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Czech Republic/Institution Clinical Trial Agreement

CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (the
“Agreement”) is effective the date of Ilast
signature hereof (the “Effective Date”), by and
between

Vseobecna fakultni nemocnice v Praze located
at U Nemocnice 499/2, Praha 2, 128 08, Czech
Republic, Company ID number: 00064165, TAX
ID number: CZ00064165, represented by Mgr.
Dana Juraskova, Ph.D., MBA, Director (the
“Institution”) and

Pharmaceutical Research Associates CZ, s.r.o.,
located at Jankovcova 1569/2¢, Post Code 170 00,
Praha 7, Czech Republic, Company ID number
(IC): 276 36 852, Tax ID number (DIC):
CZ27636852, company duly registered in the
Commercial Register of the Czech Republic
maintained by the Municipal Court in Prague,
Section C, Entry 120574, represented by MUDr.
Andrea KI¢, Proxy (“PRA”) and

XXXXXXXXXXXXX, date of birth xxxxxx, with
workplace at VSeobecna fakultni nemocnice v
Praze, U Nemocnice 499/2, Praha 2, 128 08,
Czech Republic, an employee of the Institution,
shall serve as the principal investigator
(“Investigator”) for the Study as defined below.

The Investigator is signing this Agreement as a
party for the purpose of acknowledging his duties
stated herein.

PRA is acting as an independent contractor for
Onyx Pharmaceuticals, Inc., a wholly owned
subsidiary of Amgen Inc., located at 249 E. Grand
Avenue, South San Francisco, California 94080

(the “Sponsor™).

VSeobecna fakultni nemocnice v Praze / XXXXxxx
CFz014

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI

Tato SMLOUVA (0] PROVEDENI
KLINICKEHO HODNOCENI  (dile jen
»Smlouva“) nabyva ucinnosti dnem podpisu této
Smlouvy posledni smluvni stranou (déale jen
,,datum uc¢innosti*), mezi

Vseobecnou fakultni nemocnici v Praze se sidlem
U Nemocnice 499/2, Praha 2, 128 08, Ceské
republika, IC: 00064165, DIC: CZ00064165,
zastoupenou Mgr. Danou Juraskovou, Ph.D., MBA,
teditelkou (dale jen ,,Zdravotnické zatizeni*) a

spole¢nosti Pharmaceutical Research Associates
CZ, s.r.o., se sidlem Jankovcova 1569/2¢, 170 00
Praha 7, Ceska republika, IC: 276 36 852, DIC:
CZ27636852, spole¢nost zapsana v Obchodnim
rejstifku  Ceské republiky vedeném Méstskym
soudem v Praze, oddil C, vlozka 120574,
zastoupenou MUDr. Andreou KI¢, prokuristkou
(dale jen ,,PRA*) a

XXXXXXXXXXXXX, datum narozeni XXXXXXXX, S
adresou vykonu prace ve VsSeobecné fakultni
nemocnici v Praze, U Nemocnice 499/2, Praha 2,
128 08, Ceskd republika, zaméstnancem
Zdravotnického zafizeni, ktery bude hlavnim
zkousejicim (dale jen ,,ZkousSejici*) odpovidajici za
studii, jak je definovan/a nize.

Zkousejici podepisuje tuto Smlouvu za dale
uvedenym ucelem jakoZzto strana, jez potvrzuje a
bere na védomi zavazky a povinnosti, jeZ jsou ji
stanoveny v tomto dokumentu.

Spole¢nost PRA jedna jako nezavisly dodavatel
spolecnosti Onyx Pharmaceuticals, Inc., coZ je plné
vlastnénd dcefind spolecnost spolecnosti Amgen
Inc., se sidlem 249 E. Grand Avenue, South San
Francisco, California 94080 (dale jen ,,Zadavatel®).

Revised August 2013
EAPA Master
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1.

(a)

(b)

STATEMENT OF WORK.

The Institution will permit the
Investigator to conduct the clinical
research study entitled “A Randomized,
Open-label, Phase 3 Study in Subjects
with Relapsed and Refractory Multiple
Myeloma Receiving Carfilzomib in
Combination with Dexamethasone,
Comparing Once-weekly versus Twice-
weekly Carfilzomib Dosing“ (the
“Study”), bearing protocol number
CFZ014, as may be amended from time to
time (the “Protocol”), the provisions of
which are incorporated herein by
reference, in conformance with: (i) ICH
Harmonized Tripartite Guidelines for
Good Clinical Practices ("ICH GCP"), (ii)
the Protocol (iii) the FDA Form 1572,
and (iv) all applicable laws, rules and
regulations including, but not limited to,
those governing the conduct of the Study.
The Institution shall not reassign the
conduct of the Study to another
investigator without PRA’s express
written consent. If the Investigator is
unable to perform the duties required by
this Agreement, the Institution shall
promptly notify PRA in writing. If a
mutually acceptable replacement is not
available, this Agreement may be
terminated as provided herein. The
Sponsor understands that the Institution
has the exclusive right to unilaterally
terminate its work relationship with the
Investigator.

The Institution shall provide appropriate
resources and facilities so the Investigator
can conduct the Study in a timely and
professional manner and according to the
terms of this Agreement. The Institution
shall ensure that only individuals who are
appropriately trained and qualified will
assist in conducting the Study. The

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX

CFzZ014
1. POPIS PROJEKTU.

(a) Zdravotnické zafizeni umozni
Zkousejici/mu, aby provedl klinickou
vyzkumnou studii pod nazvem
»,Randomizované oteviené Kklinické
hodnoceni 3. faze u subjekti
s relabujicim a refrakternim
mnohocetnym  myelomem léfenych
carfilzomibem v kombinaci
s dexamethasonem, porovnavajici

davkovani carfilzomibu jednou tydné
oproti dvakrat tydné” (dale jen ,,Studie*),
s Cislem protokolu CFZ014, ve znéni
ptipadnych zmén (dale jen ,,Protokol®)
jehoz ustanoveni jsou nedilnou soucasti
této Smlouvy, v souladu s: (i)
harmonizovanymi tripartitnimi smérnicemi
ICH ospravné klinické praxi (dale
,,smérnice ICH GCP”) (ii) Protokolem (iii)
FDA formulafem 1572 a (iv), vSemi
prislusnymi zakony, predpisy a
smérnicemi, vcetné mimo jiné piedpist
upravujicich provadeni Studie.
Zdravotnické zafizeni neni opravnéné
poveéfit vykonem Studie jinou/jiného
Zkousejici/ho bez vyslovného pisemného
souhlasu PRA. Pokud Zkousejici nebude
schopen plnit povinnosti stanovené v této
Smlouve, oznami to Zdravotnické zafizeni
neprodlené pisemné PRA. Nelze-li nalézt
nahradu pfijatelnou pro obé¢ strany, muize
kterdkoli strana od této Smlouvy odstoupit
zpusobem Vv této Smlouvé stanovenym.
Zadavatel bere na védomi, Ze moznost
jednostranné ukonéit pracovni pomér se
Zkousejicim  je  vyhradnim  pravem
Zdravotnického zatizeni.

(b) Zdravotnické zafizeni poskytne vhodné

zdroje a moznosti, aby mohl/a ZkousSejici
provést studii véas a odborné a v souladu s
podminkami této Smlouvy. Zdravotnické
zafizeni zajisti, aby pouze spolupracovnici,
ktefi jsou dostatecné kompetentni a
vyskoleni, byli napomocni pii provadéni
Studie. Zdravotnické zafizeni  je
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(c)

Institution is responsible for ensuring that
all personnel () participating in the Study
(it means employees participating to the
Study under Investigator’s supervision)
(“Study Team”) comply with the terms of
this Agreement, excluding personnel (it
means CRAs or Auditors of the Study)
supplied by PRA or Sponsor. Unless
otherwise agreed to in writing by the
parties, the Institution shall conduct the
Study only at the facilities indicated in this
Agreement. Institution hereby represents
and warrants that only Institution’s
employees shall participate to the Study. If
any change related to above stated
confirmation  occurs, Institution or
Investigator is obliged to notify PRA or
Sponsor.

PRA or Sponsor is responsible for the
fulfillment of legal obligations in relation
to the MoH and Ethics Committees or
other regulatory authorities, including but
not limited to the announcement of
commencement and completion of the
Study, reporting about adverse events,
announcements of new information duties,
approval of informed consent form and its
amendments, approval of Protocol
Amendments and also is responsible for
cooperation with MoH and Ethics
Committees in connection with this Study.
PRA declares that all information
submitted for the purpose of performing
the Study (including the Protocol) are
complete and correct for the purposes of
performing the Study.

PRA obliges to immediately notify the
Institution of Study termination (early or
in the regular expected date).
Furthermore, PRA is obliged to
immediately inform the Institution in the
event that MoH suspends or prohibits the
performance of the Study and if approval
of ethics committees (temporarily or
permanently) will be removed. PRA is

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX

(©)

CFz014

zodpovédné za zajiSténi toho, Ze vSichni
pracovnici, ktefi jsou napomocni pfi
provadéni Studie z povéteni
Zdravotnického zafizeni (tj. Zaméstnance
ucastnici se provadéni studie pod vedenim
Zkousejiciho) (dale jen ,tym studie®)
spliiuji vSechny podminky v souladu s
podminkami  Smlouvy, s vyjimkou
persondlu (tj. monitora ¢i auditord Studie),
ktery poskytne PRA nebo Zadavatel.
Pokud neni stranami sjedndno pisemné
néco jiného, Zdravotnické zafizeni bude
provadét Studii jen v zatizenich uvedenych
v této Smlouveé. Zdravotnické zafizeni
prohlasuje a zarucuje, Ze na jeho strané se
budou na provadéni studie podilet pouze
jeho zaméstnanci. Pokud dojde ke zméné,
je  povinno o tom  Zdravotnické
zafizeni/Zkousejici informovat PRA ¢i
Zadavatele.

PRA nebo Zadavatel odpovida za plnéni
zékonnych povinnosti ve vztahu k SUKL a
etickym komisim, ptipadné k jinym
regulacnim ufadim, a to vCetné ohlaseni
zahajeni a ukonc¢eni Studie, podavani zprav
a hlaseni nezadoucich ucinkli, oznameni
novych skuteCnosti a piijatych opatfeni a
dalsich informac¢nich povinnosti, schvaleni
informovaného souhlasu a jeho zmén,
schvaleni dodatkd k Protokolu, a také za
jednani viigi SUKL a etickym komisim v
souvislosti s touto Studii.

Spole¢nost PRA prohlasuje, Zze veskeré
informace predané pro ucely provadeéni
Studie (véetné Protokolu) jsou uplné a
spravné pro ucely provadéni Studie.

PRA se zavazuje neprodlené¢ informovat
Zdravotnické zafizeni o ukonCeni Studie
(pfedcasném nebo v fadném
predpokladaném terminu). Dale je PRA
povinna Zdravotnické zafizeni neprodlené
informovat v ptipadé, ze SUKL pozastavi
nebo zakaze provadéni Studie a dale bude-
li souhlas etickych komisi (doCasné nebo
trvale) odvolan. PRA je rovnéZz povinna
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also obliged to immediately inform the
Institution of any facts that may adversely
affect the safety or health of the subjects
or affect the performance of the Study,
including information derived from other
sites and inform the Institution of all
suspected adverse reactions to the Study
drug, which were reported to PRA.

2. PAYMENT.

(a)

(b)

(©)

PRA will pay the Institution according to
the Payment Terms attached hereto as
Exhibit A (“Payment Terms”) and the
Budget attached hereto as Exhibit B
(“Budget”), upon receipt of invoices and
other appropriate documentation as
specified therein. Exhibit A and Exhibit B
are an integral part of the Agreement.

The Institution as payee (“Payee”) shall
provide full payment instructions and
bank details, in writing to PRA in the
Payment Information Checklist (“PIC”),
before any payment can be made. The
Payee is obliged to inform PRA, in
writing, of any changes or required
updates of payment instructions and/or
bank details. The parties agree that any
change of or update to the Payee’s bank
details contained in the PIC may be
effected through a written notice and shall
not of itself require a formal Amendment
to this Agreement.

The Institution 1is an independent
contractor, and neither PRA nor Sponsor
is responsible for any employee benefits,
pensions, workers’ compensation,
withholding, or employment-related taxes
as to the Institution or its personnel.

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX

(a)

(b)

(©)

CFz014

neprodlen¢  informovat  Zdravotnické
zatizeni o veSkerych skute¢nostech, které
mohou nepfiznivé ovlivnit bezpecnost
nebo zdravi subjekt studie nebo mit vliv
na dalsi provadéni Studie, v¢etné informaci
vzeslych ze Studie provadéné na jinych
mistech ~ hodnoceni a  informovat
Zdravotnické  zafizeni o vSech ji
oznamenych podezienich na nezadouci
ucinky hodnoceného 1éku.

2. UHRADA
PRA zaplati Zdravotnickému zafizeni
thradu v souladu s  platebnimi

podminkami, jak je uvedeno v pfiloze A
(dale jen ,platebni podminky*), a
s rozpoCtem piilozenym v pfiloze B (dale
jen ,;rozpocet), a to na zaklad¢ doruceni
faktur a dalSich pfislusSnych dokladi
v souladu s rozpoctem. Ptiloha A a Ptiloha
B jsou nedilnou soucasti smlouvy.

Zdravotnické zafizeni, jakozto piijemce
platby (dale jen “pfijemce platby™)
poskytne pisemné spole¢nosti PRA
kompletni platebni pokyny a bankovni
spojeni, a to na formulafi platebnich udaji
(dale jen ,,PIC*), ptedtim, nez bude mozno
uskutecnit jakoukoliv platbu. Pi{jemce
platby je povinen pisemné informovat
PRA o jakychkoliv zmeénach nebo
pozadovanych aktualizacich v platebnich
pokynech a/nebo bankovnim spojeni.
Smluvni strany sjednavaji, Ze zmény nebo
aktualizace bankovniho spojeni piijemce
platby obsazené v PIC mohou byt
provadény pisemnym oznamenim, a samy
o0 sobé¢ nevyzaduji uzavieni dodatku k této
Smlouvé.

Zdravotnické zafizeni je nezavislym
dodavatelem a PRA ani Zadavatel
nenesou odpovédnost za  vyplaceni

jakychkoli pozitkli zaméstnanct, dichodd,
nahrad pracovnikiim, srazek nebo dani
hrazenych  za  zaméstnance  bud
Zdravotnickému  zafizeni nebo jeho
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(d)

(e)

@)

(@

The Institution shall ensure that the
Investigator and any sub-investigators will
complete and sign a financial disclosure
form. These forms shall be promptly
updated as needed to maintain their
accuracy and completeness during the
Study and for one year after its
completion.

The Institution hereby agrees that no third
party will be charged for any aspect of
treatment or subject care for which the
Payee has invoiced or been paid under this
Agreement. The Institution hereby agrees
that neither participants in the Study nor
any third party will be charged for
Carfilzomib for Injection (the “Study
Drug”) or any comparator drugs provided
for this Study, nor shall Payee include
such cost in any cost report to third-party
payers.

Unless otherwise agreed herein, payments
will be made for evaluable subjects and
for eligible subjects only. An eligible
subject is one who meets all of the
inclusion requirements and does not meet
any of the exclusion criteria of the
Protocol, who was enrolled by
Investigator, and from whom informed
consent has been obtained. An evaluable
subject is one for whom case report forms
(“CRFs”) have been satisfactorily
completed in accordance with the
Protocol, and who has completed the
appropriate Study procedures as set forth
in the Protocol, and undergone the
evaluations required by the Protocol.

The parties acknowledge and agree that
the compensation provided for
Institution’s  performance under the
Agreement represents the fair market
value for the services conducted by
Institution and has been agreed

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX

(d)

(e)

03]

(2

CFzZ014
personalu.

Zdravotnické  zafizeni  zajisti, aby
ZkousSejici a spoluzkouSejici vyplnili a
podepsali formulai financnich udaji. Tyto
formulafe musi byt v pripadé potieby
neprodlené aktualizovany, aby po dobu
Studie a jednoho roku po jejim skonceni
zUstaly spravné a iplné.

Zdravotnické zafizeni timto souhlasi s tim,
ze zadné tieti strané¢ nebude v zadném
ohledu i¢tovana 1éCba ani péce o subjekt,
kterou piijemce platby fakturoval nebo
ktera byla uhrazena v ramci této Smlouvy.
Zdravotnické zafizeni timto souhlasi s tim,
7ze zadnému ucastnikovi Studie ani tfeti
stran¢ nebude uctovan Carfilzomib for
Injection (dale jen ,,hodnoceny 1€k*) nebo
jiny 1ék poskytnuty pro ucely této Studie,
a ze takovéto naklady nebudou zahrnuty
do zadného vykazu nakladl pro platce-
treti strany.

Pokud v této Smlouvé neni dohodnuto
jinak, platby budou pfijemci plateb
hrazeny pouze za zptisobilé subjekty, které
lze vyhodnotit. Zpisobily subjekt je ten,
ktery splni vSechny pozadavky pro
zafazeni a nesplituje zadné z vylucovacich
kritérii uvedenych v Protokolu, ktery byl
zafazen Zkousejicim, a ktery udélil svij
informovany souhlas. Subjekt, kterého lze
vyhodnotit, je ten subjekt, u n&jz byly
uspokojivé vyplnény vsSechny formulafe
pro zdznamy subjektti hodnoceni (,,CRF*)
v souladu s Protokolem, ktery absolvoval
prislusné studijni tkony stanovené
Protokolem a ktery absolvoval vysetfeni
pozadovana Protokolem

Smluvni strany uznavaji a souhlasi s tim,
7ze odména pro Zdravotnické zafizeni za
plnéni na zékladé¢ této  Smlouvy
pfedstavuje spravedlivou trzni hodnotu
sluzeb a byla sjednana nezavisle na jinych
obchodnich  vztazich  Zdravotnického
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(h)

independently from any business the
Institution or the Investigator has made or
may make in relation to the ordering of
products or services of the Sponsor.

Institution acknowledges and agrees that
PRA shall execute a separate service
contract with the Investigator and may
also execute separate service contracts
with other Institution’s employees and
shall make payments to them accordingly
for the participation in the Study.

3. RECORDKEEPING: REPORTING:

(a)

ACCESS.

Authorized representatives of Sponsor
and/or PRA shall have the right, upon
reasonable advance notice, and during
regular business hours, to: (i) audit and
examine the Institution’s facilities
required for performance of the Study; and
(i1) review all data, records and work
products relating to the Study, and if
necessary, make copies of such data,
records and work products, provided such
copies do not include any unauthorized
individually-identifiable information of a
Study subject. The Institution shall
maintain complete and accurate records
related to the Study, and shall retain all
such records resulting from the Study in
accordance with ICH GCP as required by
applicable laws and regulations. The
originals of all such records and materials,
including medical records of subjects, will
be held by the Institution and must be
archived for a period of 15 years after
study completion and after this period can
by destroyed. In the event that the Sponsor
or PRA are interested in other archiving of
documentation, it is required to initiate a
request in writing to the Institution at least
two months before the expiry of the
agreed term of archiving and the
Institution will provide archiving at the
Sponsor’s reasonable expense or will send
documentation to Sponsor or PRA.

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX

(h)

(a)

CFz014

zafizeni nebo ZkouSejiciho, stavajicich

nebo  potencidlnich,  tykajicich  se
objednavek  vyrobki  nebo  sluzeb
Zadavatele.

Zdravotnické zafizeni timto souhlasi a
potvrzuje, Ze PRA sjednd samostatné
smlouvy se Zkousejicim a muze rovnéz
sjednat samostatné smlouvy s ostatnimi
zaméstnanci Zdravotnického zafizeni a
provede jim platbu dle participace na
Studii.

3. ZAZNAMY, VYKAZY, PRISTUP

Zmocnéni zastupci Zadavatele, pfipadné
PRA, i zmocnéni zéstupci etickych komisi
a statnich organt by méli byt opravnéni na
zakladé priméteného predchoziho
oznameni v pfiméfené lhut¢ a behem
obvyklé pracovni doby: (i) provadét audit
a provefit vybaveni Zdravotnického
zatizeni potfebné k provedeni Studie; a (ii)
zkontrolovat kopie veskerych 1daja,
zaznamd a vysledkll prace souvisejicich
s provadénim Studie, a jestlize to je
potfebné, potizovat si kopie takovych
udaji, zaznamu a vysledkd prace, za
predpokladu, ze takové kopie neobsahuji
nepovolené individudlné identifikovatelné
informace o subjektu studie. Zdravotnické
zatizeni je povinno vést Gplné a spravné
zaznamy tykajici se Studie a zdznamy
vzniklé ze Studie je povinno archivovat v
souladu s ICH GCP po dobu stanovenou
prislusnymi pravnimi predpisy. Originaly
veskerych takovych zaznamid a material,
véetné zdravotnické dokumentace
subjekt, budou vedeny Zdravotnickym
zafizenim a archivovany po dobu 15 let po
ukonceni Studie a po uplynuti této lhity
budou zlikvidovany. V pfipadé, ze
Zadavatel nebo PRA maji zajem na dalsi
archivaci dokumentace, jsou povinni svij
pozadavek uplatnit pisemn¢ u
Zdravotnického zafizeni nejméné dva
meésice pfed uplynutim sjednané doby
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(b) The Investigator will deliver all CRFs to

(c)

PRA within fourteen (14) days of
Investigator’s review or in accordance
with PRA’s reasonable written
instructions. The Investigator shall be
available at reasonable times during
normal business hours to meet with Study
monitors and answer questions regarding
the conduct of the Study. If PRA must use
or access the Institution’s computer
systems, it will do so in accordance with
the Institution’s instructions and will only
use acquired information for the purpose
of the Study and in accordance with
applicable laws.

The Institution will promptly notify
Sponsor and PRA if any regulatory
authority notifies the Institution or
Investigator of a pending inspection
relating to the Study, and will promptly
forward to Sponsor and PRA copies of
any written communication received as a
result of such inspection which are related
to the Study. The Institution shall also
provide to Sponsor and PRA copies of and
opportunities to comment on drafts of any
documents provided to any inspector that
relate to the Study to the extent possible
and allowed. .

4. CONFIDENTIALITY.

(a)

The Institution agrees to maintain as
confidential for a period of five (5) years
following the earlier of (i) the termination
of this Agreement or (ii) completion of the
Study, the Protocol, Study Drug(s), CRFs,
and any and all information, data, reports

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX

(b)

(©)

(a)

CFz014

archivace a Zdravotnické zafizeni dalsi
archivaci na  pfiméfené  ndklady
Zadavatele nebo PRA zajisti, popf. jim
dokumentaci vyda.

Zkousejici vyplni a zasle veskeré zdznamy
e-CRF spolecnosti PRA do ¢trnacti (14)
pracovnich dni od pfislusné navstévy a
revize ZkouSejicitho nebo v souladu s
pfiméfenymi pisemnymi pokyny PRA.
Zkousejici bude v pfimétenych hodinach v
bézné pracovni dobé k dispozici ke
schiizkam s monitory Studie a odpovidat
na jejich otazky tykajici se provadéni
Studie. Pokud musi PRA  pouzit
pocitacové  systémy  Zdravotnického
zafizeni nebo do nich vstoupit, ucini tak v
souladu s pokyny Zdravotnického zatizeni
a ziskané informace pouZzije pouze pro
ucely Studie a v souladu s pfislusnymi
pravnimi ptedpisy.

Zdravotnické zatizeni bude bezodkladné
informovat Zadavatele a PRA, jestlize
bude néjaky regulacni ufad informovat
Zdravotnické zafizeni o chystané kontrole
tykajici se Studie, a bezodkladné postoupi
Zadavateli a PRA kopie veskerych
pisemnych  material, které obdrzi
v souvislosti s touto kontrolou, a které se
se vztahuji ke Studii. Zdravotnické
zafizeni je dale povinno v maximalnim
mozném a piipustném rozsahu predat
Zadavateli a PRA kopie veskerych
dokumentt, které poskytlo kontrolorim a
které se vztahuji ke Studii, a umoznit jim
vyjadiit  se  knavrhim  takovych
dokumentt.

4. DUVERNOST INFORMACI

Zdravotnické zafizeni se zavazuje, ze bude
s  Protokolem, hodnocenymi  léky
pouzitymi v ramci Studie, zdznamovymi
formulafi (Case Report Forms — dale jen
,»CRF“) a veSkerymi informacemi, udaji,
zpravami nebo dokumenty, které obdrzi
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or documents, disclosed to or generated by
the Institution or Study Team regarding
the work performed under this Agreement
or which otherwise relates to the Study
(“Confidential Information™). The
Institution further agrees it to limit access
to any Confidential Information to only
those persons who, under Institution's
direct control, will be engaged in
employing such information for the
purposes of fulfilling the obligations under
this Agreement. The above obligations of
confidentiality shall not apply to the extent
Confidential Information:

(i) is or becomes, through no fault of
the Institution, part of the public
knowledge;

(i) the Institution can demonstrate was
already lawfully in the Institution’s
possession on the date of disclosure
to the Institution and not subject to
prior confidentiality obligations;

(ii1) is acquired by the Institution from
any third party without restrictions
on disclosure; or

(iv) is developed by the Institution
independently, without the use or
benefit of Confidential Information,
and as evidenced by adequate
written records.

(v) is necessary for the medical
treatment of Study subjects
provided that Institution’s promptly
informs Sponsor and PRA of the
disclosure and the facts surrounding
the need for disclosure.

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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nebo vytvoii Zdravotnické zatizeni nebo
¢len tymu studie vramci  praci
vykonavanych v souladu s touto Smlouvou
nebo jinak souvisejicich se Studii (déle jen
,»divérné informace), nakladat jako
s divérnymi informacemi je$t¢ po dobu
péti (5) let (i) od ukonceni platnosti této
Smlouvy nebo (ii) dokonceni Studie podle
toho, k ¢emu dojde dfive. Zdravotnické
zafizeni se dale zavazuje, Ze pfistup
k Divérnym informacim umozni vyhradné
osobam, které se budou pod jeho pfimym
dohledem podilet na vyuzivani takovych
informaci pro ucely plnéni zavazkl z této
Smlouvy. VySe uvedeny  zavazek
divérnosti informaci se nevztahuje na
divérné informace v rozsahu, v jakém:

(i) budou zvefejnény bez zavinéni ze
strany Zdravotnického zatizeni;

(i)  Zdravotnické zatizeni miize
prokazat, ze k datu jejich sdéleni
Zdravotnickému zafizeni jiz byly
legaln¢ Zdravotnickému zafizeni
znamy, aniz by  podléhaly
pfedchozimu zavazku daveérnosti
informaci;

(iii) Zdravotnické =zafizeni ziskalo od
n¢jaké treti osoby bez omezeni
tykajicich se jejich sdélovani; nebo

(iv) Zdravotnické zafizeni vytvoftilo
nezavisle bez pouziti ¢i prispéni
davérnych informaci, coz Ize
prokazat kvalifikovanymi
pisemnymi zaznamy.

(v) jsou nezbytné¢ klékaiské péci
o subjekty Studie za ptfedpokladu,
7ze Zdravotnické zafizeni bude
Zadavatele  a spoleCnost  PRA
neprodlen¢ informovat o sdéleni
takovych informaci a
o skutecnostech, které si jejich
sdéleni vyzadaly.
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(b) Institution’s information marked as
“confidential” which does not include
Sponsor’'s  Confidential ~ Information

(“Institution Confidential Information”)
belongs to Institution and shall not be
disclosed by PRA to any third party
(except to the Sponsor, its affiliates and
representatives) or be used for any
purpose unrelated to the Agreement and
the performance of the Study without the
prior written consent of Institution, during
a period of five (5) years after the
termination of the performance of the
Agreement. The above obligations of
confidentiality shall not apply to the extent
Confidential Information:

(i)  is or becomes, through no
fault of PRA, part of the
public knowledge;

PRA can demonstrate was
already lawfully in PRA’s
possession on the date of
disclosure to the PRA and
not subject to prior
confidentiality obligations;

(i)

(ii1) is acquired by PRA from
any third party without
restrictions on disclosure;

or

(iv) is developed by PRA
independently, without the
use or  benefit of
Confidential Information,
and as evidenced by
competent written records.

Permitted Disclosures. The Institution’s obligations
of non-disclosure and non-use of Confidential
Information shall not apply to the extent the
Institution is required by law to disclose
Confidential Information, provided the Institution
promptly notifies Sponsor of such a requirement
prior to disclosure to allow Sponsor the reasonable
opportunity to oppose the requirement or seek an
appropriate protective order.

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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(b) Informace o Zdravotnickém zafizeni
oznacené jako duveérné, které neobsahuji
Dtvémé informace Zadavatele (dale jen
,,diveérné informace Zdravotnické
zafizeni®) nalezi Zdravotnickému zafizeni
a spoleCnost PRA je nezvetejni zadné tieti
osobé¢ (s vyjimkou Zadavatele, jeho
pobocek a zastupcll) a nebude je vyuzivat
pro zadny ucel nesouvisejici se Smlouvou a
provadénim  Studie bez ptedchoziho
pisemného  schvaleni  Zdravotnického
zafizeni a to po dobu péti (5) let od
ukonceni platnosti této Smlouvy. Vyse
uvedeny zavazek ddvérnosti informaci se
nevztahuje na davérné informace v
rozsahu, v jakém:

)] budou zverejnény bez zavinéni ze
strany PRA;
(ii) PRA muze prokazat, ze k datu

jejich sdéleni PRA jiz byly
legalné PRA znamy, aniz by
podléhaly ptedchozimu zavazku
dtvérnosti informaci;
(i)  PRA ziskala od ngjaké tieti osoby
bez omezeni tykajicich se jejich
sdélovani; nebo

(iv) PRA vytvorila nezavisle bez
pouziti ¢i ptispéni davérnych
informaci, cozZ lze prokazat
kvalifikovanymi pisemnymi

z4dznamy.

Povolené zvefejnéni. Povinnosti Zdravotnického
zafizeni v oblasti utajeni a nepouziti davérnych
informaci neplati v rozsahu, v jakém ma
Zdravotnické zatizeni zakonnou povinnost duvérné
informace zvefejnit, ovSem s tim, Ze pted
zvetejnénim Zdravotnické zafizeni o takovém
pozadavku neprodlené vyrozumi Zadavatele, aby
mu poskytl pfiméfenou moznost se proti
pozadavku branit a to i cestou soudniho fizeni.
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5. PRIVACY AND DATA PROTECTION.

The parties agree that each will comply
with their respective obligations as required under
applicable privacy and data protection laws
including but not limited to Act 95/46/ES and Act
101/2000 Coll., on personal data protection. The
Investigator provides his/her consent, and obtains
the consent of each Study subject and Study Team
member with regard to their own personal data, to
the use, processing, holding and transfer of their
data to countries other than their own, that may not
have the same level of data protection as their own
country, based on the form provided to the
Investigator by PRA / Sponsor. For any personal
information received from either the Study subjects
or the Study Team, the Sponsor will be the data
controller where the Study is within the European
Union. Subject to certain restrictions imposed by
law, the Investigator and the Study Team have the
right to access and correct their personal data. In
order to exercise this right, the requests should be
addressed to the Sponsor and PRA. The
Investigator is aware, that such his/her consent as
specified above is provided for indefinite period
but can be revoked at any time in written, or may
request to dispose his/her personal data.

6. INFORMED CONSENT

Institution agrees and warrants that it will ensure
that a valid informed consent form is obtained from
each Study subject in the Study or its legal
representative in accordance with all applicable
laws and this Agreement before the Study subject is
allowed to participate in the Study. Institution shall
ensure that such consent permits Sponsor's use of
Study data for at a minimum the purposes of
monitoring the accuracy and completeness of the
research data, performing clinical and scientific
research, and medical product development
Institution and Investigator shall ensure to use
informed consent form provided by PRA/Sponsor.

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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5. OCHRANA SOUKROMI A
OSOBNICH UDAJU

Smluvni strany se dohodly, ze budou plnit
své prislusné zavazky v souladu s pravnimi
ptedpisy na ochranu soukromi a osobnich udaji
zejména smeérnici 95/46/ES a zdkonem ¢. 101/2000
Sb. o ochrané osobnich udaji. Zkousejici poskytne
svlj souhlas a ziskd souhlas od subjektu Studie a
¢lend tymu studie ohledné jejich osobnich udajt za
ucelem pouziti, zpracovani, uklddani a prevadéni
jejich udaji mimo jejich vlastni zemi, i kdyz tam
neplati stejné predpisy pro ochranu udajl, jako v
jejich vlastni zemi, a to dle formuléfe, ktery
Zkousejicimu poskytne PRA/Zadavatel. Vzhledem
k tomu, ze Studie probihd v ramci Evropské unie,
kontrolu veskerych osobnich udaji ziskanych bud’
od subjektl studie, ktefi se ucastni Studie nebo od
¢lenti tymu studie, bude mit na starosti Zadavatel.
V souladu s ur¢itymi omezenimi vyplyvajicimi z
pravnich piedpist, Zkousejici a tym studie maji
pravo ptistupu ke svym osobnim udajim a k jejich
opravé. Pozadavky na vykon tohoto prava musi byt
adresovany Zadavateli a PRA. ZkousSejici si je
védom, ze tento souhlas za ucelem specifikovanym
v predchazejici vété ud€luje na dobu neurcitou a
mize jej kdykoliv pisemné na adrese spravce
odvolat, respektive muize kdykoli pozadat o
likvidaci svych osobnich tidaji.

6. INFORMOVANY SOUHLAS

Zdravotnické zafizeni souhlasi a zarucuje
se, ze od kazdého subjektu ucastniciho se Studie
nebo od jeho zakonného zastupce (v piipadé
omezené svépravnosti subjektu) ziska platny
informovany souhlas v souladu se vSemi platnymi
pravnimi pfedpisy atouto Smlouvou, nez bude
subjektu umoznéna ucast ve Studii. Zdravotnické
zafizeni zajisti, aby poskytnuty souhlas umoznoval
Zadavateli vyuzivat udaje ze Studie minimaln¢ pro

ucely sledovani pfesnosti auplnosti udaji
o vyzkumu, provadéni klinického a védeckého
vyzkumu a vyvoje lécivych ptipravku.

Zdravotnické zafizeni a ZkousSejici se zavazuji
vyuzivat formulaf Informovaného souhlasu, ktery
byl poskytnut PRA/Zadavatelem.

Page 10 of 25



Confidential

Czech Republic/Institution Clinical Trial Agreement

7. PUBLICATION.

The Study is part of a multi-site study, and
publication of the results of the Study conducted at
the Institution shall not be made before the first
multi-site publication by Sponsor. If there is no
multi-site publication within eighteen (18) months
after the Study has been completed or terminated at
all Study sites, and all data has been received, the
Institution shall have the right to publish its results
from the Study, subject to the following notice
requirements. Prior to submitting or presenting a
manuscript or other materials relating to the Study
to a publisher, reviewer, or other outside person,
the Institution shall provide to Sponsor a copy of
all such manuscripts and materials, and Sponsor
shall have sixty (60) days from receipt of such
manuscripts and materials to review and comment.
Sponsor reserves the right to remove, or require
Institution to remove, all Confidential Information
from any publications, however, Sponsor will not
otherwise exercise editorial control over the
proposed publication. The Institution shall, upon
Sponsor’s request, further delay publication or
presentation for a period of up to sixty (60) days to
allow Sponsor to protect its interests in any
Sponsor Inventions (as defined below) described in
any such materials.

8. OWNERSHIP.

All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Institution pursuant to this
Agreement are and shall remain Sponsor’s
property. The completed CRFs, the final report (if
applicable) and all information and data resulting
from the Study, including Study results (“Study
Data”), shall also be owned by Sponsor. The
Institution hereby transfers (and represents that it
has secured from the Study Team any and all
transferable rights) to Sponsor, all rights, title and

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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7. ZVEREJNOVANI

Studie je soucasti multicentrického
klinického hodnoceni a publikace, prezentace ci
jinég zvefejnéni vysledki Studie provadéné
ve Zdravotnickém zafizeni nejsou dovoleny pied
prvni  multicentrickou  publikaci provedenou
Zadavatelem. Nebude-li multicentricka publikace
vydana do osmnacti (18) mesict po dokonceni
nebo pred¢asném ukonCeni Studie ve vSech
tesSitelskych centrech, obdrzeni vSech dat a
uzavieni databaze studie, ma Zdravotnické zarizeni
pravo po predchozim pisemném souhlasu
Zadavatele a pod podminkou nize uvedenych
ohlasovacich povinnosti své vysledky Studie
publikovat, prezentovat ¢i jinak zvefejnit. Pfed
predlozenim nebo prezentaci rukopisu ¢i jinych
materiald tykajicich se Studie vydavateli, lektorovi
nebo tfeti osobé je Zdravotnické zafizeni povinno
predlozit Zadavateli jednu kopii vSech rukopist a
materialdi  k posouzeni a pfipominkovani, a
Zadavatel md na pifipominkovani Sedesatidenni
(60) Ihutu od jejich obdrzeni. Zadavatel ma pravo
odstranit vSechny davérné informace z veskerych

publikaci nebo pozada Zdravotnické zatizeni
ojejich odstranéni. Zadavatel vSak Zadnym
zpusobem nebude redakéné zasahovat do

navrhované publikace. Na Zzadost Zadavatele je
Zdravotnické zafizeni povinno publikaci nebo
prezentaci pozdrzet o dalSich az Sedesat (60) dnu,
aby mohl Zadavatel zajistit ochranu svych prav
k vynalezim Zadavatele (jak jsou definovany nize)
popsanym v téchto materialech.

8. VLASTNICTVI
Veskeré dokumenty, protokoly, udaje,
know-how, metody, postupy, vzorce, dliveérné

informace a materidly (jak je definovano nize),
které Zdravotnické zafizeni obdrzi na zaklad¢ této
Smlouvy, jsou anadale zlstanou vlastnictvim
Zadavatele. Vlastnictvim Zadavatele jsou i
vyplnéné CRF, zavére¢na zprava (pokud to pfipada
v avahu) a dal8i pfipadné informace a Udaje ze
Studie, vcetn¢ vysledkl Studie (,,dale jen
,vysledky studie®). Zdravotnické zafizeni timto
postupuje Zadavateli (a zajisti, aby tak ucinili
vSichni ¢lenové tymu studie) veskera prava, naroky
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interest, if any, in and to such Study Data. Sponsor
shall not own subject medical records.

9. INVENTIONS.

The existing inventions and technologies of
Sponsor or the Institution are their separate
property and are not affected by this Agreement.
The entire right, title and interest in and to any
inventions, discoveries, know-how, copyrights or
other intellectual property rights that are conceived,
developed, or reduced to practice, (including all
improvements or modifications), which (i) rely,
use, or incorporate the Study Drug; including
without limitation the use or administration of the
Study Drug or Sponsor's prior conceptions; (ii) rely
use or incorporate the Study results or any
deliverable resulting from the Study or (iii) rely,
use, or incorporate any Confidential Information,
shall be the exclusive property of Sponsor
(collectively referred to as “Sponsor Inventions”).
The Institution represents and warrants that it has
secured from the Investigator and Study team any
and all transferable rights to Sponsor Inventions.
The Institution shall promptly disclose in writing to
Sponsor each such Sponsor Invention and hereby
assigns (and shall ensure that all Study Team
members hereby assign) to Sponsor all rights, title
and interest, if any, in and to each such Sponsor
Invention. Institution agrees to provide, at
Sponsor’s expense, reasonable assistance to
Sponsor to enable Sponsor to perfect and enforce
its rights in such Sponsor Inventions. The
Institution shall have exclusive ownership of any
inventions or discoveries conceived or reduced to
practice solely by the Institution that are not
Sponsor Inventions. Institution will undertake any
additional legal actions that may be requested by
Sponsor to give the full effect to the provisions of
this section.

10. MATERIAL TRANSFER:; RETURN OF
MATERIALS:; EQUIPMENT.

(a) During the Study, Sponsor or Sponsor’s

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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a podily tykajici se Studie. Vlastnictvim Zadavatele
nejsou I¢kaiské zpravy subjekta.

9, VYNALEZY

Stavajici  vynalezy a  technologie
Zadavatele nebo Zdravotnického zatizeni zakladaji
jejich samostatné vlastnictvi a Smlouva na né nema
zadny vliv. Kompletni prava, naroky a podily
ohledné veskerych vynalezli, objevi, know-how,
autorskych prav nebo jinych prav dusSevniho
vlastnictvi, které vzniknou, budou vyvinuty nebo
pouzity v praxi (véetné veskerych zlepSeni nebo
uprav), které (i) pouzivaji, vyuzivaji nebo zahrnuji
hodnocené 1éky pouzité vramci Studie vcetné
neomezeného uzivani nebo podavani hodnocené¢ho
Iéku nebo ptredchozich vynalezii Zadavatele; (ii)
vychazeji z vysledkti Studie, vyuzivaji je nebo je
zaclenuji do jinych vysledk ¢i produktl; nebo (iii)
pouzivaji, vyuzivaji nebo zahrnuji davérné
informace, zakladaji vylucné vlastnictvi Zadavatele
(spolecné dale jen ,vyndlezy Zadavatele®).
Zdravotnické  zafizeni  prohlasuje, Ze od
Zkousejiclho a tymu Studie ziska veSkerd
ptevoditelnd prava k vynalezim Zadavatele.
Zdravotnické zafizeni je povinno bezodkladné
pisemné informovat Zadavatele o kazdém takovém
vynalezu nalezicimu Zadavateli (a bude na vSech
Clenech tymu studie pozadovat), aby pievedli na
Zadavatele veskera prava, naroky a podily tykajici
se kazdého jednotlivého vyndlezu naleziciho
Zadavateli. Zdravotnické zafizeni se zavazuje
poskytnout Zadavateli na jeho naklady ptiméfenou
pomoc, aby mohl Zadavatel smluvné zajistit a
vykonavat sva prava na takové vynalezy nalezici
Zadavateli. Zdravotnické zafizeni ma vylucny
vlastnicky titul ke vS§em vynaleziim nebo objevum,
které vzniknou nebo budou pouzity v praxi
vyhradné zasluhou Zdravotnického zatizeni, a které
nenalezi Zadavateli. Zdravotnické zafizeni ucini
ptipadné dalsi kroky v souladu se zdkonem, které
mohou byt Zadavatelem pozadovany, aby byla
ustanoveni tohoto ¢lanku v plném rozsahu ucinna.

PREVOD){ A ,VRACENi
MATERIALU, ZARIZENI

10.

(@) V pribéhu Studie poskytnou Zadavatel
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(b)

designee shall provide to the Institution, at
Sponsor’s expense, the Study Drug,
placebo and other compounds, or agents
for the performance of the Study and all
Protocol related materials and any other
documents, data, software and information
proprietary of Sponsor related to the Study
and Protocol and/or any other materials
provided to the Investigator and/or the
Institution by PRA and/or Sponsor
(collectively, the ‘“Materials”) that are
requested per the Protocol for the
performance of the Study. The Materials
will be used only by the Institution for
performance of the Study in accordance
with the Protocol and this Agreement. The
Institution shall handle, store, and ship of
Materials in accordance with the Protocol
and any reasonable written instructions
provided by Sponsor (or Sponsor’s
designee), and in compliance with all
applicable legal regulations including, but
not limited to, those governing hazardous
substances.

Sponsor or Sponsor’s designee shall
ensure distribution of shipments of the
Study Drug, placebo and other compounds
or agents in accordance with the Protocol,
to the Institution’s Pharmacy, where it will
be received and examined by a pharmacist
(whether the delivery is unharmed, in the
case of specific requirements for transport,
whether those have been followed and
upon which the receipt of shipment will be
confirmed), furthermore, on the basis of
presenting an order form, the Investigator
shall be responsible for the Study Drug
and other materials. The Investigator is
fully responsible for Study Drug at the
site. IVRS or Sponsor’s designee will ship
and deliver Study Drug based on the IVRS
(Interactive Voice Response System),
which will provide in advance email
notification of pending delivery to the
Pharmacy. This notification shall be done
either by email to a following address:
XXXXXXXX Or by phone XxXXxXxXxxX to

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX

(b)

CFzZ014
nebo jeho =zmocnénec, na naklady
Zadavatele, Zdravotnickému zafizeni

hodnoceny 1€k, placebo a jiné léky, nebo
pomucky souvisejici se studii, jakoz i dalsi
materialy stanovené Protokolem a vSechny
materialy, dokumenty, udaje, software a
informace ve vlastnictvi Zadavatele
souvisejici se Studii a Protokolem a/nebo
jakékoli jiné materialy, které PRA a/nebo
Zadavatel poskytnou Zkousejicimu a/nebo
Zdravotnickému zatizeni (spolecné dale
jen ,materialy), které jsou pozadovany
Protokolem za uc¢elem provedeni Studie.
Zdravotnické zafizeni bude materidly
vyuzivat vyhradné pii provadéni Studie v
souladu s Protokolem a touto Smlouvou.
Zdravotnické zafizeni bude s materidlem
nakladat, skladovat jej a zasilat v souladu
s Protokolem a pfiméfenymi pisemnymi
pokyny predanymi piipadné Zadavatelem
(nebo jeho zmocnéncem), a v souladu se
vSemi platnymi pravnimi piedpisy, véetné
mimo  jiné  predpisi  upravujicich
zachazeni s nebezpeénymi latkami.
Zadavatel nebo jeho zmocnénec zajisti
distribuci  zasilky hodnoceného 1éku,
placeba a jinych 1€kt nebo pomtcek dle
Protokolu do Iékadrny Zdravotnického
zafizeni, kde je odpovédny farmaceut
prevezme a zkontroluje (jako jiné zasilky,
tzn., neni-li poSkozena, v piipadé
zvlastnich pozadavkil na transport, zda
tyto byly dodrzeny a pfijem zasilky
potvrdi), nasledné¢ si na Zadanku
Zkousejici hodnoceny 1ék a ostatni
materialy vyzvedne na feSitelské centrum,
kde je za n€ pln¢ odpovédny. IVRS nebo
jeho  zmocnénec  zajisti  dodavku
hodnoceného 1éku na zakladé IVRS
(Interactive Voice Response Systém), a
bude informovat v dostateném piedstihu
o doruCeni =zasilky do Iékarny. Toto
oznameni bude ucinéno farmaceutim
XXXXXXXXXXXXX na nasledujici emailovou
adresu: xxxxxxxxxxx nebo telefonicky
XXX XXXXXXXXXXXXXXXXXXXX.

Page 13 of 25



Confidential

Czech Republic/Institution Clinical Trial Agreement

(c)

Pharmacists XxXxxxXxxxx Sponsor or
Sponsor’s designee (i.e. Courier) shall
deliver the shipment to the following
address: XXXXXXXXXXXXXX

Sponsor or Sponsor’s designee agree to
provide the Study Drug and other
materials, if applicable, in quantity and
time intervals necessary for the proper
conduct of the Study.

Sponsor claims that all conditions stated by
relevant legislation for the production
(import) of Study Drug and its distribution
to the Institution are fulfilled.

(d) Sponsor as a waste originator undertakes to

ensure delivering of unused drugs to the
authorized person after the end of the
Study at the Institution at his own expense
and in accordance with the provisions of
the Act. No. 185/2001 Sb., on waste and
its implementing regulations, as amended.

(e) Unless otherwise agreed by the parties, in

@)

the event that the Protocol requires the
collection of blood, tissue or other
biological  materials from  subjects
(“Biological Materials”) the Investigator
agrees that the use of such Biological
Materials shall be limited to those tests,
analyses or procedures identified in the
Protocol and informed consent as approved
by the IRB/EC.

Upon completion or termination of the
Study, all Materials furnished to the
Institution by Sponsor or Sponsor’s
designee and all Biological Materials shall,
as applicable, be promptly returned to
Sponsor as directed by PRA. Shipping

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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Zadavatel nebo jeho zmocnénec (resp.
kuryr) zajisti dodavku na nasledujici
adresu: XXXXXXXXXXXXXXXXXXXXXXXX

Zadavatel je povinen bud sam, nebo
prostfednictvim zmocnénce zajistit
hodnocené 1éky a ostatni materialy, pokud
je to aplikovatelné, v mnozstvi a ¢asovych
intervalech  potfebnych  pro  fadné
provedeni Studie.

Zadavatel prohlasuje, Ze jsou splnény
veskeré podminky stanovené piislusnymi
pravnimi predpisy pro vyrobu (dovoz)
hodnoceného Iéku a jeho distribuci do
Zdravotnického zafizeni.

Zadavatel se jako puvodce odpadu
zavazuje, Ze zajisti na vlastni naklady po
skonceni  Studie ve Zdravotnickém

zatizeni predani nepouzitych hodnocenych
1€kt opravnéné osobé v souladu s
ustanovenimi zak. ¢. 185/2001 Sb., o
odpadech a jeho provadécimi ptedpisy v
platném znéni.

Jestlize neni  smluvnimi  stranami
dohodnuto jinak, odbér krve, tkan¢ nebo
jiného biologického materialu od subjektt
(dale jen ,biologicky material®), bude
probihat v souladu s Protokolem a
Zkousejici se zavazuje, Zze odbéry
biologického materialu budou limitovany
testy, analyzami nebo procedurami
v souladu s Protokolem a se souhlasem
schvalenym etickou komisi (dale jen
»ETK®).

Po ukonéeni nebo zruseni studie musi byt
vSechny  materialy, které obdrzelo
Zdravotnické zatizeni od Zadavatele nebo
jeho zmocnénce a vesSkeré biologické
materialy, podle okolnosti, vraceny
Zadavateli v souladu s instrukcemi PRA.
Ptislusné prepravni naklady uhradi PRA.
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(2

(h)

costs relating thereto will be paid by PRA.
PRA will ensure destruction of unused
Study Drug at its own expense.

If Sponsor provides equipment to the
Institution, such equipment shall be used
by the Institution only for the performance
of the Study and in accordance with any
written instructions of use provided by the
equipment manufacturer or Sponsor. Such
equipment is property of the Sponsor or
Sponsor’s designee and shall be identified
as such. It shall be returned, at Sponsor’s
expense, to Sponsor (or Sponsor’s
designee), upon Sponsor’s written request
or upon completion of the Study.
Institution will use reasonable care to
maintain such equipment while in its
possession, provided that Sponsor shall be
responsible for maintenance and repair
costs due to normal wear and tear. If
Sponsor or PRA delivers to the Institution
medical device for the purpose of Study,
they agree to enter into a contract of loan,
which  will have requirements in
accordance with the provisions of § 2193 et
seq. Act no. 89/2012 Coll., the Civil Code.

The Sponsor will lend the following
equipment (the “Equipment”) for use by
the Institution at no charge: one (1) PC
Tablet.

11. TERM: TERMINATION.

(a)

This Agreement shall commence on the
Effective Date, subject to the condition
subsequent of obtaining the requisite State
Institute for Drug Control, the Multicentric
Ethics Committee and the Local Ethics
Committee Study approvals and shall
continue in force until the Study has been
completed at the Institution with an
approximate timeframe of June 2019.
Copies will be filed at the Institution by the
Investigator with the Study conduct

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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(a)
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Likvidaci nevyuzitych 1éka zajisti PRA na
vlastni naklady.

Poskytuje-li Zadavatel Zdravotnickému
zafizeni vybaveni, bude Zdravotnické
zafizeni toto vybaveni pouzivat vyhradné
k provadéni Studie a v souladu s
veSkerymi pisemnymi navody k pouziti
poskytnutymi vyrobcem vybaveni nebo
Zadavatelem.  Takové  vybaveni je
vlastnictvim  Zadavatele nebo jeho
zmocnénce a bude takto oznaceno. Na
pisemnou zadost Zadavatele nebo po
dokonceni Studie musi byt na naklady
Zadavatele vraceno Zadavateli (nebo jeho
zmocneénci). Zdravotnické zafizeni
vynalozi piiméfenou péci, aby zajistil
udrzbu vybaveni v dobé, kdy je ma v
drzeni, ovSem s tim, Ze naklady na udrzbu
a opravy spojené s béznym opotiebenim
nese Zadavatel. Pokud Zadavatel nebo
PRA doda do Zdravotnického zafizeni
zdravotnicky pfistroj za ¢elem provedeni
Studie, zavazuje se uzaviit smlouvu o
vypujcce, kterd bude mit nalezitosti dle
ustanoveni § 2193 a nasl. zakona ¢.
89/2012 Sb., obcansky zakonik.

Zadavatel  poskytne  Zdravotnickému
zatizeni do bezplatné vypljcky nasledujici
vybaveni (dale jen ,,vybaveni®): jeden (1)
PC Tablet.

PLATNOST SMLOUVY

Tato Smlouva vstoupi v platnost k datu
ucinnosti. Nezbytnou podminkou pro to je
ziskani pozadovaného schvéleni Statnim
ustavem pro kontrolu 1&¢iv,
Multicentrickou etickou komisi a mistni
etickou komisi. Smlouva plati az do
dokonceni Studie Zdravotnickym
zatizenim v ramci pitiblizného casového
ramce vtrvani do cervna 2019. Kopie
ziskanych schvalovacich dokumentd ulozi
ZkouSejici u Zdravotnického  zafizeni
spolené s dokumentaci k provadéni
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(b)

(c)

(d)

(e)

®

documentation.

This Agreement may be terminated by
PRA at any time and for any reason upon
thirty (30) days written notice, or
immediately for health or safety reasons.

Either party shall have the right to
terminate this Agreement at any time upon
written notice to the other party if such
other party is in material breach of this
Agreement and such breach is not
corrected within thirty (30) days after the
receipt of a written notification specifying
such breach.

Upon the effective date of termination of
this Agreement, an accounting shall be
conducted by the Institution, subject to
verification by PRA. Following PRA’s
receipt of adequate documentation, PRA
will pay the Institution for all services
properly rendered and monies properly
expended by the Institution through the
effective date of termination which have
not yet been paid by PRA.

If the Institution has been paid any amounts
which have not been earned hereunder as
of the date of termination, the Institution
shall promptly return to PRA all such
unearned funds within 30 days.

Immediately upon receipt of a notice of
termination, the Institution shall ensure the
Investigator stops screening and enrolling
subjects into the Study and, as directed by
PRA, cease conducting Study procedures
on subjects already enrolled in the Study,
to the extent medically permissible.

12. INSURANCE.

The parties hereto acknowledge that

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX

(b)

(©)

(d)

(e)

¢
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Studie.

PRA je opravnéna vypoveédét tuto Smlouvu
kdykoli a z jakéhokoli diivodu na zakladé
pisemné odtivodnéného oznameni ve lhtité
tficeti (30) dni nebo s okamzitou ucinnosti
z divodu ochrany zdravi nebo bezpecnosti.
Kterakoli ze smluvnich stran je opravnéna
vypovédét tuto Smlouvu v kterykoli ¢asovy
okamzik pisemnou vyzvou dorucenou
druhé smluvni strané¢, zpusobila-li tato
podstatné poruseni této Smlouvy a v
pripad¢é, ze tento stav nebude napraven
be&hem tticeti (30) dnti po doruceni pisemné
vyzvy definujici takové poruseni porusujici
smluvni strané.

K datu ukonceni této Smlouvy provede
Zdravotnické zafizeni vyacltovani, které
ovéri PRA. Jakmile PRA obdrzi ptislusnou
dokumentaci, zaplati Zdravotnickému
zatizeni za veSkeré poskytnuté sluzby a
Castky, které Zdravotnické zafizeni fadné
vynalozi do data u¢innosti Smlouvy, které
PRA doposud neuhradila.

Pokud byla Zdravotnickému zafizeni
uhrazena jakakoli Castka, ktera nebyla do
data zaniku tadné vyuzita, Zdravotnické
zafizeni veskeré tyto Castky bezodkladné
vrati PRA do 30 dnti.

Okamzité po obdrzeni vypoveédi
Zdravotnické  zafizeni  zajisti,  aby
ZkousSejici zastavil screening a nabor

subjektd do Studie a, jak je nafizeno PRA,
prestane s provadénim studijnich procedur
na subjektech jiz zatazenych do Studie v
1ékatsky ptipustném rozsahu.

12. POJISTENI

Smluvni strany berou na védomi, Ze si

Sponsor has obtained insurance cover as required Zadavatel sjednal pojistné kryti pozadované podle
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by Article 52 para. 3(f) of Act No. 378/2007
Coll.; on Medicinal Products (as amended).

The Institution  warrants that in
conformance with Article 45 (2) (n) of the Act No.
372/2011 on Health Services (as amended), it shall
maintain insurance or self-insurance to cover its
liability for damages.

13. LIABILITY.

The Institution is and shall remain liable
for any harm, claims, actions or expenses
(including legal expenses) resulting from or
connected with the negligence, omission or fault on
the part of the Institution, Investigator or any Study
Team members.

14. INDEMNITY

Indemnification by the Sponsor is covered
under a separate indemnification agreement.

15. STATUS OF SPONSOR.

The parties acknowledge and agree that the
Sponsor is hereby an express intended third-party
beneficiary to this Agreement and shall be entitled
to enforce directly any and all of its and PRA’s
rights hereunder. To the extent applicable law does
not allow vesting of such rights directly in Sponsor,
such rights will vest in PRA, on Sponsor’s behalf.

16. CERTIFICATIONS.

(a) The Institution hereby certifies that it has
not been debarred or disqualified from
participating in clinical research under any
laws or regulations. If during the term of
this Agreement, the Institution or the
Investigator (i) becomes debarred or
disqualified or (ii) receives notice of an
action or threat of an action with respect to
its debarment or disqualification, the
Institution shall notify PRA immediately.

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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§ 52 odst. 3 pism. f) zakona ¢. 378/2007 Sb., o
lécivech (v platném znéni).

Zdravotnické zafizeni prohlasuje, Zze ma
sjedndno pojisténi dle § 45 odst. 2 pism. n) zdkona
¢. 372/2011 Sb., o zdravotnich sluzbach, ve znéni
pozdéjsich predpist.

13. ODPOVEDNOST.

Zdravotnické zatizeni je a bude odpovédné
za veskeré Skody, naroky, zaloby nebo vydaje
(v€etn€ soudnich wvydajit) vyplyvajici nebo
souvisejici se zanedbanim, opomenutim nebo
pochybenim na strané¢ Zdravotnického =zafizeni,
Zkousejici/ho a nebo tymu studie.

14. ZAVAZEK ODPOVEDNOSTI

Odpovédnost Zadavatele je
samostatnou piilohou smlouvy.

upravena

15. STATUT ZADAVATELE

Smluvni strany berou na védomi a souhlasi
stim, ze Zadavatel se timto stava stranou
opravnénou z této smlouvy, opravnénou si vynutit
ptfimo jakakoliv a veSkera sva prava a prava
spolecnosti PRA dle této Smlouvy. V rozsahu
ptislusnych pravnich predpist, které¢ Zadavateli
nedovoluji uziti t€chto prav ptimo, uzije tato prava
spoletnost PRA, jménem a v zastoupeni
Zadavatele.

16. POTVRZENI

(a) Zdravotnické zafizeni timto potvrzuje, Ze
nebylo zadnym pravnim ani jinym
predpisem zbaveno prava UucCasti na
klinickém vyzkumu. Jestlize po dobu
platnosti této Smlouvy bude Zdravotnické
zafizeni nebo ZkousSejici (i) zbaven prava
nebo prohlasen nezplsobilym, nebo (ii)
obdrzi oznameni o zalobé nebo hrozici
zalobé o zbaveni prava nebo prohlaseni za
nezpusobilé, Zdravotnické zafizeni o tom
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(b) The Institution hereby certifies that it has
not and will not use in any capacity the
services of any individual or entity which
has been debarred or disqualified from
participating in clinical research under any
laws or regulations. In the event that the

Institution becomes aware of the
debarment, threatened debarment,
disqualification or threatened

disqualification of any such individual or
entity, the Institution shall notify PRA
immediately.

(¢) The Institution and PRA hereby warrants
and ensures that, in connection with this
Agreement, it has not and will not (directly
or indirectly) make any improper payment
or offer (or authorizing another to pay or
offer) money or anything of value to a
government official or any other person
connected with the provision of services
under this Agreement, in order to
improperly influence any act or decision of
such official or person, to induce such
official or person to do or omit to do any
act in violation of his or her relevant duty,
to obtain any improper advantage, to
procure improper performance of a
function or activity associated with this
Agreement or in the case of a government
official, to induce such official to use his or
her influence improperly to affect or
influence any act or decision of a
government.

17. ASSIGNABILITY.

Institution may not assign any of its rights
or delegate any rights or obligations under this
Agreement, except with the prior written consent of
Sponsor, through PRA, and any purported
assignment or delegation without PRA’s written
consent is void.

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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bude bezodkladné informovat PRA.
(b) Zdravotnické zafizeni timto potvrzuje, Ze
nevyuzivalo ani nebude vyuzivat v z&dném
ohledu jakékoli sluzby osob, které jsou
zbaveny prava nebo prohlaSeny za
nezpisobilé provadét klinickd hodnoceni
na zékladé¢ platnych zidkonl a predpisi.
Jestlize se Zdravotnické zatizeni dozvi o
skutetném nebo hrozicim zbaveni prava
nebo o skute¢ném ¢i hrozicim prohlaSeni
nezpusobilosti takovych osob,
Zdravotnické zafizeni o tom Dbude
bezodkladné informovat PRA.
(c) Zdravotnické zatfizeni a spoleénost PRA
prohlasuje a zarucuje, ze v souvislosti s
touto Smlouvou neposkytlo ani neposkytne,
nenabidlo ani nenabidne (pfimo ani
nepiimo) zadnou nedovolenou platbu (ani
nedovoli jinym osobam, aby ji poskytly
nebo nabidly), penize ani jiné hodnotné
plnéni statnimu ufednikovi nebo jiné osobé
spojené s poskytovanim sluzeb na zakladé
této Smlouvy, s cilem nedovolené ovlivnit
ukon nebo rozhodnuti takové ufedni osoby,
piimét ufedni osobu, aby v rozporu se
svymi povinnostmi provedla urcity tukon
nebo se jej zdrzela, ziskat neopravnénou
vyhodu, vyvolat neopravnény vykon
funkce nebo Cinnosti spojené s touto
Smlouvou, anebo, v pfipad¢ statniho
ufednika, podnitit tohoto ufednika k
nedovolenému pouziti jeho vlivu ke zméné
nebo ovlivnéni ukonu nebo rozhodnuti
statniho organu.

17. POSTOUPENI

Zdravotnické zafizeni neni opravnéno
postoupit svd prava ani delegovat prava Cci
povinnosti podle této Smlouvy, postoupit bez
ptredchoziho pisemného souhlasu Zadavatele
udéleného prostiednictvim PRA a jakékoli domnélé
postoupeni nebo delegovani bez pisemného
souhlasu PRA je neplatné.
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18. NOTICES.

With the exception of Study funds paid by
PRA pursuant to Section 2 hereof, all notices
required or permitted to be given under this
Agreement shall be in writing and shall be (a)
delivered personally, (b) sent by certified mail, or
(c) sent by a nationally-recognised courier
guaranteeing next-day delivery, to the recipients
below. The parties agree that changes to the
addresses below for receipt of notices under this
Section may be effected by a letter signed by the
relevant party and does not require an amendment
to this Agreement signed by all parties:

If to PRA:

Pharmaceutical Research Associates CZ, s.r.o.
Jankovcova 1569/2¢, Prague 7, 170 00, Czech
Republic

C/0O Pharm Research Associates (UK) Ltd

500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

United Kingdom

Attention: Director of Global Contracts

If to the Institution:

VSeobecna fakultni nemocnice v Praze
U nemocnice 499/2
Praha 2 128 08

Czech Republic
Attention: XXXXXXXX,
Research Department

Clinical Trials and

If to the Sponsor:

Medical Director

Onyx Pharmaceuticals, Inc.,

249 E. Grand Avenue, South San Francisco,
California 94080, United States

With a Copy to:
International Legal Group
Amgen (Europe) GmbH
Dammstrasse 23

6301 Zug

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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18. OZNAMOVANI

S vyjimkou prosttedki na provadéni
Studie, které uhradi PRA v souladu s c¢asti 2 této
Smlouvy, musi byt veskerd oznameni, ktera maji
nebo mohou byt podévana podle této Smlouvy, v
pisemné formé a musi byt (a) doruceny osobné, (b)
zaslany postou jako doporucena zasilka nebo (c)
zaslany celostatné uznavanou kuryrni sluzbou
zaruCujici doruceni nasledujiciho dne, a to
pfijemcim uvedenym nize. Smluvni strany se
dohodly, ze zmény adres uvedenych nize pro
pfijem oznameni dle této ¢asti mohou byt sdéleny
dopisem podepsanym piisluSnou smluvni stranou a
nevyZzaduji dodatek k této Smlouvé podepsany
vSemi smluvnimi stranami:

Pokud jsou uréeny pro PRA:

Pharmaceutical Research Associates CZ, s.r.o.
Jankovcova 1569/2¢, Praha 7, 170 00, Ceska
republika

C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

United Kingdom
K rukam: Globalni feditel pro smluvni
oddéleni

Pokud jsou uréeny pro Zdravotnické zatizeni:
Vseobecna fakultni nemocnice v Praze

U Nemocnice 499/2

Praha 2 128 08

Ceska republika

K rukam: XXXXXXXXXXXXXXX,
klinického hodnoceni a vyzkumu

oddéleni

Pokud jsou urCeny pro Zadavatele:

Medical Director

Onyx Pharmaceuticals, Inc.,

249 E. Grand Avenue, South San Francisco,
California 94080, United States

V kopii:

International Legal Group
Amgen (Europe) GmbH
Dammstrasse 23

6301 Zug
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19. USE OF NAMES.

The Institution shall not use the name,
symbols and/or trademarks of PRA or the Sponsor
in any form of publicity in connection with the
Study unless explicitly approved by PRA or the
Sponsor in advance. Institution agrees that, in
accordance with applicable law, Sponsor may make
public this Agreement including the amount of
funding provided hereunder for the conduct of the
Study and may identify Institution and Investigator
as part of this disclosure.

20. WAIVER: SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of such
term or condition, or of any other term or condition
of this Agreement. If any terms or conditions of
this Agreement are held to be invalid, illegal or
unenforceable the remaining terms and conditions
contained herein shall not be in any way be
affected.

21. ENTIRE AGREEMENT:; EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits
attached hereto, constitutes the full understanding
of the parties with respect to the subject matter
hereof and a complete and exclusive statement of
the terms of their agreement, and no terms,
conditions, understanding or agreement purporting
to amend, modify, vary or waive the terms of this
Agreement shall be binding unless made in writing
and signed by an authorised representative of each
party hereto. This Agreement and any amendment
hereto may be executed in three counterparts, each
of which shall be deemed an original but taken
together shall constitute one and the same

Czech Republic/Institution Clinical Trial Agreement
VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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Switzerland
Cislo faxu: XXXXXXXXXXXXXX
19. UZIVANI NAZVU
Zdravotnické zafizeni neni opravnéno

pouzivat v jakékoli formé publicity v souvislosti se
studii ndzev, symboly, ptfipadné ochranné znamky
PRA nebo Zadavatele, pokud to vyslovné predem
PRA nebo Zadavatel neschvali. Zdravotnické
zatizeni souhlasi s tim, ze v souladu s platnymi
predpisy muze Zadavatel zvefejnit tuto Smlouvu
véetné vyse prostiedkil poskytnutych na provadéni
Studie na zaklad€ této Smlouvy, a v ramci tohoto

zvetejnéni muze identifikovat Zdravotnické
zatizeni a Zkousejiciho.
20. VZDANI SE PRAV,

ODDELITELNOST USTANOVENI

Z4adné  prominuti splnéni  nékterych
podminek nebo ustanoveni této Smlouvy, at’ uz
jednanim nebo jinak, se nepovazuje nebo nebude
vykladéano jako dal$i nebo trvalé prominuti zadné z
takovych podminek nebo jinych podminek dle této
Smlouvy. V pfipadé Ze nékteré podminky nebo
ustanoveni této Smlouvy se stanou neplatnymi,
nezakonnymi nebo nevynutitelnymi zbyvajici
podminky a ustanoveni obsazenych v této Smlouve
nebudou nijak dotcena nebo timto narusena.

21. UPLNOST SMLOUVY, PRILOHY,
VYHOTOVENI

Tato Smlouva, véetné¢ priloZzenych piiloh,
zaklada uplnou dohodu smluvnich stran ohledné
pfedmétu Smlouvy a Uplné vyjadieni podminek
jejich ujednani, a zddné podminky, ujedndni ani
dohody, o kterych se ma za to, ze doplnuji, méni,
upravuji nebo promijeji podminky této Smlouvy,
nejsou platné, ledaze jsou v pisemné forme
a podepsané zmocnénymi zastupci smluvnich stran.
Tato Smlouva a vesSkeré jeji dodatky budou
uzavieny ve tfech vyhotovenich, z nichz se kazdé
vyhotoveni povazuje za original, ale které spole¢né
zakladaji jeden a tentyz dokument. Kazda smluvni
strana obdrzi po jednom vyhotoveni. Smlouva je
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instrument. Each Party will receive one
counterpart. The Agreement will be executed in
English and Czech language, in case of any
discrepancy between English and Czech version,
Czech version shall prevail.

22. CONTINVUING OBLIGATION;
SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided
herein, termination of this Agreement shall not
relieve any party hereto from any obligation under
this Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In
addition, the provisions of this Agreement related
to  ownership of intellectual  property,
confidentiality, use of names, materials, privacy,
and insurance, or which by their nature contemplate
continuing obligations shall survive expiration or
termination of this Agreement.

23. GOVERNING LAW

(a) This Agreement and any non-contractual
obligations arising out of or in connection
with shall be and construed in accordance
with Czech law.

(b) Any and all disputes arising from this
Agreement shall be resolved by the courts
of the Czech Republic.

Exhibits:

Exhibit A — Payment Terms

Exhibit B — Budget

Exhibit C — Indemnification Agreement

Signatures appear on following page

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
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sepsana v jazyce anglickém a Ceském, v pfipadé
rozporu mezi obéma jazykovymi verzemi je
rozhodujici Ceska verze

22. TRVALE ZAVAZKY, PLATNOST
USTANOVENI

Pokud neni v této Smouvé konkrétné
uvedeno jinak, zanikem této Smlouvy neni zadna
smluvni strana osvobozena od svych zavazkii podle
této Smlouvy, které vznikly nebo vyplynuly ze
skute¢nosti a okolnosti existujicich pfed jejim
zanikem. Mimo to, ustanoveni této Smlouvy
tykajici se prav k dusevnimu vlastnictvi, dtiveérnosti
informaci, vyuZzivani nazvl, materialti, ochrany
soukromi a pojisténi, nebo kterd se ze své povahy
tykaji trvajicich zavazkd, plati i po uplynuti
platnosti nebo po zaniku této Smlouvy.

23. ROZHODNE PRAVO:

(a) Tato Smlouva i jakékoli mimosmluvni
povinnosti z ni nebo v souvislosti s ni
vyplyvajici se ftidi a jsou vykladany
v souladu s ¢eskym pravem.

(b) Veskeré spory z této Smlouvy budou

ieseny soudy Ceské republiky.

Ptilohy:

Ptiloha A — Platebni podminky
Ptiloha B — Rozpocet

Ptiloha C — Zavazek odskodnéni

Podpisy jsou na nasledujici strané
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IN WITNESS WHEREOQF, the parties
have caused this Agreement to be executed by their
duly authorised representatives on the date(s)
indicated below, but effective for all purposes as of
the Effective Date.

NA DUKAZ TOHO fadn& zmocnéni
zastupci smluvnich stran podepsali tuto Smlouvu
dne, jak je uvedeno daile, ale s ucinnosti pro
vSechny ucely k datu ucinnosti.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By / Podepsal:
Authorised Signature / podpis zmocnéného zastupce
Name / Jméno: MUDr. Andrea K1¢

Title / Funkce: Proxy / Prokuristka

Date / Datum:

VSEOBECNA FAKULTNI NEMOCNICE V PRAZE

By / Podepsal:
Authorised Signature/ podpis zmocnéného zéastupce
Name / Jméno: Mgr. Dana Juraskova, Ph.D., MBA

Title / Funkce: Director / feditelka

Date / Datum:

XXXXXXXXXXXXXXXXXXX

By / Podepsal:

Name / Jméno: XXXXXXXXXXXXXXXX
Title / Funkce: Investigator / ZkouSejici

Date / Datum:
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PRILOHA C
ZAVAZEK ODSKODNENI

EXHIBIT C
INDEMNIFICATION AGREEMENT

The Sponsor has authorized PRA to bind Sponsor to Zadavatel povétil PRA, aby jej zavazovala k nize
the commitments described below. The Study will uvedenym zavazkiim. Studii bude provadét
be conducted at the Institution by the Investigator. Zkousejici ve Zdravotnickém zafizeni. Terminy
Capitalized terms used but not defined herein shall psané s velkym prvnim pismenem, které zde nejsou
have the meanings ascribed to such terms in the definovany, maji vyznam uvedeny ve Smlouvé o
Clinical Trial Agreement. klinickém hodnoceni.

A.  Subject to paragraphs B, C, D, and E below, A. S vyhradou nize uvedenych odstavct B, C, D

Sponsor agrees to indemnify, defend and hold
harmless the Institution and its directors,
trustees, officers and employees and the
Investigator (collectively, the
“Indemnitees”), against any loss, liability or
expense (collectively, “Losses”), resulting
from a claim, demand, action, suit or
proceeding brought by a third party (a
“Claim”), resulting from (i) personal injury
or death resulting from the administration or
use of Study drug administered as part of and
during the course of the applicable Study or
those procedures administered pursuant to
and during the Study as outlined in the
applicable Protocol; or by Protocol procedure
(i) the use or publication of any Study
inventions or results; and (iii) the marketing
of the applicable Study drug.

a E Zadavatel se zavazuje odSkodnit, hajit a
branit Zdravotnické zatizeni a jeho feditele,
spravce, predstavitele, zaméstnance a
Zkousejiciho (souhrnné ,,OdSkodnéné
osoby®) proti vSem ztratdm, odpovédnosti
nebo vydajim (souhrnné ,Ztraty“), které
budou dtsledkem naroku, pozadavku, zaloby,
soudni pie nebo fizeni zahajenych treti
stranou  (,,Narok®) v dusledku (i) gjem
vzniklych nasledkem podani nebo uziti
Studijniho 1éku, ktery byl podan v ramci a
v prubéhu prislusné Studie nebo postupt
provedenych vramci Studie a vjejim
prabéhu, které jsou uvedeny v prislusném
Protokolu; ¢i postupem dle Protokolu (ii)
pouziti nebo publikace vynalezii nebo
vysledkt Studie; a (iii) uvedeni pfisluSeného
Studijniho 1éku na trh.

B. This Indemnification Agreement pertains Tento Zavazek Odskodnéni se tyka vyhradné
solely to indemnification obligations between zavazkl odskodnéni mezi Zdravotnickym
Institution, Investigator and Sponsor. zatizenim, Zkousejicim a Zadavatelem.

C. The Sponsor’s obligation to provide the Zavazek Zadavatele poskytnout zde popsané

indemnification  described  herein  is
conditioned wupon adherence by the
Indemnitees to the obligations, requirements,
recommendations or instructions in the
Clinical Trial Agreement, the applicable
Protocol, the Study documents and any
applicable FDA/EMA or other regulatory
authority or other governmental
requirements, or the applicable laws and
regulations applicable to the performance of
the Indemnitees’ obligations.

Sponsor agrees to provide the Institution with

odskodnéni je podminén tim, Ze Odskodnéné
osoby budou dodrzovat zavazky, pozadavky,
doporuceni nebo pokyny uvedené ve Smlouvé
o klinickém hodnoceni, ptislusném Protokolu
a dokumentech Studie a vSechny pfislusné
pozadavky =~ FDA/EMA nebo  jiného
regulatnitho organu nebo jiné pozadavky
vladnich organii nebo platné zakony a
predpisy  upravujici  plnéni  zavazku
Odskodnénymi osobami.

Page 23 of 25



Confidential

Czech Republic/Institution Clinical Trial Agreement

all documentation and assistance necessary
for the defense against any Claim, including
legal and other professional support.

Sponsor also agrees to indemnify the
Institution for all costs in case of Study
subject injury in connection with its
participation to the Study.

Sponsor shall not be liable for any Losses in
connection with a Claim if (i) any Indemnitee
fails to comply with the terms of the Clinical
Trial Agreement, the applicable Protocol, the
Study documents or the Sponsor’s (or its
agent’s) other written instructions concerning
the use of the product or the conduct of the
Study, (i) any Indemnitee fails to comply
with the applicable laws or regulations or
applicable standards of care, such as GCP, or
(ii1) the Claim arises from any Indemnitee’s
negligence or willful or intentional
misconduct.

The Sponsor’s indemnification obligations are
further subject to the following conditions: (i)
the Sponsor shall have received prompt
notice of a Claim or events likely to give rise
to the Claim (in any event within ten (10)
days of the Institution or the Indemnitees
seeking  indemnification having  been
informed thereof); (ii) the Sponsor shall be
given the opportunity at all times to have full
care and control of the claim or
proceeding for the defense and disposition
of a Claim, with the cooperation and
assistance of the Institution, the Investigator
and the Indemnitees seeking indemnification;
(ii1) an Indemnitee seeking indemnification
shall take all reasonable steps to mitigate the
amount of any Claim and (iv) if a Claim
arises out of harm to a Subject participating
in the Trial, an informed consent form
approved by the Sponsor shall have been
properly signed by the Subject prior to his or
her participation in the Trial. In no event shall
the Sponsor be liable for any settlement or
consideration provided without its prior
written consent. This indemnity will not inure

VSeobecna fakultni nemocnice v Praze / XXXXXXXXXXXXXXX
CFz014

Zadavatel nenese odpovédnost za zadné
Ztraty v souvislosti s Narokem, pokud (i)
jakakoli  OdSkodnéna osoba  nedodrzi
podminky Smlouvy o klinickém hodnoceni,
ptislusného Protokolu, dokumenti Studie
nebo dalSich pisemnych pokynli Zadavatele
(nebo jeho zastupce) ohledné uzivani
produktu nebo provadéni Studie, (ii) jakakoli
Odskodnénd osoba nedodrzi platné zakony
nebo piedpisy nebo platné standardy tadné
péce, napt. GCP (spravnad klinickd praxe),
nebo (iii) Narok vznikne znedbalosti
Odskodnéné osoby nebo jejiho védomého ¢i
umyslného pochybeni.

Zavazky Zadavatele k odskodnéni dale
podléhaji témto podminkam: (i) Zadavatel
obdrzi okamzit¢ ozndmeni o Néaroku nebo
udalostech, ze kterych pravdépodobné
vznikne Narok (v kazdém ptipadé do deseti
(10) dnt od ode dne, kdy Odskodnéné osoby
byly o situaci informovany); (ii) Zadavatel
dostane za vSech okolnosti prilezitost plné a
trvale kontrolovat Narok nebo obhajobu a
vyieSeni Naroku ve spolupraci a s pomoci
Odskodnénych osob; (iii)) Odskodnéna osoba
podnikne veskeré ptimétené kroky ke snizeni
castky Naroku a (iv) pokud Narok vznikne
z diivodu zdravotni Ujmy Subjektu ucastniciho
se Studie, tento Subjekt pied svou ucasti ve
Studii fadné podepsal formular
informovaného souhlasu schvaleny
Zadavatelem. Zadavatel neodpovida za
narovnani nebo uhradu poskytnuté
Odskodiiovanou osobou bez jeho ptedchoziho
pisemného souhlasu.
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to the benefit of any Indemnitee’s insurer, by
subrogation or otherwise.

The Institution, the Investigator and the E. Od$kodnéné osoby budou pln€ spolupracovat

Indemnitees shall fully cooperate with the se Zadavatelem a pfi vySetfovani a obhajobé
Sponsor and in the investigation and defense jakéhokoli Naroku., na ktery se vztahuje tato
of any Claim covered by this Indemnification Smlouva o zbaveni odpovédnosti.

Agreement.
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