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SMLOUVA O PROVEDENI ’KLINICKEHO
HODNOCENI

CLINICAL TRIAL AGREEMENT

SMLOUVU O PROVEDENI KLINICKEHO
HODNOCENI (v&etng Piiloh A a B) (déle jen
~Smlouva”) uzaviraji Portola
Pharmaceuticals, Inc., spolecnost registrovana
v Delaware, U.S.A., s¢ sidlem 270 E. Grand
Avenue, South San Francisco, CA 94080, U.S.A.
(déle jen ,,Zadavatel” nebo ,,Portola™)

THIS CLINICAL TRIAL AGREEMENT
(together with Attachments A and B, the
“Agreement”) among Portola Pharmaceuticals,
Inc., a United States Delaware corporation with
an office at 270 E. Grand Avenue, South San
Francisco, CA 94080, U.S.A. (“Sponsor” or
“Portola”)

zastoupend v Evropské Unii: Portola Netherlands

represented in the European Union by: Portola

fakultni nemocnice Praha, se sidlem U Vojenské
nemocnice 1200, 169 02 Praha 6, Czech Republic
(déle jen ,,Zdravotnické zaFizeni”)

B.V., Prins Bernhardplein 200, 1097 JB | Netherlands B.V., Prins Bernhardplein 200,
Amsterdam, the Netherlands 1097 JB Amsterdam, the Netherlands

a and

Ustredni vojenska nemocnice — Vojenska | Ustfedni vojenska nemocnice — Vojenska

fakultni nemocnice Praha, with an address at U
Vojenské nemocnice 1200, 169 02 Praha 6,
Czech Republic (“Institution™)

ICt61383082
DIC: CZ 61383082

Company registration No.: 61383082
Tax ID No.: CZ 61383082

zastoupend: feditelem prof. MUDr. Miroslavem
Zavoralem, Ph.D.

represented by: Director Prof. Miroslav Zavoral,
M.D., Ph.D.

s platnosti ke dni podpisu obéma smluvnimi
stranami, a u¢innosti ke dni zvefejnéni formulafe
Smlouvy (definovaného v odst. 14.3) v registru
smluv, v souladu se zakonem ¢. 340/2015 Sb.,
o registru smluyv, (dale jen ,,Den ti¢innosti”).

becomes valid as of the date of last signature by
both parties and effective as of the date of
publication of the Agreement Form (as defined in
Section 14.3) in the Register of Contracts of the
Czech Republic in accordance with the Act
No. 340/2015 Coll., on the register of contracts
(the “Effective Date”).

Portola je zadavatelem multicentrického
klinického hodnoceni pripravku Andexanet alfa
(dale jen ,,Hodnoceny léCivy pripravek”) podle
protokolu ¢. 18-513 s nazvem ,,Randomizovana
klinicka studie hodnotici andexanet alfa
v lécbé akutniho intrakranialniho Kkrvaceni
u pacienti uZivajicich peroralni inhibitor
faktoru Xa” (ve znéni prileZzitostnych zmén ze

strany Zadavatele, dale jen ,Protokol”)
(provadéni Protokolu ve vSech studijnich
centrech v této Smlouve dale  jen

provadéni
ve

(,,ZkouSejici”) na
Multicentrické studie (pfi provadéni
Zdravotnickém zatizeni déle jen ,.Studie”).

,Multicentricka studie”). Zadavatel ma zajem
i i Cast Zdravotnického zafizeni a—

Portola is the sponsor of a multi-center clinical
trial of Andexanet alfa (the “Trial Drug”) under
protocol  number  18-513  entitled “A
Randomized Clinical Trial of Andexanet Alfa
in Acute Intracranial Hemorrhage in Patients
Receiving an Oral Factor Xa Inhibitor” (as it
may be amended from time to time by the
Sponsor, the “Protocol”; the performance of the
Protocol at all sites is referred to in this
Agreement as the “Multi-Center Clinical

Trial”). Sponsor wishes to engage Institution and
(“Investigator”) to
participate in the conduct of the Multi-Center

Clinical Trial (such conduct at Institution, the
“Trial”).
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Smluvni strany se dohodly takto:

The parties agree as follows:

1. Provedeni studie. 1. Conduct of the Trial.

1.1 ZkouSejici.  Zkousejici, ktery ma | 1.1 Investigator.  Investigator, who is
pracovni nebo jinou smlouvu se employed by or under contract with
Zdravotnickym zatizenim, bude Institution, will be responsible for the

odpovédny za  provadéni  Studie
v souladu s podminkami této Smlouvy.
Zdravotnické zafizeni ani Zkousejici
nesmi bez pfedchoziho pisemného
souhlasu Zadavatele ptrevést provadéni
Studie na jiného zkousejiciho Iékare.
Jakykoliv ndhradni zkousejici Iékai bude
povinen pisemné pristoupit na podminky
této Smlouvy. Nebude-li Zadavatel
s ndhradnim  zkouSejicim  lékafem
souhlasit, Zadavatel mutze Smlouvu
ukon¢it  vsouladu s¢l 14.  Plnéni
povinnosti  hlavniho zkouS$ejiciho a
zkousejicich  (dale jen Zkousejici)
stanovenych touto smlouvou zajisti
Zdravotnické  zatfizeni jako jejich
zaméstnavatel v ramci pracovnépravnich
vztahl. Zdravotnické zafizeni odpovida
za plnéni povinnosti Zkousejiciho.
Zdravotnické zafizeni se zavazuje do 14
dni ode dne uzavieni této smlouvy
uzaviit se Zkousejicim «Dohodu o
provedeni prace/dohodu o pracovni

conduct of the Trial in accordance with
the terms of this Agreement. Institution
and Investigator may not reassign the
conduct of the Trial to a different
investigator ~ without prior  written
authorization from  Sponsor. Any
replacement Investigator will be required
to agree in writing to the terms and
conditions of this Agreement. If Sponsor
does not approve a replacement
Investigator, Sponsor may terminate this
Agreement in  accordance  with
Section 14. Investigator signs this
Agreement in acknowledgement of its
terms only and not as a contracting party
to the Agreement. For the avoidance of
doubt Institution remains responsible for
the conduct of the Trial. Within fourteen
(14) days from the Effective, Institution
agrees to enter into a separate agreement
to perform work with Investigator that
will  bind Investigator to fulfil
Investigator’'s  duties  under this

¢innosti», kterd ZkouSejiciho zavdze k Agreement.
plnéni povinnosti dle této smlouvy.
1.2 ZkouSejici a  studijni  pracovnici. | 1.2 Investigators and Trial Staff. Institution

Zdravotnické  zafizeni a  Hlavni
zkouSejici zajisti, Ze se na provadéni
Studie budou podilet pouze osoby
s nalezitym Skolenim a kvalifikaci
v postaveni zkouSejicich (spole¢né dale
jen ,,Studijni pracovnici”).

and Investigator will ensure that only
individuals who are appropriately trained
and qualified assist in the conduct of the
Trial, including all sub-investigators
(including Investigator collectively, the
“Trial Staff”).

1.3 Dodrzovani predpisii. 1.3 Compliance.
(a) Zdravotnické zafizeni a (a) Institution and Investigator are
Zkousejict odpovidaji responsible to Sponsor for
Zadavateli za  dodrZovani compliance by all Trial Staff
podminek této Smlouvy vSemi with  the terms of this
Studijnimi pracovniky. Agreement. Institution and
Zdravotnické zafizeni a Investigator will ensure that all

ZkouSejici zajisti, Ze vSichni
Studijni  pracovnici  budou
seznameni se viemi podminkami
Smlouvy tykajicimi se
provadénych ¢innosti a zavaZi se

Trial Staff are informed of and
agree to abide by all terms of this
Agreement applicable to the
activities they perform.
Institution and Investigator will




je dodrzovat.  Zdravotnické
zatizeni a ZkouSejici provedou
Studii v souladu
s (i) Protokolem; (ii) pisemnymi
pokyny Zadavatele nebo jim
uréeného subjektu; a (iii) viemi
prislusnymi zakony, etickymi
zasadami, predpisy a pokyny
upravujicimi klinicka hodnoceni
v misté provadéni Studie, ato
véetné (A) veskerych
pfedmétnych ~ Smérnic  pro
spravnou klinickou praxi (SKP,
anglicky  GCP)  vydanych
Mezindrodni konferenci pro
harmonizaci technickych
pozadavkil na registrace
humannich 1é¢ivych pripravki
(anglicky ICH) (dale jen
ICH GCP), (B) veskerych
zakonidi a predpisi na ochranu
osobnich udaji véetné obecného
nafizeni Evropského parlamentu
a Rady (EU) 2016/679 o ochrang
osobnich udaji  (dale jen
-GDPR") a (c) veskerych
protikorupcnich ~ zakoni  a
predpisti  (spole¢né dale jen
,PFedmétné pravo”).

conduct the Trial in accordance
with (i) the Protocol;
(ii) Sponsor’s or its designee’s
written instructions; and (iii) all
applicable laws, ethical

principles, regulations and
guidances governing the
performance of clinical

investigations where the Trial is
being performed  including
(A)all relevant International
Conference on Harmonisation-
Good Clinical Practice
guidelines and standards (ICH-
GCP), (B) all data protection and
data  privacy laws  and
regulations  including  the
General Data Protection
Regulation (EU) 2016-679 (the
“GDPR”), and (C) all anti-
bribery and anti-corruption laws
and regulations (collectively,
“Applicable Law”).

(b)

Zkousejici  vyplni a pieda
Zadavateli nebo jim uréenému
subjektu (i) formular ¢. 1572
amerického Uradu pro kontrolu
potravin a léka (FDA) -
prohlaseni zkousejiciho 1ékate ¢i
ekvivalentni formular
a (ii) formula¥ finan¢niho
prizndni predany Zadavatelem
nebo jim ur¢enym subjektem pro
priznani plateb Zkousejicimu a
vedkerych  finanénich z4jmt
Zkousejiciho a/nebo rodinnych
prisludniki  Zkousejiciho na
spole¢nosti Zadavatele a/nebo na
Hodnoceném 1é¢ivém pfipravku.
Zkousejici odpovida za to, Ze
uvedené finan¢ni pfiznani vyplni
a predaji Zadavateli nebo jim
urcenému  subjektu i vSichni
spoluzkousejici. Zkoudejici a
vSichni spoluzkousejici budou
formuldfe finanéniho priznani
aktualizovat a budou pfedavat
aktualizované verze Zadavateli

(b)

Investigator will complete and
return to Sponsor or its designee
(i) United States Food and Drug
Administration Form 1572
Statement of Investigator or
equivalent; and (ii) the financial
disclosure document provided
by Sponsor or its designee,
which document discloses the
amounts payable to Investigator
and any financial interests which
Investigator ~ and/or  his/her
family members may have in
Sponsor and/or the Trial Drug.
Investigator will be responsible
for having all sub-investigator(s)
complete and provide Sponsor or
its designee with such financial
disclosure forms. Such financial
disclosure forms will be kept
updated by Investigator and any
sub-investigators  and  the
updates will be provided to
Sponsor or its designee, for a
period of one (1) year after Trial




nebo jim ur¢enému subjektu az completion.
po dobu jednoho (1)roku od
konce Studie.

(c) Zkousejici  bude  dodrzovat (©) Investigator will comply with
zasady a postupy the policies and procedures of
Zdravotnického zatizeni vcetné Institution,  including  any
veskerych predmétnych applicable financial policies.
financnich zasad. Zkousejici Investigator will notify Sponsor

neprodlené oznami Zadavateli a
jim urcenému subjektu veskeré
rozpory mezi podminkami
Smlouvy a jakychkoliv takovych
zasad ¢i postupli a Smluvni

and its designee promptly of any
conflict between the terms of this
Agreement and any such policy
or procedure, and the parties will
attempt to reach an appropriate

strany se pokusi dosdhnout accommodation.
vhodného feseni.
1.4 Etické jednani. 1.4 Ethical Conduct.

(a) Zdravotnické  zafizeni  ani (a) Neither Institution nor
Zkousejici ptimo ani nepiimo Investigator will, directly or
prostrednictvim  Zadné  tieti indirectly through any third
strany ned4, nenabidne ani party, give, offer or promise any
neprislibi  Zadnou platbu, dar payment, gift or other thing of
nebo jinou hodnotnou véc zadné value to any person in order to
osobé za tucelem nepristojného improperly influence them or
ovlivnéni nebo jiného pfispéni otherwise assist Investigator,
nebo  ziskani  nepfistojného Institution or the Sponsor in
zvyhodnéni pro Zkousejiciho, obtaining an improper
Zdravotnické  zafizeni nebo advantage.

Zadavatele.

(b) Zdravotnické  zafizeni  ani (b) Neither Institution nor
Zkousejici pfimo ani nepfimo Investigator will, directly or
prostiednictvim  Zadné  tieti indirectly through any third
strany neprijme, nebude party, accept, agree to receive or
souhlasit s pfijetim ani nebude request any payment, gift or
pozadovat jakoukoliv platbu, dar other thing of value from any
nebo jinou hodnotnou véc od person offered or given as a
7zadné osoby nabidnutou nebo reward for or with the intention
darovanou jako odménu za nebo of  improperly influencing
se zdmérem nepfistojné ovlivnit Investigator, Institution or the
Zkousejiciho, Zdravotnické Sponsor.
zatizeni nebo Zadavatele.

1.5 Eticka komise. Sponzor nebo jim uréeny | 1.5 Ethics Committee. Before the Trial is

subjekt pfed zahdjenim Studie zajisti
souhlasné stanovisko piislusné etické
komise (dale jen ,EK”) ke Studii.
Zdravotnické zatizeni a ZkouSejici dale
zajisti nepfetrzity dohled EK nad Studii
béhem provadéni Studie. Zadavatel smi
Cas od ¢asu ménit Protokol za podminky
pisemného oznameni Zdravotnickému
zatizeni a Zkousejicimu. PoZaduje-li to

initiated, Sponsor or its designee will
ensure that the Trial is approved by the
responsible ethics committee (the “EC”).
Institution and Investigator will further
ensure that the Trial is subject to
continuing oversight by the EC
throughout the conduct of the Trial.
Changes to the Protocol may be made by
Sponsor from time to time, upon written




Pfedmétné pravo, zmeény Protokolu
podléhaji souhlasu EK a pfislusného
organu statni spravy.

notice to Institution and Investigator. If
required by Applicable Law, changes to
the Protocol must be approved by the EC
and the applicable regulatory authority.

Zkousejici a Studijni pracovnici mohou
pred provddénim i béhem provadéni
Studie  poskytnout  Osobni  Gdaje

1.6 Informovany souhlas. Zkousejici | 1.6 Trial Subject Consent. Investigator will
odpovida za ziskani informovaného be responsible for obtaining informed
souhlasu  od  kazdého  subjektu consent from each subject enrolling in
zafazeného do Studie (dale jen the Trial (the “Trial Subjects”) prior to
»Subjekty hodnoceni”) pfed zahdjenim the commencement of any Trial-related
veskerych Studijnich postupl a vykoni procedure in accordance with EC
v souladu s pokyny EK a Pfedmétnym instructions and Applicable Law. The
pravem. Dokumenty informovaného informed consent documents must be in
souhlasu musi mit podobu schvélenou a form approved by Sponsor and the EC
Zadavatelem a EK (,,Dokumenty (“Consent Documents”). Investigator
souhlasu”). Zkousejici zajisti, ze Subjekt will ensure that a copy of the Consent
hodnoceni obdrzi jeden stejnopis Documents signed by the Trial Subject is
Dokument@ souhlasu  podepsany provided to the Trial Subject.

Subjektem hodnoceni.

2. Ochrana osobnich iidaji v EU. 2. EU Data Protection.

2.1 Osobni _udaje Subjektd hodnoceni. | 2.1 Trial Subject Personal Data. To the
Podminky stanovené v ¢l.2 plati pro extent Institution, as a result of
Osobni udaje  Subjekti  hodnoceni conducting the Trial, has access to EU-
pochézejici zEU (pojem definovany originating Personal Data (as that term is |
v GDPR) (déle jen ,,Osobni udaje defined in the GDPR) of Trial Subjects
subjektii hodnoceni”). (Pro ucely ¢l. 2 a (“Trial Subject Personal Data™), the
Pfilohy B jsou  pojmy  uvedené terms set forth in this Section 2 will
poc¢atecnim velkym pismenem, ale apply. (For purposes of this Section 2
nedefinované zde, definovany v GDPR, and Attachment B, capitalized terms
pokud se v ¢El.2 nestanovi jinak.) used but not defined have the definitions
Zdravotnické zafizeni bude Spravcem in the GDPR unless expressly identified
Osobnich tudaji subjekt hodnoceni otherwise in this Section 2). Institution
v rozsahu, vjakém bude Zdravotnické will serve as the Controller for the Trial
zaf{zeni pouZzivat Osobni udaje subjekti Subject Personal Data to the extent such
hodnoceni pfi lécbé Subjektd hodnoceni Trial Subject Personal Data is used by
jako pacientli Zdravotnického zafizeni. Institution in its treatment of Trial
Zadavatel bude Spravcem a Subjects as patients of Institution.
Zdravotnické zafizeni bude Sponsor will serve as the Controller and
Zpracovatelem Osobnich Gdaji subjektt Institution will serve as the Processor in
hodnoceni zaznamenanych ve connection with the Trial Subject
Zdravotnickém zafizeni pro vSechny Personal Data collected at Institution for
ostatni ucely véetné pouzivani Osobnich all other purposes including the use of the
udaji  subjekti  hodnoceni  jako Trial Subject Personal Data as part of the
Studijnich dat (viz definice v ¢l 7.1). Trial Data (as defined in Section 7.1
Zdravotnické zafizeni bude zpracovavat below).  Institution  will  provide
Osobni udaje subjektd hodnoceni pro Processing Services to or on behalf of
spole¢nost a jménem spolecnosti Portola Portola for such Trial Subject Personal
v souladu s Piilohou B. Data in accordance with Attachment B.

2.2 Osobni _udaje studijnich pracovniki. | 2.2 Trial Staff Personal Data. Both prior to

and during the conduct of the Trial,
Investigator and the Trial Staff may
provide Sponsor and its designee with |

W



Zadavateli a jim ur¢enému subjektu (dale
jen  ,Osobni ddaje  studijnich
pracovniku”). Zkousejici souhlasi se

zpracovanim (vcetné pouzivani,
sdélovani a/nebo piedavani) Osobnich
udaji studijnich pracovniki

Zadavatelem, spfiznénymi  osobami
Zadavatele a jim nebo jimi uréenymi
subjekty a =zastupci a ndrodnimi i
zahraniénimi  orgdny stitni  spravy
k nasledujicim  ucelim (dale jen
,,ﬁéely”): (a) provadéni  klinickych
hodnoceni; (b) kontrola ze strany organi
statni spravy, Zadavatele, spfiznénych
osob Zadavatele a jim nebo jimi
urcenych subjektl a zastupci; (c) splnéni
zakonnych nebo regulatornich
pozadavkd; a(d)ulozeni v databdzich
pro pouziti vybranymi zkouSejicimi a
zdravotnickymi zafizenimi v budoucich
klinickych  hodnocenich.  ZkouSejici
souhlasi se zpracovanim  (vCetné
pouzivani, sdélovani a/nebo preddvani)
Osobnich udaji subjektd hodnoceni
v zahranici i v ptipadé, Ze Osobni udaje
subjektd hodnoceni budou predany do
zemi nezabezpecujicich rovnocennou
ochranu udaji jako zemé provadéni
Studie.  Zdravotnické  zafizeni a
ZkouSejici prohlaSuji a zarucuji, ze
vSichni Studijni pracovnici souhlasi se
zpracovanim Osobnich daji studijnich
pracovniki pro Ugely véetné prevodu do
zemi nezabezpecujicich rovnocennou
ochranu udaji jako zemé provadéni
Studie a s takovym dal3im pouzivanim,
sdélovénim a predavanim, jak je uvedeno
vcl.2, avpripadé zruSeni souhlasu
neprodlené pisemn¢ vyrozumi
Zadavatele nebo jim uréeny subjekt.

their Personal Data (the “Trial Staff
Personal Data”). Investigator consents
to the Processing (including use,
disclosure and/or transfer) of his/her
Trial Staff Personal Data by Sponsor, its
affiliates and its and their respective
designees and agents and national and
foreign governmental or regulatory
agencies for the following purposes (the
“Purposes”): (a) the conduct of clinical
trials; (b) review by governmental and/or
regulatory  agencies, Sponsor, its
affiliates and its and their respective
designees and agents; (c) satisfying legal
or regulatory requirements; and
(d) storage in databases for use in
selecting investigators and institutions
for future clinical trials. Investigator
consents to the Processing (including
use, disclosure and transfer) of his/her
Trial Staff Personal Data, even if such
Trial Staff Personal Data is transferred to
countries that do not ensure an equivalent
level of protection as in the country
where the Trial is taking place.
Institution and Investigator represent and
warrant that all Trial Staff have
consented to the Processing of their Trial
Staff Personal Data for the Purposes,
including the transfer to countries that do
not ensure an equivalent level of
protection as in the country where the
Trial is taking place, and such other use,
disclosure and transfer as described in
this Section 2, and will notify Sponsor or
its designee immediately in writing if
such consent is withdrawn.

Hodnoceny IéCivy pripravek. Zadavatel
nebo jim urCeny subjekt predaji
Zdravotnickému zafizeni pies jejich
Nemocni¢ni 1ékarnu  bezplatné pro
Zdravotnické zafizeni i Zkousejiciho
Hodnoceny 1€Civy ptipravek
v pfiméfeném  objemu  postacujicim
k provedeni Studie a ur¢ité materialy a
pfipadné vybaveni podle vyhradniho
uvazeni Zadavatele (spolecné déle jen
»Studijni dodavky”). V pfipadg, Ze je
pro  Studii  poZadovano jakékoli
vybaveni, bude uzaviena samostatna
vypljéni smlouva mezi Zdravotnickym

Trial Drug. Sponsor or its designee will
provide the Trial Drug to Institution,
through its hospital pharmacy, at no cost
to Institution or Investigator in amounts
reasonably sufficient for the conduct of
the Trial, as well as certain materials and
equipment (if any) to be determined by
Sponsor at its sole  discretion
(collectively, the “Trial Supplies”). In
the event any equipment is required for
the Trial a separate Borrowing Contract
will be concluded between Institution
and Sponsor’s designee. All Trial
Supplies are and will remain the sole




zatizenim a zastupcem Zadavatele.
Veskeré Studijni dodavky jsou a
Zlstavaji vyhradnim majetkem
Zadavatele. Zdravotnické zatizeni a
Zkousejici  zajisti dohled  nad
Hodnocenym  1éCivym  piipravkem
v souladu s Predmétnym pravem
zptusobem stanovenym v Protokolu a
pfipadnych dodate¢nych dokumentech
pfedanych  Zadavatelem nebo jim
uréenym subjektem v souvislosti
s uchovavanim a distribuci
Hodnoceného  lé¢ivého  ptipravku.
Zdravotnické zafizeni a ZkouSejici
zajisti, ze Studijni dodavky budou
pouzity vyhradné k provadéni Studie
vsouladu sProtokolem a nebudou
predany  Zadnym  tfetim  strandm.
Zdravotnické zafizeni a Zkousejici
odpovidaji  Zadavateli za svéfené
Studijni dodavky a neprodlené€ vyrozumi
Zadavatele nebo jim urceny subjekt
v piipadé ztraty, poskozeni nebo zniceni
Studijnich ~ dodavek. Zadavatel se
zavazuje  zajistit vedeni zdznami
dokladajicich pfepravu, piijem,
uchovavani, vraceni a likvidaci
hodnocenych,  nespotfebovanych i
expirovanych [é¢iv vcetné vytvofeni
systému stahovéani a vraceni zavadného
1éCiva a zabezpecuje jeho likvidaci.

property of Sponsor. Institution and
Investigator will maintain control of the
Trial Drug in accordance with
Applicable Law, and in the manner
outlined in the Protocol and any
additional documents provided by
Sponsor or its designee related to the
storage and distribution of the Trial
Drug. Institution and Investigator will
ensure that the Trial Supplies are used
solely to conduct the Trial in accordance
with the Protocol and that the Trial
Supplies are not transferred to any third
parties. Institution and Investigator will
be responsible to Sponsor for the Trial
Supplies entrusted to them and will
notify Sponsor or its designee
immediately if any Trial Supplies are
lost, damaged or destroyed. Sponsor
agrees to arrange for keeping records
documenting the transportation, receipt,
storage, return, and destruction of the
Trial Drug, not consumed or expired,
including setting up a system of recalling
and returning of defective Trial Drug,
and will arrange for its destruction.

Rozpocet a platebni plian. Zadavatel
pfimo nebo  prostiednictvim  jim
urceného subjektu poskytne
Zdravotnickému  zafizeni  finan¢ni
podporu stanovenou v Priloze A (ddle
jen ,,Rozpocet”, resp. ,,Platebni plan”)
pro  provadéni  Studie v souladu
s podminkami Protokolu a Smlouvy.
Céastky uvedené v Piiloze A zahrnuji
naklady Zdravotnického zafizeni a
ZkouSejictho na provadéni Studie.
Zdravotnické zafizeni nese vyhradni
odpovédnost za pievod veskerych plateb
ZkouSejicimu a Studijnim pracovnikim
za provadéni Studie. Veskeré c¢astky
zahrnuji veskeré primé, neptimé, rezijni
a jiné naklady véetné nakladi na
laboratorni a pomocné sluzby a nebudou
se béhem Studie ménit, jestlize se
smluvni strany pisemné nedohodnou
jinak.  Zdravotnické  zafizeni ani

Budget and Payment Schedule.
Sponsor, either directly or through its
designee, will provide the financial
support to Institution set out in
Attachment A (respectively, the
“Budget” and the “Payment Schedule”)
for the conduct of the Trial in accordance
with the terms of the Protocol and this
Agreement. The amounts specified in
Attachment A represent Institution’s and
Investigator’s costs of conducting the
Trial. Institution will be solely
responsible for making any and all |
payments due Investigator and Trial Staff
for their conduct of the Trial. All
amounts are inclusive of all direct,
indirect, overhead and other costs,
including laboratory and ancillary |
service charges, and will remain firm for
the duration of the Trial, unless otherwise
agreed in writing by the parties. Neither




Zkousejici nebudou pfimo ani nepfimo
pozadovat ani pfijimat od tfetich stran
finan¢ni nahradu za Zzadné materialy,
1é¢bu ani sluzby pozadované Protokolem
a poskytnuté nebo uhrazené
Zadavatelem, a to v¢etné Hodnoceného
l1é¢ivého pripravku, vstupnich vySetfeni

Institution nor Investigator will directly
or indirectly seek or receive
compensation from third-party payers for
any material, treatment or service that is
required by the Protocol and provided or
paid for by Sponsor, including Trial
Drug, Trial Subject screening, infusions,

Subjektd  hodnoceni, infuzi, sluzeb physician and nurse services, and
lékaftt a  zdravotnich  sester a diagnostic tests.
diagnostickych vysetieni.

5. Zarazovani  Subjekti  hodnoceni. | 5. Trial Subject Enrollment. Institution

Zdravotnické zafizeni a ZkouSejici se
zavazuji zatadit Subjekty hodnoceni do
Studie v souladu s Protokolem.
Zadavatel mtize pfi dosazeni celkového
poctu Subjektd hodnoceni potiebného
pro Multicentrickou studii pozéddat
Zdravotnické zafizeni a Zkousejiciho
o ukonceni zatazovani ve
Zdravotnickém zarizeni.

and Investigator have agreed to enroll
Trial Subjects in the Trial in accordance
with the Protocol. Sponsor may require
Institution ~ and  Investigator  to
discontinue  subject enrollment at
Institution if the total enrollment needed
for the Multi-Center Clinical Trial is
achieved.

6. Nezadouci _ pFihody. Zdravotnické | 6. Adverse  Events. Institution and
zatizeni a ZkouSejici nahlasi nezadouci Investigator will report adverse events
ucinky u Subjekti hodnoceni experienced by Trial Subjects (a)to
(a) Zadavateli do dvaceti ¢ty (24) hodin Sponsor within twenty-four (24) hours of
od ziskani informace o nezadoucim learning of such event; (b) in accordance
ucinku; (b) v souladu s pokyny with instructions in the Protocol; and
v Protokolu; a(c) v souladu (c) pursuant to Applicable Law.

s Predmétnym pravem.

Vyskytne-li se v  souvislosti s If a new circumstance occurs in
provadénim klinického hodnoceni nova connection with the conduct of the Trial,
skuteénost, ktera ~mlze  ohrozit which would cause the safety and well-
bezpeénost a zdravi subjekti hodnocent, being of the Trial Subjects to be
je  Zdravotnické zafizeni povinno jeopardised, Institution is obliged to take
piijmout okamZita opatfeni k ochrané immediate measures to protect the Trial
subjektd hodnoceni pied bezprostiednim Subjects before any imminent danger and
nebezpec¢im a neprodlené informovat immediately inform Sponsor.
Zadavatele.

T Studijni _data, biologické vzorky a | 7. Trial Data, Biological Samples. and
zaznamy. Records.

7 Studijni data. Zdravotnické zafizeni a | 7.1 Trial Data. Institution and Investigator
ZkouSejici  budou zaznamendvat a will collect and submit to Sponsor or its

predavat Zadavateli nebo jim ur¢enému
subjektu vSechna data vytvofena pfi

provadéni Studie, pokud tato data
zahrnuji ~ osobni  udaje  subjekti
hodnoceni, budou pfedavana pouze
v anonymizované forme, véetné
vyplnénych zdznamd Subjektu

hodnoceni v podobé uréené a/nebo na
elektronickém nosi¢i predaném nebo

designee all data generated in the conduct
of the Trial, such data if incorporating
Trial Subject Personal Data only in an
anonymized form, including completed
case report forms in the form and/or
electronic medium supplied or specified
by Sponsor or its designee (“CRFs”), X-
rays, MRIs or other types of medical
images, ECGs, EEGs or other types of




uréeném Zadavatelem nebo jim uréenym
subjektem (dale jen ,,CRF”), snimkii
zrentgenového vySetieni, magnetické
rezonance nebo  jiného druhu
zobrazovaciho vysetieni, EKG, EEG
nebo jinych druhti vysledki méfeni nebo
papirovych vysledki a prehledi dat a
jinych dat, kterd muZze pozadovat
Protokol (spoleéné dale jen ,Studijni

data”). Zdravotnické  zafizeni a
Zkousejici zajisti presné a véasné
zaznamenani, nahrani a  predani

Studijnich dat. Vyhradnim vlastnikem
veskerych Studijnich dat je Zadavatel.
Zdravotnické zafizeni a ZkousSejici
povedou tplnou a presnou zdravotni
evidenci Subjektd hodnoceni.

tracings or printouts, and data summaries
and other data as may be required under
the Protocol (collectively, the “Trial
Data”). Institution and Investigator will
ensure accurate and timely collection,
recording, and submission of Trial Data.
Sponsor is the exclusive owner of all
Trial Data. Institution and Investigator
will maintain complete and accurate
medical records with respect to Trial
Subjects.

7:2 Biologické  vzorky. .Biologickymi | 7.2 Biological Samples. “Biological
vzorky” se rozumi vzorky krve, tekutin Samples” means blood, fluid and/or
amebo tkani odebrané Subjektim tissue samples collected from Trial
hodnoceni, jak je uvedeno v Protokolu, a Subjects as may be set forth in the
hmotné materidly z téchto vzorkil pfimo Protocol, and tangible materials directly
¢ neptimo odvozené. Zdravotnické or indirectly derived from such samples.
zatizeni a Zkousejici budou Biologické Institution and Investigator will collect,
vzorky odebirat, uchovdvat a/nebo retain and/or use Biological Samples
pouzivat vyhradné zplsobem solely as set forth in the Protocol.
stanovenym v Protokolu. Zdravotnické Institution and/or Investigator will
zatizeni a/nebo Zkousejici predaji provide Sponsor with quantities of
Zadavateli Biologicke vzorky Biological Samples as required by the
v objemech pozadovanych Protokolem. Protocol. Sponsor may use such
Zadavatel mize Biologické vzorky Biological Samples as specified in the
pouzit zpisobem stanovenym Protocol, and as permitted in the Consent
v Protokolu a povolenym Dokumenty Documents and by Applicable Law.
souhlasu a Pfedmétnym pravem.

7.3 Zéaznamy. Zdravotnické zafizeni a | 7.3 Records. Institution and Investigator will

Zkousejici povedou na bezpecném misté
nejméné jednu (1) kopii Ci stejnopis
vsech tisténych i elektronickych dat a
hladeni vytvotenych pfi provadéni Studie
(a) po dobu dvaceti péti (25) let po konci
nebo pfed¢asném ukonceni Studie; nebo
(b) po dobu pozadovanou Pfedmétnym
pravem podle toho, kterd doba bude
delsi.  Zdravotnické  zatizeni  ani
Zkousejici zadné takové zdznamy
v zddném pripadé nezlikviduji bez
predchoziho  pisemného  oznameni
Zadavateli, které musi poskytnout
Sedesdt (60) pfedem, aby Zadavateli
umoznili pievést zaznamy Zadavateli
nebo jim uréenému subjektu na naklady
Zadavatele v pfiméfené vysi. Skonci-li
smlouva Zkousejiciho se Zdravotnickym

retain in a safe and secure location at
least one (1) copy of all printed and
electronic data and reports resulting from
their conduct of the Trial for the longer
of (a) twenty-five (25) years following
completion or early termination of the
Trial; and (b) the period required by
Applicable Law. In no event will
Institution or Investigator dispose of any
such records without first giving Sponsor
sixty (60) days’ prior written notice of its
intent to do so and an opportunity to
transfer the records to Sponsor or its
designee, at Sponsor’s reasonable
expense. If the individual named as
Investigator ceases to be affiliated with
the Institution, Institution will ensure that
such records remain available to Sponsor




zatizenim, Zdravotnické zafizeni zajisti,
ze takové zdznamy budou nadéle
neustale k dispozici Zadavateli a/nebo
jim uréenému subjektu.

and/or its designees at all times.

Pozaduje-li Predmétné pravo sdéleni

Divérnych  informaci nad ramec
vyslovné povoleny Smlouvou, takto
zakonng pozadované sdéleni

nepfedstavuje poruseni Smlouvy, jestlize
to Zdravotnické zafizeni a Zkousejici
v dostate¢ném  casovém  predstihu

8. Diivérné informace. 8. Confidential Information.

8.1 Definice. ,,Divérnymi informacemi” se | 8.1 Definition. “Confidential Information™
rozumi (a) vesSkeré veédecké, technické, (a)any and all scientific, technical,
obchodni, regulatorni nebo finan¢ni business, regulatory, or financial
informace v libovolné podob¢ (pisemné, information in whatever form (written,
ustni, elektronické ¢i vizuédlni) predané oral, electronic or visual) that is delivered
nebo jinak sdélené Zdravotnickému or otherwise disclosed to Institution or
zatizeni nebo Zkousejicimu Zadavatelem Investigator, by or on behalf of Sponsor
nebo jménem Zadavatele vetné sdéleni including through disclosure by its
jim uréenym subjektem, ato vetné designee, including the Protocol, the
Protokolu, souboru informaci pro Investigator’s  Brochure, information
zkousejiciho, informaci obsaZenych ve contained in or comprised of Inventions
Vynalezech (viz definice v ¢l. 10) nebo (as defined in Section 10), and the
obsahujici Vyndlezy a finan¢nich financial terms of this Agreement; (b) all
podminek Smlouvy; (b) vsechna approvals and correspondence with or
stanoviska a korespondence s EK nebo from the EC or other entities with
jinymi organy dozoru nad Studii vCetné oversight responsibilities for the Trial,
komisi pro sledovani bezpeénostnich including data safety monitoring
udajii, vsechna Studijni korespondence, committees, all Trial correspondence, all
vsechny formulare rekapitulace Trial Drug accountability forms, and all
Hodnoceného 1é¢ivého ptipravku a CRFs; and (c) all Trial Data; provided,
viechny CRF; a(c) viechna Studijni however, that Institution and Investigator
data; Zdravotnické zafizeni a Zkousejici may use and/or publish Trial Data solely
pfitom  mohou  pouzivat  a/mebo in accordance with Section 11.
publikovat Studijni data vyhradné
v souladu s ¢l. 11.

8.2 Povinnost mlcenlivosti. Zdravotnické | 8.2 Obligations of Confidentiality. Unless
zaifzeni a Zkousejici nesmi bez Sponsor provides prior written consent,
pfedchoziho  pisemného  souhlasu Institution and Investigator may not use
Zadavatele pouzit Didvémné informace Confidential Information for any purpose
k Zadnému jinému ucelu nez k provadéni other than for the purpose of conducting
Studie ani nesmi sdélit Duaveérné the Trial, nor may Institution or
informace zadné tfeti strané kromé Investigator  disclose ~ Confidential
Studijnich pracovnikt vazanych Information to any third party other than
povinnosti mlcenlivosti a nepouZivani Trial Staff, who are subject to binding
v podobé podstatné podobné podobé obligations of confidentiality and non-
uvedené v ¢l. 8, ato vyhradné k ucelu use substantially similar to those set forth
provadéni Studie. in this Section 8, for the sole purpose of

conducting the Trial.

8.3 Sdéleni  poZzadovand ze  zdkona. | 8.3 Disclosure Required by Law. If

disclosure of Confidential Information
beyond that expressly authorized in this
Agreement is required by Applicable
Law, that disclosure does not constitute a
breach of this Agreement so long as
Institution and Investigator notify
Sponsor in writing sufficiently prior to




