a
copy of any documentation relating to the Trial
received from or sent to the FDA or any other
regulatory authority.

(iii) Provider and Investigator shall send
Sponsor a copy of all correspondence with the
EC and FDA, including any correspondence
relating to continuing review. Provider and the
Investigator shall notify Sponsor in writing
within  twenty-four (24) hours of any
communication from EC and any national or
state authority. Provider and the Investigator will
not provide any response, either written or oral,
to the EC or to any authority without the prior
written approval of Sponsor.

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

3. REPRESENTATIONS AND WARRANTIES

3.1.Provider and Investigator represent and warrant that
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jsou pravné zpusobili uzaviit tuto smlouvu a ze
podminky této smlouvy nejsou v rozporu s jinymi
smlouvami, které platné uzavieli. Poskytovatel a
zkousejici neuzaviou zadnou smlouvu ani nezahdji
zadnou aktivitu, kterd by mohla materialné ovlivnit
jeho/jeji schopnost provadét klinické hodnoceni v
souladu s touto smlouvou a protokolem.

3.2. Poskytovatel a zkousejici prohlasuji a zarucuji, Ze

zkousejici je pln¢ kvalifikovan jako 1ékarsky
odbornik v souladu se zakony a piedpisy daného
statu a je zpusobily/a plnit své zavazky podle této
smlouvy. Poskytovatel a zkousejici prohlasuji a
zarucuji, ze béhem provadéni klinického hodnoceni
nebudou nijak vyuzivat sluzeb osoby nebo
spolecnosti, kterd byla vyloucena, diskvalifikovana
jako zkoudejici nebo omezena organy v Ceské
republice nebo FDA,. Poskytovatel a Zkousejici
prohlasuji, Ze poskytovatel, zkousejici nebo studijni
personal: (i) na zéklad€¢ rozhodnuti mistniho ¢i
statniho orgénu neporusil zadné piislusné zékony,
(i1) neobdrzel upozornéni od tohoto organu ¢i jiné
regulaéni upozornéni a pokud k tomu doslo, byly
vSechny nevyresené otazky vyieSeny ke spokojenosti
organu, (iii) nebyl a v soucasnosti neni vyloucen z
ucasti v jakémkoli statnim programu zdravotni péce,
nebyl vyloucen z jakéhokoliv jiného narodniho
programu, uznan vinnym jakymkoliv trestnym ¢inem
definovanym v piislusnych zakonech ¢i jinak
povazovan za nezpusobilého k ucasti v programech
zdravotni péce ani si neni védom/a zadné trvajici ¢i
potencialni ¢innosti, kterda by mohla zpusobit tuto
nezpusobilost, (iv) neni ucastnikem soudniho fizeni
ovylouceni ani nebyl vyloucen jako subjekt
klinického vyzkumu podle piedpisit organu; (v)
nebyl vyloucen =z jakéhokoli vyzkumu nebo
vyzkumného projektu jakymkoli mistnim, okresnim,
krajskym nebo statnim organem nebo zadavatelem
pro klinické nebo lékaiské pochybeni a (vi) jeho/jeji
prava poskytovat zdravotni péc¢i nejsou omezena
nebo pozastavena. Poskytovatel a zkousSejici dale
zarucuji, ze: (i) poskytovatel, zkousejici a studijni
persondl ma plné a neomezené pravo zvefejnit
jakoukoli informaci, know-how, materialy, znalosti
nebo udaje, které se dozvi pfi vykonu této smlouvy;
(i1) poskytovatel, zkousejici a studijni personal ma a
v pribéhu klinického hodnoceni bude udrzovat
vSechny nezbytné licence, povoleni, imunizace a
opravnéni k provadeéni klinického hodnoceni; a (iii)
udaje o klinickém hodnoceni a elektronické zdznamy
budou odesilany zadavateli v USA v souladu se
zakonem ¢. 101/2000 Sb.,. Poskytovatel a zkousejici
budou informovat zadavatele pisemné do péti (5) dnti
o jakékoli zméné ve vyse uvedenych zarukach nebo
dohodéch.

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

3.2. Provider and Investigator represent and warrant that

the Investigator is fully qualified as a medical
practitioner under applicable state and federal laws
and regulations and is fit to perform his/her
obligations under this Agreement. Provider and
Investigator represent and warrant that it will not, in
the course of performing the Trial, use in any
capacity the services of any person or entity who has
been debarred, disqualified as an investigator, or
restricted by Czech Republic or the FDA pursuant to
the Generic Drug Enforcement Act of 1992 or any
other equivalent or successor statutes, rules or
regulations. Provider and Investigator represent that
none of the Provider, Investigator or the Trial
Personnel (i) has been found by any local, county,
state or national authority, to have violated any
Applicable Laws, (ii) has received a warning from
such authority or other similar regulatory letter, or if
it/he/she has, then all outstanding issues have been
resolved to the satisfaction of the authority, (iii) has
been nor is presently excluded from participation in
any government healthcare program, debarred from
or under any other national program, convicted of
any offense defined in Applicable Laws, or
otherwise deemed ineligible for participation in
healthcare programs, nor is aware of any pending or
potential actions that would give rise to any such
ineligibility, (iv) is the subject of a disqualification
proceeding or has been disqualified as a clinical
investigation participant pursuant to any authority
rules, (v) has been terminated from any investigation
or research project by any local, county, state or
national authority, or by a sponsor for clinical or
medical misconduct, and (vi) has had his/her/its
right to provide healthcare restricted or suspended.
Provider and Investigator additionally warrant that
(i) Provider, Investigator and Trial Personnel have
the full and unrestricted right to disclose any
information, know-how, materials, knowledge or
data disclosed by them in the performance of this
Agreement; (ii) Provider, Investigator and Trial
Personnel have, and shall maintain throughout the
term of the Trial, all necessary licenses, permits,
immunizations, and authorization to conduct the
Trial; and (iii) all Trial Data and electronic records
shall be transmitted to Sponsor in the United States
in accordance with all Applicable Laws. Provider
and Investigator shall notify Sponsor in writing
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3.3. Zdravotnické zafizeniPoskytovatel a zkousSejici
prohlasuji a zarucuji, Ze zkousSejici a vesSkery dalsi
studijni personal postoupi poskytovateli vSechna
vlastnickd prava a podily na vysledcich klinického
hodnoceni, tdaje o klinickém hodnoceni a vynalezy
vzniklé pii klinickém hodnoceni, jak je popséano nize.

3.4. Zadavatel timto potvrzuje, Ze v souvislosti s timto
klinickym hodnocenim neuzavie se Zkousejicim ani
jinym zaméstnancem Poskytovatele zadnou jinou
smlouvu.

4, MLCENLIVOST

4.1. Poskytovatel a zkouSejicibudou mit (a zajisti, aby
studijni personal také mél) za pfisné daveérné
vSechny informace a zaroveni nebudou odhalovat
ttetim  strandm Zzadné informace poskytnuté
zadavatelem nebo jménem zadavatele nebo ty, které
se vygeneruji, objevi nebo budou ziskany jakoukoli
stranou v souvislosti s klinickym hodnocenim (jiné
nez zdravotnické dokumentace pacientll), vcetné
udaji pti klinickém hodnoceni a vysledkd, vynalezi
pii klinickém hodnoceni a informaci v souvislosti s
timto (,,divérné informace™). Poskytovatel a
zkousejici budou pouzivat a zajisti, aby rovnéz
studijni personal pouzival divérné informace pouze
pro ucely klinického hodnoceni a z zadného jiného
divodu. Zavazky této 4. c&asti budou platit po
vyprSeni platnosti nebo ukonceni této smlouvy po
dobu deseti (10) let od dokonceni klinického
hodnoceni na vSech mistech klinického hodnoceni.
Duvérné informace nebudou zahrnovat informace,
které:

6] jsou nebo se stanou  vefejné
piistupnymi  bez  pfi¢inéni  zkouSejiciho,
studijniho personalu nebo poskytovatele;

(i) byly zndmy zkouSejicimu nebo
poskytovateli bez zavazku micenlivosti pred tim,
nez je obdrzel bud’ piimo nebo nepifimo od
zadavatele podle této smlouvy, jak prokazuji
pisemné zdznamy Casové piedchazejici datum,
kdy se to dozveéd€l zkousejici nebo zdravotni
zafizeni od zadavatele;

(iii) byly odhaleny zkousejicimu nebo
poskytovateli tfeti stranou, aniz by doslo k
poruseni zadkona nebo jakéhokoli zéavazku
mlcenlivosti; nebo

(iv) dle pisemnych zaznamti poskytovatele
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within five (5) days of any change to the foregoing
warranties or covenants

3.3. Provider and Investigator represent and warrant

that Investigator and all other Trial Personnel will
convey to Provider all title and interest to Trial
results and Trial Data and Trial Inventions as
defined below.

3.4 Sponsor hereby represents not to enter into any other

agreement with the Investigator or any other
employee of the Provider in relation to this Clinical
Trial.

4. CONFIDENTIALITY

4.1. Provider and Investigator will (and will cause Trial

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

6] is or becomes publicly available
through no fault of Investigator, Trial Personnel,
Provider, or Investigator;

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

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

(iv) can be shown by written records of
Provider or Investigator to have been
independently developed by Provider or
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nebo zkousSejictho byly samostatné vytvoreny
poskytovatelem bez odvolani nebo zavislosti na
jakékoli dtivérné informaci.

4.2. Poskytovatel a zkousejici mtize bez ohledu na dalsi

ustanoveni této smlouvy zvefejnit diivérné informace
pouze v nutném rozsahu pro:

€] dodrzovani vSech piislusnych zakond,
predpist, nafizeni a piikazl, po okamzité zprave
zadavateli o zvefejnéni jakékoli duveérné
informace a za predpokladu, ze zkousejici
a poskytovatel spolupracuji na snaze zadavatele

omezit takové  zvefejilovani  pfisluSnymi
zakonnymi prostiedky;
(i) ochranu bezpe€nosti vSech subjekti

klinického hodnoceni a poskytovani zdravotni
péce jakémukoli subjektu klinického hodnoceni
nebo prevenci ohroZeni vefejného zdravi s
okamzitym upozornénim zadavatele;

(iii) ucely pojistného nebo nahrady treti
strany za Iékaiskou péci subjektu klinického
hodnoceni ve vztahu k postupim uvedenym v
protokolu.

4.3. Bez ohledu na vyse uvedené Zadavatel timto bere na

védomi, ze Poskytovatel je povinnen uvefejnit tuto
smlouvu v souladu se zak. ¢. 340/2015 Sb., o registru
smluv. Takovémuto uvetejnéni nepodléhaji ty udaje,
které tvofi obchodni tajemstvi nékteré ze smluvnich
stran. Dle této Smlouvy se obchodnim tajemstvim
rozumi zejména rozvrzeni a popis jednotlivych
navstév uvedeny v platebni tabulce / platebnich
tabulkach v ptiloze A, ocekavany pocet zatfazenych
subjekti a ocekavand délka trvani Studie. Dale
nebudou takovémuto uvefejnéni podléhat osobni
udaje fyzickych osob, ledaZze jsou jiz uverejnény v
jiném vefejn¢ piistupném registru.

odpovida Poskytovatel. Zadavatel zasle
poskytovateli pied podpisem smlouvy findlni znéni
smlouvy v elektronicky Citelném formatu, kde bude
barevné zvyraznén text, ktery zadavatel povazuje za
obchodni tajemstvi.

Smluvni strany berou na védomi, Ze nedojde

piipravku a dodani vybaveni do okamziku uvetejnéni
kone¢ného dokumentu v registru smluv.

. PUBLIKACE

Klinické hodnoceni jsou soucasti studie z vice mist a
publikace nebo prezentace vysledkd klinického
hodnoceni provadénych u poskytovatelenemize byt
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Investigator without reference to or reliance upon
any Confidential Information.

4.2. Notwithstanding any other provision of this

Agreement, Provider and Investigator may disclose
Confidential Information only to the extent required:

6] to comply with an applicable
governmental law, rule, regulation or order, after
prompt notice to Sponsor prior to disclosing any
Confidential Information and provided that
Investigator and Provider cooperate with
Sponsor’s efforts to limit such disclosure by
appropriate legal means;

(i) to protect any Trial subject’s safety or
provide appropriate medical care for any Trial
subject, or to prevent a public health emergency
with prompt notice to Sponsor;

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

4.3. Notwithstanding the foregoing, Sponsor hereby

ackowledges that the Provider is obliged to publish
this Agreement pursuant to Act no. 340/2015 Sb.,
on Agreements Register. Any information which
constitutes trade secret of either party is exempted
from such publication. For the purposes of this
Agreement such trade secrets include, but are not
limited to, the Protocol, the design of individual
visits described in the payment table/s in Exhibit
A, expected number of Trial subjects enrolled,
Confidential Information, Trial Inventions, as
defined below, and the expected duration of the
Clinical Trial. Furthermore, personal data of the
individuals are also exempt from such publication,
unless they have been previously published in
another public register.

The Provider is obliged to publish this Agreement in
accordance with the article herein above.

The Parties acknowledge that initation visit, the
delivery of the IMP and the delivery of equipment
will not occur before the Agreement has been
published in the Register.

. PUBLICATION

The Trial is part of a multi-site study, and
publication or presentation of the results of the Trial
conducted at the Provider shall not be made before
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provedena pied prvni publikaci z vice mist
zadavatelem. Pokud nedojde k publikaci z vice mist
do osmnacti (18) mesict od dokonceni nebo
ukonceni klinického hodnoceni na vSech mistech
klinického hodnoceni a pokud byly ziskany vSechny
udaje, zkouSejici ma pravo publikovat nebo
prezentovat své vysledky (ale ne vysledky z jiného
mista)  klinického  hodnoceni (kazdd  jako
,publikace“), podle nasledujicich pozadavkll na
upozornéni. ZkousSejici odesle vSechny navrzené
publikace spolu s ndzvem zamysleného védeckého
Casopisu, fora nebo konference zadavateli Sedesat
(60) dnti pted predlozenim publikace. Poskytovatel
a zkouSejici vymaze odkazy na divérné informace
zadavatele (jiné nez vysledky klinického hodnoceni)
v jakémkoli dokumentu nebo prezentaci a na zadost
zadavatele zdrzi publikaci na dobu az Sedesati (60)
dnti, aby zadavatel mohl ziskat pfislusnou ochranu
duSevniho vlastnictvi k jakymkoli vynalezim z
klinického hodnoceni nebo divérmym informacim v
publikaci.

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

6. VLASTNICTVI A OBJEVY 6. OWNERSHIP AND INVENTIONS

6.1. Zadavatel vlastni vSechny udaje o klinickém 6.1. Sponsor owns all Trial Data, Trial results, CRFs

hodnoceni, vysledky klinického hodnoceni, CRF a
dal$i informace, vytvofené jako vysledek provadéni
klinického hodnoceni nebo ve spojeni snimi, s
vyjimkou zdravotnické dokumentace pacientll a
osobnich poznamek zkousejiciho. Zadavatel timto
poskytovateli ud€luje nevyhradni, nepienositelné,
nesublicencovatelné pravo vyuzivat vysledky
klinického hodnoceni vyhradné pro svij vlastni
nekomer¢ni prizkum, pé¢i o pacienta a vzdélavaci
ucely v souladu s podminkami 5. ¢asti.

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

know-how nebo objevy, které vytvoril, vymyslel
nebo uvedl do praxe poskytovatel, zkousejici nebo
studijni persondl: (i) jako vysledek provadéni
klinického hodnoceni nebo ve spojeni s nim; (ii)
které obsahuji nebo vyuzivaji divérné informace;
nebo (iii) které jsou piimo spojené¢ s hodnocenym
1éCivem a vzdy spolu se vSemi souvisejicimi pravy
duSevniho vlastnictvi (spolecné¢ ,,objevy pfi
klinickém hodnoceni“) budou vyhradnim a
exkluzivnim vlastnictvim zadavatele nebo jim urcené
osoby. Poskytovatel a zkouSejici sd€li, a zajisti, aby
veskery studijni persondl ihned pisemné sdélil,
vSechny objevy pfi klinickém hodnoceni zadavateli.
Poskytovatel a zkouSejicitimto udé€luji, azajisti, aby
studijni personal udélil, v§echna préava, vlastnictvi a
podil na  vSech objevechpii klinickém
hodnocenizadavateli nebo jim urCené osobg.
Poskytovatel a zkouSejici pfijmou a zajisti, aby
studijni personal piijal, vSechny dalsi kroky, které
zadavatel muze povazovat za nutné k vylepSeni
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and all other information generated as a result of or
in connection with the conduct of the Trial,
excluding Provider’s patient medical records and
Investigator’s personal notes. Sponsor hereby grants
to the Provider a non-exclusive, non-transferable,
non-sublicensable right to use the Trial results solely
for its own internal, non-commercial research,
patient care, and educational purposes subject to the
terms of Section 5.

6.2. All inventions, ideas, methods, works of authorship,

know-how or discoveries that are made, conceived,
or reduced to practice by Provider, Investigator or
Trial Personnel: (i) as a result of or in connection
with the conduct of the Trial; (ii) that incorporate or
use Confidential Information; or (iii) that are directly
related to the Trial Drug, and in each case together
with all intellectual property rights relating thereto
(collectively, “Trial Inventions”), will be the sole
and exclusive property of Sponsor or its designee.
Provider and Investigator will, and will cause all
Trial Personnel to, promptly disclose all Trial
Inventions to Sponsor in writing. Provider and
Investigator hereby assign, and will cause Trial
Personnel to assign, all right, title and interest in all
Trial Inventions to Sponsor or its designee. At
Sponsor’s request and expense, Provider and
Investigator shall take, and shall cause Trial
Personnel to take, all additional actions as Sponsor
deems necessary to perfect the interest of Sponsor or
its designee in Trial Inventions or to obtain patents or
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podilu zadavatele nebo jim urcené osoby na vynalezu
z klinického hodnoceni nebo k ziskani patenti ¢i jiné
ochrany podilu zadavatele nebo jim ur¢ené osoby na
objevech pfi klinickém hodnoceni.

7. ODSKODNENI

Zadavatel odSkodni, bude branit a zbavi
odpoveédnosti poskytovatele a jeho statutarni organy,
zastupce, zameéstnance a zkousejici
(,,odSkodiiovany/i poskytovatele) za vsechny
ztraty, néklady, vydaje nebo Skody, piiznané
rozhodnutim soudu nebo nakonec zaplacené jako
soudni vyrovnani (vCetn¢ primetenych poplatkl
pravniho  zastoupeni)  (,,ztraty”)  vynaloZzené
odskodnovanym poskytovatele za jakykoliv narok
tieti strany zublizeni na zdravi nebo usmrceni
subjektu zarazeného do klinického hodnoceni nebo
nemajetkovou jmu, kdy ublizeni na zdravi nebo
usmrceni a nebo nemajetkova ujma bylo pfimo
zpusobeno: (a) hodnocenym 1éCivem pouzivanym v
piimém souladu s protokolem a touto smlouvou
béhem provadeéni klinického hodnoceni nebo (b)
provadénim jakéhokoli postupu, ktery vyzaduje
protokol, a ktery by nebyl proveden, kdyby se
subjekt klinického hodnoceni nezticastnil, a ktery byl
proveden v souladu s protokolem a s touto smlouvou.
Zadavatel neodSkodni, nebude branit a nezbavi
odpovédnosti odskodnované poskytovatele za ztraty
v rozsahu a z divodu: (i) jakéhokoli selhani, kterym
byla zptisobena Skoda, odskodnovaného
poskytovatele pii provadéni klinického hodnoceni v
souladu s protokolem, ustanovenimi této smlouvy a
vSemi pfislusnymi zédkony, pfedpisy, smérnicemi a
nafizenimi; (ii) nedbalosti, lehkovaznosti nebo
profesniho  pochybeni na stran€¢ jakéhokoli
odskodnovaného poskytovatele (vcetn€ studijniho
personalu); nebo (iii) poruseni jakéhokoli tvrzeni
poskytovatele nebo zkouSejicitho, zaruk nebo
zavazkl podle této smlouvy.

7.2. Poskytovatel odskodni, bude branit a zbavi

odpovédnosti zadavatele a jeho Ufedniky, feditele,
zaméstnance a  jednatele  (,,0odSkodiovany/i
zadavatele) za jakoukoli ztratu  vzniklou
odskodnovanému zadavatele z jakéhokoli naroku
tieti strany vzniklého na zakladé: (i) jakéhokoli
selhani, kterym  byla  zplsobena  Skoda,
odskodnovaného poskytovatele pii  provadéni
klinického hodnoceni v souladu s protokolem,
ustanovenimi této smlouvy a vSemi pfislusnymi
zakony, predpisy, smérnicemi a nafizenimi; (ii)
nedbalosti, lehkovaznosti nebo profesniho pochybeni
na stran¢ jakéhokoli odskodinovaného poskytovatele;
nebo (i) poruseni  jakéhokoli  zastoupeni
poskytovatele, zaruk nebo zavazkli podle této
smlouvy.
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otherwise protect the interest of Sponsor or its
designee in Trial Inventions.

7. INDEMNIFICATION

7.1. Sponsor will indemnify, defend and hold harmless

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

7.2. Provider will indemnify, defend and hold harmless

Sponsor and its officers, directors, employees and
agents (“Sponsor Indemnitee(s)”) from any Losses
incurred by a Sponsor Indemnitee arising from any
third party claim based upon: (i) any failure of an
Provider Indemnitee to conduct the Trial in
accordance with the Protocol, the terms of this
Agreement or any applicable law, rule, guidance, or
regulation; (ii) the negligence, recklessness or willful
misconduct on the part of any Provider Indemnitee;
or (iii) a breach of any of the Provider’s
representations, warranties or obligations under this
Agreement.
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7.3. Poskytovatel neodskodni, nebude branit a nezbavi

odpovédnosti odskodnované zadavatele za ztraty v
rozsahu a z davodu: (i) jakéhokoli nejednani
odskodnovaného zadavatele v souladu
s ustanovenimi této smlouvy a vSemi piisluSnymi
zakony, predpisy, smeérnicemi a nafizenimi; nebo (ii)
nedbalosti, lehkovaznosti nebo profesniho pochybeni
na stran¢ jakéhokoli odSkodiiovaného zadavatele.

7.4. Kazda potencidlné odskodiovana strana poskytne

druhé stran¢ okamzitou pisemnou zpravu o naroku
jakékoli tieti strany, z kterého je odskodnéni
pozadovano. Odskodiujici strana bude mit vyhradni
kontrolu nad obhajobou a vyrovnanim jakéhokoli
naroku tfeti strany za predpokladu, ze tak Cini
svédomité, v dobré vife a za pomoci piiméfene
zku$eného poradce s odbornosti v ptislusném oboru,
a ze odskodiovana strana pfiméfen¢ spolupracuje pii
obhajob¢ tohoto naroku. Odskodniovand strana
neurovnd zaddny narok tieti strany vici sobé bez
piedchoziho pisemného souhlasu odSkodnujici
strany, ktera souhlas nemize bezdtivodné odmitnout.
Odskodiiovand  strana muze vyuzit sluzeb
nezavislého pravniho poradce na své vlastni naklady.
. POJISTNE A  ZRANEND  SUBJEKTU
KLINICKEHO HODNOCEN{

8.1. Zadavatel prohlaSuje a potvrzuje, zZe v souladu s ust.

§ 52 odst. 3, pism. f) zédkona ¢. 378/2007 Sb., o
1é¢ivech, v platném znéni, zajisti pojisténi klinického
hodnoceni. Poskytovatel bude mit, pfiméfenou
uroven pojisténi profesni odpovédnosti
poskytovatele zdravotnich sluzeb po dobu trvani
klinického hodnoceni. Poskytovatel zadavateli na
odiivodnénou zadost predlozi pojistny certifikat.
Rozsah pojistného plnéni pojisténi kazdé strany bude
v souladu s pfislusnymi zakony, pfedpisy, nafizenimi
a smérnicemi tykajicimi se pojistného.

8.2. Poskytovatel a zkouSejici poskytne nezbytnou

pohotovostni Iékarskou péci subjektim klinického
hodnoceni, které utrpi télesnou reakci nebo fyzické
zranéni vyplyvajici z podani hodnoceného 1éciva
nebo provadéni postuptl, které pozaduje protokol.
Zadavatel nahradi poskytovateli piiméfené a
nezbytné naklady na poskytnuti této 1ékatské péce v
rozsahu, ve kterém byly télesné reakce nebo fyzické
zranéni  piimo  zplsobeny bud  pouzivanim
hodnoceného 1éCiva v souladu s protokolem, nebo
postupy provadénymi v souladu s protokolem. Bez
ohledu na vysSe uvedené, zadavatel neni povinen
odskodnit poskytovatel tam, kde tuto reakci nebo
zranéni zpuasobily: (i) nedbalost nebo profesni
pochybeni  poskytovatele, zkouSejictho  nebo
studijniho persondlu; (ii)) nedodrzovani protokolu,
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7.3. Provider will not indemnify, defend or hold

harmless Sponsor Indemnitees for Losses to the
extent such Losses arise out of: (i) any failure of a
Sponsor Indemnitee to act in accordance with the
terms of this Agreement or any applicable law, rule,
guidance or regulation; or (ii) the negligence,
recklessness or willful misconduct on the part of any
Sponsor Indemnitee.

7.4. Each potentially indemnified Party will provide the

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

8. INSURANCE AND SUBJECT INJURY

8.1. Sponsor will maintain insurance of the Trial in

accordance with Sec. 52 (3) (f) of Act no. 378/2007
Sb., on Pharmaceuticals, as amended. Provider will
maintain, adequate levels of medical malpractice
insurance for the term of the Trial. Provider or
Investigator will provide certificates of insurance to
Sponsor upon reasonable request. Each Party’s
insurance coverage will comply with applicable
laws, rules, regulations and insurance guidelines.

8.2. Provider and Investigator will provide necessary

emergency medical treatment to Trial subjects who
suffer a physical reaction or physical injury resulting
from administration of the Trial Drug or performance
of a procedure required by the Protocol. Sponsor will
reimburse Provider for the reasonable and necessary
costs of providing such medical treatment, to the
extent the physical reaction or physical injury was
directly caused by either the use of the Trial Drug in
accordance with the Protocol or procedures
performed in accordance with the Protocol.
Notwithstanding the foregoing, Sponsor’s obligation
to reimburse Provider will not apply where such
reaction or injury is caused by: (i) the negligence or
misconduct of Provider, Investigator or Trial
Personnel; (ii) a failure to adhere to the Protocol,
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dalsich pisemnych pokynti zadavatele nebo
piislusnych zakont, pfedpisi, nafizeni nebo smérnic;
nebo (iii) diive existujicitho lékaiského stavu nebo
skryté nemoci subjekty klinického hodnoceni.

8.3. Pokud poskytovatel, zkousejici nebo zadavatel v

prubéhu klinického hodnoceni divodné uvazi, ze
nektery subjekt klinického hodnoceni by mél byt
okamzité vyloucen z ti€asti na klinickém hodnocenti,
strany budou spolupracovat na bezpecném vyrazeni
tohoto subjektu klinického hodnoceni.

9. OBECNE

9.1. Propagace. Zadna ze stran nebude pouzivat nazev

druhé strany nebo jméno zameéstnanc druhé strany
¢i jakékoli jejich obchodni znacky v jakékoli
reklamé, propagacnich materidlech nebo tiskovych
zpravach bez pfedchoziho pisemného souhlasu druhé
strany, s vyjimkou situace, kdy je tento rozsah
zvefejnéni nezbytny pro: (i) evidenci regulacnich
organt, véetn¢ evidence u Komise pro cenné papiry
USA nebo FDA (¢i podobného dozorciho organu
vjiné zemi nez v USA); zalobu nebo obhajobu
v soudnim sporu; a (iii) dodrZovéani pfislusnych
zakond, pfedpisi a nafizeni. Bez ohledu na vysSe
uvedené, zadavatel muze bez pfedchoziho
pisemného souhlasu zvefejnit informace
o poskytovateli a zkousejicim v rozsahu, v jakém to
vyzaduje piislusny zdkon vcetné a bez omezeni
identifikace poskytovatele coby subjektu
provadejiciho klinické hodnoceni, zkousejicitho coby

osoby  provadéjici  klinické  hodnoceni u
poskytovatele a mnozstvi financnich zdroji
poskytnutych  zadavatelem  poskytovateli  za

provadéni klinického hodnoceni. Poskytovatel a
zkouSejici  souhlasi s  timto  zvefejnénim.
Poskytovatel a zkousejici mohou bez piedchoziho
pisemného souhlasu zvefejnit svou ucast na
klinickém hodnoceni (vCetné nazvu zadavatele,
nazvu klinického hodnoceni a ¢isla protokolu)
v divérnych internich materidlech poskytovatele
nebo zpravach pro statni organy av zadostech o
grant.

9.2. Ddlezité nevefejné informace. Zkousejici a dalsi

zaméstnanci poskytovatele mohou mit pfi provadéni
klinického  hodnoceni  pfistup k  dulezitym
nevefejnym informacim o zadavateli a jeho
partnerech pfi vyzkumu, kterymi jsou vefejné
obchodovatelné  spolecnosti. Aby nedoSlo k
potencidlnimu nebo skute¢nému stietu zajmd,
poskytovatel a zkouSejici se zdrzi, a zajisti, aby se
veskery studijni personal zdrzel, obchodovani
scennymi papiry zadavatele a jeho partnery pii
vyzkumu a nebude radit druhym, aby tak ucinili, a to
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other written instructions provided by Sponsor, or
applicable laws, rules, guidance, or regulations; or
(iii) a pre-existing medical condition or underlying
disease of the Trial subject.

83. If at any time during the Trial, Provider,

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

9. GENERAL

9.1. Publicity. Neither Party will use the name of the

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

9.2. Material Non-public Information. During the course

of the Trial, Investigator and other employees of
Provider may have access to material non-public
information about Sponsor and its research partners
that are publicly traded companies. In order to avoid
any potential or actual conflict of interest, Provider
and Investigator will refrain from, and cause all Trial
Personnel to refrain from, trading in any securities of
Sponsor or its research partners, or recommending
that others do so, during the term of the Trial when
in possession of material non-public information of
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béhem trvani klinického hodnoceni a jakmile ma
dulezité nevetejné informace o zadavateli. Tato Cast
9.2 neomezuje poskytovatele ani zkousejiciho C¢i
subjekt, jehoz soucasti mize poskytovatel byt, v
Ucasti na spojenych investicnich prosttedcich, napf.
vzajemnych fondech.

9.3. Vztah. Strany jsou pro ucely této smlouvy

nezavislymi dodavateli a zadné ustanoveni této
smlouvy nezakladd vztah mezi nimi coby partnery,
mezi feditelem a jednatelem, zaméstnavatelem
a zaméstnancem nebo spole¢nymi podniky. Zadné ze
stran nema opravnéni nebo pravo zavazovat nebo
ukladat povinnosti druhé strané nebo se povazovat za
nositele této autority.

9.4. Doba platnosti. Pokud nebyla smlouva ukoncena

diive pisemnym oznamenim jedné strany druhé
vsouladu s casti 9.5, vyprsi tato smlouva
k pozd€jsimu datu, kdy: (i) zadavatel obdrzel od
poskytovatele vSechny tadné vyplnéné formulare
CRF; (i) poskytovatel a zkousejici vyfesili vSechny
dotazy ohledné objasnéni udajt a predlozili uzaviené
zpravy EK a zadavateli ke spokojenosti zadavatele;
(iii) byly dokonceny vSechny uzavérkové aktivity
poskytovatele; a (iv) zadavatel provedl vSechny
platby a uhrady a obdrzel vSechny refundace
piipsané na zékladé¢ této smlouvy.

9.5. Ukonceni. Tuto smlouvu mize zadavatel kdykoli a z

jakéhokoli divodu ukoncit po tficeti (30) dnech od
pisemného oznameni s udénim i bez udani dtvodu.
Kazda strana mtize tuto smlouvu neprodlené ukoncit,
pokud je to nezbytné pro ochranu zdravi, bezpeénosti
nebo blaha subjektt klinického hodnoceni, a to
pisemnym ozndmenim druhé strané. Po pfijeti
oznameni o ukonéeni zkouSejici a poskytovatel
neprodlen¢ zastavi zafazovani subjektl do klinického
hodnoceni. Poskytovatel a zkouSejici budou
pokraovat ve vykonavani nasledného testovani
vsouladu s protokolem a poskytnou udaje
o klinickém hodnoceni (v¢etné¢ formulait CRF)
vyzadované vramci klinického hodnoceni od
subjektt, které byly zafazeny do klinického
hodnoceni pted pfijetim oznameni o ukonceni, pokud
zadavatel pisemné nestanovil jinak. Podminky této
smlouvy budou i nadéle platit, co se tyce vSech
téchto naslednych testovani a udajl, a poskytovatel a
zkousejici okamzité odpovi na dotazy regulacnich
organti a zadavatele ohledné informaci souvisejicich
s provadénim klinického hodnoceni. Bez ohledu na
to, zda tato cast stanovi jinak, zadavatel,
poskytovatel a zkousSejici souhlasi, ze lhtita ukonceni
pozadovana na zaklad€ této smlouvy nezacne bézet
do dne, kdy tucastnici klinického hodnoceni vyjdou z
klinického hodnoceni bez neptiznivych zdravotnich
ucinkl na tyto subjekty. Poskytovatel a zkousejici

Sponsor. This Section 9.2 will not restrict Provider
or Investigator, or entity of which Provider may be a
part, from participating in pooled investment
vehicles such as mutual funds.

9.3. Relationship. For the purposes of this Agreement,

the Parties are independent contractors and nothing
contained in this Agreement will be construed to
place them in the relationship of partners, principal
and agent, employer and employee or joint venturers.
Neither Party will have the power or right to bind or
obligate the other Party, or hold itself out as having
such authority.

9.4. Term. Unless terminated earlier by written notice of

one Party to the other in accordance with Section 9.5,
this Agreement will expire upon the later of the date
on which: (i) Sponsor has received all properly
completed CRFs from Provider; (ii) Provider and
Investigator has resolved all data clarification
queries, and submitted the closeout reports to the EC
and to Sponsor to Sponsor’s satisfaction; (iii) all
Provider closeout activities have been completed,;
and (iv) Sponsor has made all payments and
reimbursements and collected all refunds due under
this Agreement.

9.5. Termination. This Agreement may be terminated by

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

9.6. Ustanoveni zlstavajici v platnosti. V pfipade

vyprseni platnosti této smlouvy podle ¢asti 9.4 nebo
ukonceni této smlouvy podle ¢asti 9.5 zistanou v
platnosti prava a povinnosti nasledujicich casti: 1.8,
1.11,2,4,5,6,7,8.1 a9 —ty budou platit v plné sile
a ucinnosti po ukonéeni nebo vyprseni platnosti této
smlouvy.

9.7. Uplnost smlouvy; dodatky. Tato smlouva, v&etné

veskerych ptiloh, na které se zde odkazuje,
predstavuji celkovou, kone¢nou, uplnou a vylu¢nou
shodu zadavatele, poskytovatele a zkousejiciho
ohledn¢ klinického hodnoceni. V pfipadé rozporu
mezi podminkami této smlouvy a protokolem je
nutné se fidit podminkami této smlouvy, s vyjimkou
rozpord, které se vztahuji k zalezitostem tykajicim se
mediciny, védy, bezpecnosti a provadeéni klinického
hodnoceni, které se budou fidit podminkami
protokolu. Tato smlouva miize byt vyhotovena ve
stejnopisech. Zadné zmény, dodatky nebo upravy
nevejdou v uéinnost, pokud nebudou mit pisemnou
podobu anebudou podepsiny obéma stranami.
Zadné vzdani se prava, vyslovné nebo migky
predpokladané,  nebude  pokracujicim  nebo
naslednym vzdanim se konkrétniho prava nebo
zavazku. Jakékoli zamyslené postoupeni nebo
delegace této smlouvy poskytovatelem nebo
zkouSejicim ¢i postoupeni jejich zavazki z této
smlouvy bude neplatné bez predchoziho pisemného
svoleni zadavatele. Zadavatel si vyhrazuje pravo
postoupit nebo prevést tuto smlouvu nebo jakakoli
prava nebo povinnosti z ni. Zadavatel v souladu se
znénim zdkona €. 89/2012 Sb., obcansky zakonik,
vyrozumi poskytovatele o postoupeni smlouvy.

9.8. Oddélitelnost. Jakékoli ustanoveni této smlouvy,

které bude prohlaseno pfislusnym soudnim organem
za neplatné ¢i nevymahatelné, bude dohodou stran
opraveno tak, aby zbyvajici ustanoveni smlouvy byla
platna a vymahatelna.

9.9. Predchozi upozornéni. Jakékoli upozornéni nebo

souhlas vyzadovany touto smlouvou musi mit
pisemnou podobu a musi byt zaslan druhé strang
bud: (i) doporuenou zasilkou, kterd bude
povazovana za dorucenou pét (5) dni po ulozeni
postovnimi sluzbami; (ii) zasilkou prostfednictvim
celondrodné¢ uzndvané  zasilkové sluzby s
garantovanym  doru¢enim  do  nasledujiciho
pracovniho dne, kterda bude povazovana =za
dorucenou jeden (1) den po ulozeni takovymto
dorucovatelem; Upozornéni budou obsahovat odkaz
na Cislo protokolu klinického hodnoceni a budou

Sponsor property to Sponsor.

9.6. Surviving Terms. In the event of expiration of this

Agreement under Section 9.4 or termination of this
Agreement under Section 9.5, the rights and
obligations in the following Sections shall survive:
1.8,1.11,2,4,5,6,7,8.1 and 9, and will remain in
full force and effect following termination or
expiration of this Agreement.

9.7. Entire Agreement; Amendments. This Agreement,

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

9.8. Severability. Any provision in this Agreement

determined by proper judicial authority to be invalid
or unenforceable will be revised by agreement of the
Parties to the extent necessary to avoid the remainder
of the Agreement being invalid or unenforceable.

9.9. Notice. Any notice or consent required to be given

under this Agreement must be in writing and sent to
the other Party either: (i) by certified mail, return
receipt requested, which shall be deemed delivered
five (5) days after desposit with the carrier;; (ii) via a
nationally recognized delivery service with
guaranteed next business day delivery, which will be
deemed delivered one (1) day after deposit with such
carrier.. Notices will include reference to the Trial
Protocol number and be forwarded to the following:
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postoupena nasledovné:

If to Provider:

Fakultni nemocnice Hradec
Kralové

Adress: Sokolska 581, Hradec
Kralové — Novy Hradec
Kralové, Zip Code 500 05,

If to Sponsor:

Array BioPharma
Inc.

Chief Operating
Officer

3200 Walnut Street

V ptipadé poskytovatele: V piipad¢ zadavatele:
Fakultni nemocnice Hradec
Kralové Array BioPharma
Sokolska 581, Inc.
500 05 Hradec Kralové — Provozni feditel
Novy Hradec Kralové, spole¢nosti
Ceska republika 3200 Walnut Street
Komu:Pravni odbor — Dasa Boulder, CO 80301
Prokiipkova United States
Emai: NN Tclcfon:
[ I
Fax: I
Kopie:

Generalni rada
3200 Walnut Street
Boulder, CO 80301
United States
Telefon:
]

Fax: I

9.10. Vy8si moc. Je-li plnéni této smlouvy nekterou ze

stran zabranéno, je-li omezeno nebo zdrzeno (uplné
nebo cCastecn€) z divodd, které postizend strana
nema pod svou pfiméfenou kontrolou, a toto neni
zptisobeno Cinnosti nebo necinnosti této strany,
postizené strané je, po zaslani upozornéni druhé
strané, omluven vykon v rozsahu, v jakém ji bylo
zabranéno, byla omezena nebo se zdrzela; za
ptedpokladu, Ze postizena strana vyvine komercné
piiméfené Usili k tomu, aby zabranila pfi¢indam nebo
odstranila pfi¢iny nevykonavani a bude ve vykonu
pokracovat po jejich odstranéni.

Vzhledem k tomu, Ze ekonomicka ztrata Zadavatele
v disledku poruseni urc¢itych ustanoveni smlouvy, tj.
Clanku 4 (Duveérné informace), ¢lanku 5 (Publikace),
Clanku 6 (Vlastnictvi a vynalezy) Poskytovatelem
nebo Zkousejicim je t€Zko vycislitelna, a jelikoz by
v disledku  jejich poruseni mohla Zadavateli
vzniknout nenahraditelna skoda, k jejimuz odstranéni
by Zadavatel nemé¢l jiny prostiedek napravy, souhlasi
timto Poskytovatel a Zkousejici, ze Zadavatel ma
pravo se v pfipadé poruSeni povinnosti Poskytovatele
nebo Zkousejictho ztéto Smlouvy domahat u
pfislusného soudu splnéniSmlouvy. Toto pravo
nevylucuje uplatnéni jinych narokt, které Zadavateli
z poruseni smlouvy vzniknou.
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Czech Republic Boulder, CO 80301
Attention:Pravni odbor — United States

Désa Proktipkova Phone: I
Email: Fax: I
|

With a copy to:

General Counsel
3200 Walnut Street
Boulder, CO 80301
United States

Phone: NG
Fax: I

9.10. Force Majeure. If either Party’s performance of

this Agreement is prevented, restricted or delayed
(either totally or in part) for reasons beyond the
affected Party’s reasonable control and is not due to
the action or inaction of such Party, the affected
Party will, upon giving notice to the other Party, be
excused from such performance to the extent of such
prevention, restriction or delay; provided, that, the
affected Party will use commercially reasonable
efforts to avoid or remove such causes of non-
performance and will continue its performance
whenever such causes are removed.

Because of the difficult in measuring economic loss
to Sponsor as a result of any actual or threatened
breach by the Provider or the Investigator of certain
provisions of this Agreement, including the
obligations set forth in Sections 4 (Confidentiality), 5
(Publication), and 6 (Ownership and Inventions), and
because of the immediate and irreparable damage
that would be caused to Sponsor for which it would
have no other adequate remedy, the Provider and the
Investigator agree that Sponsor will have the right to
request and injunction in any court of competent
jurisdiction. The existence of this right will not
preclude any other rights and remedies at law that
Sponsor may have.
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9.12. Rozhodné prévo. Tato smlouva se bude fidit
zakony Ceské republiky bez ohledu na zasadu volby
prava.

9.13. Smluvni strany berou na védomi a souhlasi, Ze
projednani a rozhodovani ptipadnych sport, které
nebudou vyfeSeny smirem, bude feSeno s pomoci
ptislusného soudu v Hradci Kralové.

Tato smlouva je vyhotovena v Ceské jazykové verzi a
v anglické jazykové verzi, pfiCemz Ceska jazykova verze
je nadfazena.

NA DUKAZ CEHOZ smluvni strany uzaviely tuto
smlouvu schvélenou k datu ucinnosti prostfednictvim
svych nalezité povétenych zastupct.

FAKULTNI NEMOCNICE HRADEC KRALOVE

Podpis:

Jméno: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.

Funkece: feditel

Datum:_13.4.2017

ARRAY BIOPHARMA INC.

Podpis:

Jméno:

Funkece:

Datum:

ZKOUSEJICI:

Podpis:

Jméno: G

Datum: 13. 4. 2017
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9.12. Governing Law. This Agreement shall be governed
by the laws of the Czech Republic, without regard to any
choice-of-law principles.

9.13 The parties acknowledge and agree that all disputes
arising out of this Agreement which will not be resolved
amicably shall be resolved by the competent court in
Hradec Kralové.

This Agreement has been executed in Czech and
English; in case of any discrepancy between the two
language versions, the Czech version shall prevail.

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

FAKULTNI NEMOCNICE HRADEC KRALOVE

By:

Name: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.

Title: Director

Date: 13.4.2017

ARRAY BIOPHARMA INC.

By:

Name

Title:

Date: 4. 4. 2017

INVESTIGATOR:

By:

Name: I

Date:13.4.2017
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PRILOHA A

ROZPOCET A HARMONOGRAM PLATEB
ARRAY-818-302

Se zietelem k provadéni klinického hodnoceni zadavatel
zaplati poskytovateli tak, jak je popsano v tomto
rozpoctu a harmonogramu plateb. Strany souhlasi s tim,
Ze jsou tento rozpocet a harmonogram plateb soucasti
této smlouvy, specifikuje se v nich kompenzace spojena
se smlouvou a zahrnuji vSechny naklady souvisejici s
klinickym hodnocenim, na které odkazuje protokol.

Zadavatel bude provadét platby elektronickym
bankovnim prevodem v souladu s pokyny k provedeni
platby uvedenymi ve formulafi s informacemi o platbé
a bude je posilat spolu s odkazem na klinické hodnoceni.
Z dtvodu zachovani divérnosti nejsou tdaje piijemce
plateb jako cisla bankovnich ucti a Cisla IBAN zahrnuty
v této smlouve.

EXHIBIT A

BUDGET AND PAYMENT SCHEDULE
ARRAY-818-302

In consideration for conducting the Trial, Sponsor shall
pay Provider as described in this Budget and Payment
Schedule. The Parties agree that this Budget and
Payment Schedule is part of the Agreement clarifying
the compensation associated with the Agreement and
includes all Trial-related costs, as referenced in the
Protocol.

Payments by Sponsor will be made via Electronic Bank
Transfer and in accordance with the payment
instructions as detailed in the Payment Information
Form and sent with reference to the Trial. For
confidentiality purposes, Payee details such as bank
account numbers and IBAN numbers should not be
included in this Agreement.

Platebni podminky Payment Terms
Poplatky Zadavatel uhradi IRB/EC Fees Sponsor  shall  reimburse
ITHK/EK poskytovateli poplatky Provider for IRB/EC fees in
[HK/EK (Institucionalni connection with the Trial
hodnotici komisi/Etické listed in the attached budget,
komisi) ve  spojeni s following receipt of an
klinickym hodnocenim, approved invoice. If Provider
uvedené v piilozeném will be wusing the central
rozpoCtu, poté, co obdrzi IRB/EC, Sponsor will pay
schvédlenou fakturu. Pokud Provider’s  IRB/EC  fees
bude poskytovatel vyuzivat directly to the central IRB/EC
centralu ITHK/EK, zadavatel designated by Sponsor for the
zaplati poplatky THK/EK Trial and will not reimburse
poskytovatele  pfimo  na Provider for IRB/EC fees
centralu IHK/EK uréenou incurred in connection with
zadavatelem pro  Kklinické the Trial.
hodnoceni a nebude hradit
platby za poplatky THK/EK
vzniklé  ve  spojeni s
klinickym hodnocenim
poskytovateli.
Vstupni Zadavatel zaplati nevratny Start Up Fee Sponsor shall pay a non-
poplatek poplatek za  projednani refundable, start-up fee which
smlouvy. Poskytoyatel bude includes Provideral overhead
?:Sfuvrif; Vst;gm p;fégtizﬁ covering all  start-up
preparations upon execution
smlouvy. of the Agreement. Provider
Archivaéni V souladu s ¢l 2.3 této shall invoice Sponsor for the
poplatek: smlouvy se zadavatel dale start up payment.
zavazuie - uhradit Archiving Cost | In accordance with the article
Poskytovateli Castku ve vysi Fee: 23 of this Agreement,
dle pfilozen¢ho rozpoctu, a to Sponsor shall further make a
k uhrad€ nakladd spojenych s payment as described in the

archivaci po dobu 10 let. Na

ARRAY-818-302—FNHK I
Version/Verze Redacted/240317
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tento archivaéni  poplatek
bude vystavena faktura po
podpisu smlouvy.

NavStévy pii
klinickém
hodnoceni

Zadavatel zaplati
poskytovateli za navstévy
vykonané kazdym subjektem
klinického hodnoceni tak, jak
je popsano v prilozeném
rozpoctu. Platby za navstévy
pfi klinickém hodnoceni jsou
zalozeny  na  postupech
uvedenych v protokolu.
Platby za navstévy pfi
klinickém hodnoceni jsou
podminény tim, ze zadavatel
prevezme od poskytovatele
vyplnéné elektronické
formulare zdznami kazdého
subjektu hodnoceni (,,eCRF*)
nebo papirové formulére
zaznamu kazdého subjektu
hodnoceni (,,CRF*).
Navstévy  pii klinickém
hodnoceni budou proplaceny
automaticky v souladu s
frekvenci plateb uvedenou
nize.

Zadavatel zaplati piijemci
plateb za navstévy platného

subjektu klinického
hodnoceni v souvislosti s
klinickym hodnocenim.

Platny subjekt klinického
hodnoceni  znamena,  ze
subjekt splituje kritéria pro
zahrnuti a nespliiuje kritéria
pro vylouceni dle definic
protokolu, podepsal
opravnéni ICF a HIPAA (¢i
ekvivalent v dané zemi) tak,
jak  bylo revidovano a
schvdleno v souladu s
podminkami této smlouvy,
avykona kazdou navstévu
vsouvislosti s  klinickym
hodnocenim. Pokud subjekt
klinického hodnoceni
z jakéhokoli divodu klinické
hodnoceni pterusi, zadavatel
zaplati za vSechny navstévy
vykonané timto subjektem
vsouvislosti s klinickym
hodnocenim. Poskytovatel ma
vyhradni zodpovédnost za
jakékoli mimoradné vydaje

attached budget to the
Provider as a reimbursement
of incurred archiving expenses
for a term of 10 years. After
signing of this Agreement, an
invoice will be issued for the
archiving cost fee.

Trial Visits

Sponsor shall pay Provider for
visits completed by each Trial
subject as described in the
attached budget. Trial wvisit
payments are based on
procedures listed in the
Protocol. Trial visit payments
are conditioned upon
Sponsor’s acceptance from
Provider of completed
electronic Case Report Forms
(“eCRF”) or paper Case
Report Form (“CRF”). Trial
visits will be paid
automatically in accordance
with the payment frequency
listed below.

Sponsor will pay Payee for the
Trial visits of a valid Trial
subject. A valid Trial subject
shall mean that the subject
meets the inclusion criteria
and does not meet the
exclusion criteria defined in
the Protocol, has signed an
ICF and HIPAA Authorization
(or country equivalent) as
reviewed or approved in
accordance with the terms of
this Agreement, and
completes each Trial visit. If a
Trial subject is discontinued
from the Trial for any reason,
Sponsor will pay for all Trial
visits completed by that Trial
subject. Provider has sole
responsibility for any extra
costs or liabilities incurred by
conducting visits at a location
not specified in the FDA Form
1572.

ARRAY-818-302—FNHK I
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nebo zavazky, které¢ vzniknou
v souvislosti s uskute¢nénim
navstév na misté, které neni
uvedeno na formulaii FDA
1572.

Frekvence
plateb

Ptijemci budou platby
hrazeny v souladu
s pfilozenym rozpoctem, a to
Ctvrtletné. Datum  tc¢innosti
této smlouvy uréi cyklus
plateb pro ctvrtletni platby.
Splatnost faktury 40 dni od
doruceni.

Platby v souvislosti
s navstévami budou
provadény  po  obdrzeni
formuléaid eCRF nebo CRF za
kazdou vykonanou navstévu
kazdého subjektu klinického
hodnoceni a budou vyplaceny
v nasledujicim Ctvrtleti, a dale
budou pokracovat, jak je
specifikovano vySe, az do
ukonceni klinického
hodnoceni, a dokud nebude
provedena posledni platba
vSech splatnych ¢astek. Platby

budou zalozeny na
informacich o navstéve
subjektu ovétenych
vyplnénymi formulaii eCRF
nebo CRF  obdrZenych
v pribéhu predchoziho
Ctvrtleti.

Platby  nélezici  pfijemci
plateb se mohou opozdit
v pfipadé, kdy formulére
eCRF nebo CRF nebudou
vyplnény do 5 pracovnich dni
od vykonani navstévy
ucastnika klinického
hodnoceni.

Po  ukonceni  klinického
hodnoceni (att uz kvili
dokoncéeni klinického
hodnoceni nebo z jakéhokoli
jiného divodu) budou
vSechny zbyvajici  Castky
pripsané subjektu klinického
hodnoceni v souvislosti s
vykonanymi navstévami
vyplaceny v nasledujicim
cyklu plateb. Pro ucely této

Payment
Frequency

Payee will be paid, in
accordance with the attached
budget, on a quarterly basis.
The Effective Date of the
contract shall determine the
payment cycle for quarterly
payments. Invoices shall be
payable within 40 days from
their issue.

Visit payments shall be made
following receipt of the eCRF
or CRF for each completed
visit for each Trial subject and
will be paid in the following
quarter, and shall continue as
specified above through the
close of the Trial and until the
final payment of all amounts
due is made. Payments shall
be based on subject wvisit
information as verified by
completed eCRFs or CRFs
received during the previous
quarter.

Payments due to Payee may
be delayed if the eCRFs or
CRFs have not been
completed within 5 business
days of Trial subject visits.

Upon termination of the Trial
(due to completion of the Trial
or any other -cause), all
remaining amounts due for
Trial subject visits completed
shall be paid the following
payment cycle. For purposes
of this section, termination
shall not be deemed to have
occurred (and final payments
will not be made) until all
completed ¢CRFs or CRFs

ARRAY-818-302—FNHK/ I
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casti k ukonceni nedojde (a
kone¢né platby nebudou
provedeny), dokud nebudou
pfijaty vSechny vyplnéné
formulafe eCRF nebo CRF a
dokonéené korekce formulait
eCRF nebo CRF.

Netispésna
vySetieni

LNeuspeésné  vySetieni®  je
definovano jako pacient, ktery
podepsal ICF a (opravnéni
HIPAA nebo ekvivalent v
dané  zemi),  podstoupil
kteroukoli  ze  klinického
hodnoceni, ale nebyl vybran
nebo piijat ke klinickému
hodnoceni. Aby bylo mozné
obdrzet platbu za netispésné
vySetfeni, musi byt vyplnén
formulat eCRF nebo CRF z
vySetfeni. Poskytovatel si
vyzada platbu za kazdé
neuspé$né  vysetieni na
zéklad¢ odeslani  faktury
zadavateli, ve které uvede
inicialy kandidata a datum
neuspésného vysSetieni. Vyse
plateb za neuspésna vySetieni
bude hrazena podle tabulky
nahrad tak, jak je
specifikovano v rozpoctu.
Platby za neuspésna
vySetfeni, které prekracuji
limity dle tabulky rozpoctu,
budou podléhat pisemnému
schvéleni zadavatele a budou
primo adresovany
programovému  manazerovi
nebo  jinym  zdstupcim
uréenym zadavatelem.
Jestlize se béhem klinického
hodnoceni zméni schvalené
povolené platby za netispésna
vySetfeni, nebude  tfeba
dodatek k této smlouve.

and completed eCRF or CRF
corrections are received.

Screen Failures

A “Screen Failure” is defined
as a candidate who signs the
ICF and (HIPAA
authorization or  country
equivalent) and received any
Trial procedure but who is not
randomized or enrolled into
the Trial. To receive payment
for Screen Failures, the
Screening eCRFs or CRFs
must be completed. Provider
shall request payment for each
Screen Failure by submitting
an invoice to  Sponsor,
specifying the candidate’s
initials and the date of the
Screen Failure. Payment rate
for Screen Failures shall be
paid in accordance with the
expense reimbursement table
as specified in the Budget.
Payments for any Screen
Failures exceeding the limit as
listed in the budget grid are
subject to Sponsor’s written
approval and should be
directed to program manager
or other Sponsor designated
representative. If the approved
number of allowable Screen
Failure payments changes
during the course of the Trial,
an amendment to this
Agreement is not required.

Neplanované
navstévy

V souladu s protokolem, u
téch  subjekti  klinického
hodnoceni, které pozaduji
nav§tévu mimo planované
nav§teévy  pifi  klinickém
hodnoceni, bude pfijemci
platby névstéva zadavatelem
proplacena po pfijeti faktury.
Takovéto néavstévy budou
proplaceny na zakladeé

ARRAY-818-302—FNHK I
Version/Verze Redacted/240317

Unscheduled
Visits

In accordance with the
Protocol, for those Trial
subjects who require a visit
outside of the scheduled Trial
visits, Payee  will  be
reimbursed by Sponsor upon
receipt of an invoice. Such
visits will be paid based on
procedures performed at each
visit with approval from
Sponsor.
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postupt ucinénych pii kazdé

navstévy mista tak, jak je
uvedeno v rozpoctu nebo v
tabulce néhrad vydaji. Tento
piispévek je wuréen jako
kompenzace nakladii subjektu
klinického hodnoceni
spojenych s cestovnimi vydaji
a vydaji za stravu tam, kde
skute¢né vznikly v souvislosti
s ucasti na  klinickém
hodnoceni. Poskytovatel
zahrne stipendium subjektu
do formuléfe s informovanym
souhlasem, ktery bude
poskytnut subjektu klinického
hodnoceni.

Pokyny k fakturaci

Na fakturach by mélo byt jasné uvedeno nasledujici:

Jméno zkousejiciho
Jedinecné Cislo faktury
Jméno ptijemce platby
Platebni udaje

Telefon nebo e-mailova adresa pro piipadné

dotazy k faktute

ARRAY-818-302—FNHK I
Version/Verze Redacted/240317

navstéve se souhlasem
zadavatele.

Uhrada vydaji | Zadavatel rovnéz zaplati Expense Sponsor  shall also pay
dodate¢né vydaje souvisejici s Reimbursement | additional Trial related
klinickym hodnocenim tak, expenses as listed in the
jak je uvedeno v pfilozeném attached budget or as
rozpoctu, nebo jinak otherwise pre-approved by
predbézné schvaleno Sponsor in writing. To request
zadavatelem v pisemné payment of these costs,
podobé.  Poskytovatel  si Provider shall submit itemized
vyzada platbu téchto nakladd invoices, accompanied by
tak, ze odesle polozkovou appropriate back-up
fakturu spolu s pfislusnou documentation or receipts in
podptirnou dokumentaci nebo accordance with the invoicing
doklady v  souladu s instructions below. The Payee
fakturacnimi pokyny will have up to 120 days after
uvedenymi nize. Pfijemce the completion of the Trial to
bude mit az 120 dni po submit any  outstanding
dokonceni klinického invoices for reimbursement
hodnoceni na odesléni consideration and to resolve
zbyvajicich  faktur  kvuli any payment discrepancies.
kontrole tthrad a k vyfeSeni
vSech nesrovnalosti s
platbami.

Stipendium Stipendium subjektu/nahrada Trial Subject A subject stipend/

icastnika za  Kklinick¢ hodnoceni je Stipend reimbursement for the Trial

klinického zahrnuto v nakladech kazdé has been included in the cost
hodnoceni prislusné naplanované associated with each

applicable scheduled Trial
Visit as indicated in the
budget grid or as indicated in
the expense reimbursement
table. This allowance is
intended to offset the Trial
subject’s costs associated with
travel expenses and meals,
where appropriate, incurred as
a result of Trial participation.
Provider shall reflect the
subject stipend in  the
Informed Consent Form as it
will be provided to the Trial
subject.

Invoicing Instructions

Invoices should clearly identify the following:

questions

Investigator Name

A unique invoice number
Payee Name

Remittance Details
Telephone or

email address for
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e (islo protokolu

e Popis polozek, napft.
radek 1 - poplatky za CT skenovéani
radek 2 - skenovani Dexa
radek 3 - netisp€sné vysetieni subjektu
###H 12, ledna 2012

Faktury postradajici jedinecné ¢&islo faktury, jméno
opozdéni platby. Pro vCasné vytizeni platby je dulezité
vydaje rozepsat po polozkach a sloucit do jediné faktury
tam, kde je to mozné.

Poskytovatel zaSle faktury spolecné s podkladovou
dokumentaci k ihradé vydaji k rukam:

Komu: Platby

Adresa: Clintrax Global
9650 Strickland Rd., Suite 103,
Box 268

Raleigh, NC 27615, USA

Nebo e-mailem:

Fax: I
Odkaz: ARRAY-818-302,

Dotazy ohledn¢ stavu plateb nebo faktur lze zasilat na

adresu [

ARRAY-818-302—FNHK/ I
Version/Verze Redacted/240317

e  Protocol Number
e  Description of Items e.g.
Line 1 CT Scan Fees
Line 2 Dexa Scan
Line 3 Screen Failure for Subject ####
onJan 12,2012

Invoices missing a unique invoice number, Investigator
Name or Protocol Number may result in delayed
payment. To expedite timely payment, expenses should
be itemized and combined into a single invoice when
feasible.

Provider shall send invoices together with
substantiating documentation for expense
reimbursement to:
Attention: Payments
Address: Clintrax Global
9650 Strickland Rd., Suite 103,
Box 268
Raleigh, NC 27615, USA
OrEmail: I
Fax: I
Reference: ~ ARRAY-818-302, I

Inquiries regarding payment status or invoices can be

sent to I
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