THIS AGREEMENT is made by and between
1) PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay
Dublin 2
Ireland
(Company Number: 541507)

(hereinafter CRO)

And

Fakultni nemocnice Hradec Kralové
Sokolska 581
500 05 Hradec Kralové — Novy Hradec
Czech republic
Company No.: 00179906
Tax ID No.: CZ00179906

2

Represented by prof. MUDr. Vladimirem Palic¢kou, CSc.,
dr. h. c., feditelem

(hereinafter Institution)

and

3
Klinika infek¢nich nemoci
Fakultni Nemocnice Hradec Kralové

(hereinafter Investigator)

And
) Seqirus UK Ltd.
Point, 29 Market Street,
Maidenhead,Berkshire
England, SL6 8AA
(Company Number: 9614642)

(hereinafter SPONSOR)

Regarding
Protocol No: V118_18 (hereinafter Protocol)

“A Phase III, Randomized, Observer-Blind, Controlled,
Multicenter Clinical Study toEvaluate the Efficacy,
Safety and Immunogenicity of an MF59-
AdjuvantedQuadrivalent Influenza Vaccine Compared
to Non-influenza Vaccine Comparatorin Adults > 65
Years of Age” (hereinafter Study)

TATO SMLOUVA se uzavira mezi
€)) PAREXEL International (IRL) Limited
70 Sir John Rogerson's Quay
Dublin 2
Irsko
(Registracni ¢islo 541507)

(dale jen "CRO")
a

Fakultni nemocnice Hradec Kralové
Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

IC: 00179906

DIC:CZ00179906

(2)

jednajici prof. MUDr. Vladimirem Palickou, CSc., dr. h. c.,
feditelem

(dale jen "poskytovatel")

a
3
Klinika infekénich nemoci
Fakultni nemocnice Hradec Kralové
(dale jen "zkousejici")
a
(4)  Seqirus UK Ltd.

Point, 29 Market Street,
Maidenhead, Berkshire
England, SL6 8AA
Iden ¢islo: 9614642

(déle jen "ZADAVATEL")

a tyka se
Cisla protokolu: V118_18 (dale jen "protokol")

Randomizované, kontrolované, multicentrické
klinické hodnoceni fize III zaslepené pozorovateli,
porovnavajici ucinnost, bezpecnost a imunogenitu
kvadrivalentni ch¥ipkové vakciny s adjuvantni latkou
MF59 se srovnavaci nechfipkovou vakcinou u
dospélych ve véku =>65 let (dale jen “klinické
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aQIV (hereinafter Study Drug)

WHEREAS, SPONSOR is the sponsor of the
multi-center/multi-centre Study to clinically evaluate the
Study Drug; and

WHEREAS, CRO or an Affiliate has been
retained by SPONSOR (under a separate written
agreement) to act as SPONSOR’s contractor and designee
in managing the Study for SPONSOR, including
procurement of the Services in respect of this Study; and

WHEREAS CRO has expertise inter alia, in
recruiting institutions and investigators to participate in
Studies, in designing Study Protocols, in monitoring data
collection and supervising the schedule and format of
Study deliverables, SPONSOR has appointed CRO to
procure the Services under this Agreement and to provide
same to SPONSOR; and

WHEREAS, Investigator is an employee of
Institution; and

WHEREAS, Institution and Investigator each
desires to participate in the Study as described in this
Agreement and to provide Services to CRO; and

WHEREAS, this Agreement explains the joint
and several obligations of Institution and Investigator,

and the obligations of CRO and SPONSOR.

1. DEFINITIONS

Definitions for terms used in this Agreement are in
Exhibit B.

2. CONDUCT OF THE STUDY

2.1 Institution agrees to allow Investigator and other
cooperating persons  (hereinafter Study Personnel )to
conduct the Study at Institution, - klinika infek¢nich
nemocni and warrants that Investigator and other Study
Personnel are employed by Institution.

2.2 Investigator agrees to conduct the Study at
Institution and warrants that he/she is employed by
Institution. Investigator shall personally supervise the
conduct of the Study by the Study Personnel to the full
extent contemplated by the Protocol and by Applicable
Law.

hodnoceni”)
kvadrivalentni chiipkova vakcina s adjuvantni litkou
MF59
(dale jen “studijni 1é¢ivo*)

VZHLEDEM K TOMU, ZE ZADAVATEL je
sponzorem multicentrického  klinického hodnoceni
zaméteného na klinické posouzeni studijniho 1éCiva; a

VZHLEDEM K TOMU, ZE CRO nebo jeji
sesterska spolecnost byla ZADAVATELEM (na zakladé
samostatné pisemné smlouvy) povéfena, aby pro
ZADAVATELE zajistovala vedeni klinického hodnoceni
vcetné zprostiedkovani sluzeb tykajicich se klinického
hodnoceni; a;

VZHLEDEM K TOMU, ZE CRO ma odborné
znalosti, mimo jiné, ziskavat zdravotnicka zafizeni a
zkousejici k ucasti na klinickych hodnocenich, k ptipraveé
protokolt klinickych hodnoceni, k monitoringu sbéru dat
a k dohlizeni na plan a format vystupi klinického
hodnoceni, jmenoval ZADAVATEL CRO ke
zprosttedkovani a poskytnuti sluzeb na zakladé této
smlouvy; a

VZHLEDEM K TOMU, ZE zkousejici je
zaméstnancem poskytovatelem; a

VZHLEDEM K TOMU, ZE poskytovatel a
zkousejici maji zajem z(c¢astnit se klinického hodnoceni
popsaného v této smlouve a poskytovat CRO sluzby; a

VZHLEDEM K TOMU, Ze tato smlouva

popisuje spolecné a nerozdilné povinnosti poskytovatele a
zkousejiciho a povinnosti CRO a ZADAVATELE.

1. DEFINICE

Definice pojmu pouzivanych v této smlouve jsou
uvedeny v Priloze B.

2. PROVADENI KLINICKEHO HODNOCENI

2.1.  Poskytovatel se zavazuje povolit zkouSejicimu a
ostatnim spolupracujicim osobam (dale jen “Clenim

tymu”) provadéjiciho klinické hodnoceni, provést
klinické  hodnoceni ve  zdravotnickém  zafizeni

poskytovatele — Klinice infekénich nemoci a ruci za to, Ze
zkousejici a ostatni ¢lenové tymu provadéjiciho klinické
hodnoceni jsou zaméstnanci poskytovatele.

2.2. Zkousejici souhlasi s provedenim klinického
hodnoceni ve zdravotnickém zatfizeni poskytovatele a ruci
za to, ze je zamé&stnancem poskytovatele. Zkousejici je
povinen osobn¢ dohlizet nad provadénim klinického
hodnoceni ostatnimi ¢leny tymu provade¢jiciho klinické
hodnoceni, a to v mife stanovené protokolem a platnymi
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2.3 Without prejudice to any rights of SPONSOR
under this Agreement, Investigator and Institution
acknowledge that CRO is the recipient of Services under
this Agreement.

24 Institution and Investigator specifically agree to
(and warrant that Study Personnel will) conduct the Study
in a diligent, efficient, and skilful manner, in strict
compliance with the Protocol including subsequent
amendments, any specific Study Instructions, Applicable
Law, especially (when applicable) Law No. 378/2007
Coll the Pharmaceuticals , Law No. 372/2012 Coll
Healthcare Services , Law No.101/2000 Coll. Data
Protection Law 340/2015 Coll Regiater of Agreements
and Decree No. 226/2008 Coll., on Good clinical
practice and conditions for clinical trials as amended, all
requirements of the Institution and any other professional
standards applicable to their professional industries and
fields. Institution and Investigator accept responsibility
for the acts and omissions of all Study Personnel in the
Study. Also, Institution and Investigator agree that any
Sub-Investigator must be approved by CRO and Sponsor.

2.5 CRO or SPONSOR shall obtain the written
approval of the appropriate Ethics Committee (EC) prior
to commencement of the Study and will furnish
Investigator with the EC’s letter of approval.

2.6 If required by Applicable Law, CRO or
SPONSOR shall make the necessary submissions or
notifications to the regulatory authorities. The Study may
not commence until the Investigator has been informed
by CRO that such authorization has been granted.

2.7 Investigator shall, prior to a Subject’s
participation in the Study, obtain the Subject's written
informed consent to participate in the Study. Each
Subject’s written informed consent shall be in a form that
is in accordance with the Protocol.

2.8 Investigator shall enroll the number of duly
qualified (according to the Protocol) Subjects for the
Study as set forth in Exhibit A, set out by CRO, and shall
do so according to the timetable set forth in Exhibit A.
Notwithstanding the foregoing, Investigator agrees that
CRO or SPONSOR may unilaterally revise the number of
Subjects that Investigator shall enroll, and/or the
timeframe for such enrollment, via Study Instructions at
any time.

zakony.

23. Aniz by byla dotcena jakdkoli prava
ZADAVATELE na zaklad¢ této smlouvy, zkousSejici a
poskytovatel berou na védomi, ze CRO je piijemcem
sluzeb popsanych v této smlouve.

24 Poskytovatel a zkousejici se dale vyslovné
zavazuji (a ruci v tomto sméru i za ostatni cleny tymu
provadejiciho klinické hodnoceni) provadét klinické
hodnoceni odbornym, G¢innym a fadnym zpiisobem, v
pfisném souladu s, protokolem, vcéetné¢ vSech jeho
budoucich dodatki, konkrétnich pokynti pro provadéni
klinického hodnoceni, planymi zdkony, zejména (pokud
je to aplikovatelné) zakonem ¢. 378/2007 Sb., o 1éCivech,
zakonem ¢. 372/2012 Sb., o zdravotnich sluzbach,
zakonem ¢. 101/2000 Sb., o ochrané osobnich udajt,
zakonem ¢. 340/2015 Sb., o registru smluv, vyhlaskou ¢.
226/2008 Sb., o spravné klinické praxi a vSemi ostatnimi
profesnimi predpisy, které se vztahuji na poskytovatel a
odbornosti, ve kterych provadi svou ¢innost.Poskytovatel
a zkousSejici dale souhlasi, Ze vSichni spoluzkousejici
musi byt pfedem schvaleni CRO a zadavatelem

2.5. ZADAVATEL nebo CRO je povinen pred zahajenim
klinického hodnoceni ziskat pisemny souhlas ptislusné
etické komise a predat schvalovaci dopis kontrolni
komise poskytovatele/etické komise zkousejicimu.

2.6. CRO a ZADAVATEL se zavazuji provadét veskera
nezbytna podani nebo oznameni regulacnim ufadim, v
souladu s platnymi zakony. Klinické hodnoceni nesmi
byt zahajeno, dokud CRO zkousSejiciho neinformuje, Ze
pottebna povoleni byla ziskana.

2.7. Pred zarazenim subjektu hodnoceni do klinického
hodnoceni, je zkouSejici povinen ziskat pisemny
informovany souhlas subjektu hodnoceni s jeho tGcasti v
klinickém hodnoceni. Pisemny informovany souhlas
kazdého jednotlivého subjektu hodnoceni musi byt
ziskan, zdokumentovan a uchovavan v souladu s
ustanovenim protokolu.

2.8. Zkousejici se zavazuje do klinického hodnoceni
zatadit fadné zpusobilé subjekty hodnoceni (v souladu s
ustanovenim protokolu), a to dle ustanoveni Piilohy A
stanoveném CRO a zavazuje se tento nébor provést v
souladu s ¢asovym harmonogramem uvedenym v Pfiloze
A. Bez ohledu na vyse uvedené zkousSejici souhlasi, zZe
ZADAVATEL a CRO mohou jednostrann¢ kdykoli
zménit pocet subjektli hodnoceni, které zkouSejici do
klinického hodnoceni miize =zafadit a/nebo casovy
harmonogram néaboru, a to prostiednictvim vydani
prislusného pokynu ke klinickému hodnoceni.
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29 Institution and Investigator shall (a) keep a
detailed and written inventory of all clinical supplies,
equipment and Study Drug provided by CRO or its
Affiliates or SPONSOR and shall store such materials
according to the Protocol or Study Instructions and (b)
retain all necessary Subject records and/or documents
whether electronic, paper, or in any other form relating to
the Study in a secure manner with physical and electronic
access  restrictions, and environmental controls
appropriate to the applicable data type and in accordance
with applicable industry standards for fifteen (15) years
after the end or the premature termination of the Study.
The Institution shall archive Study related documents

If the Sponsor requires extension of archiving period, it
shall notify the Institution of such request no later than 6
months prior the expiry of the paid archiving period and
shall pay the related costs.

SPONSOR or the SPONSOR’s designee shall ensure
appropriate and timely supply of the Study Drug necessary
for the performance of the Study.

The Study Drug shall be supplied, free of charge, to
Institution. Institution hereby undertakes to ensure that
the Study Drug be stored separately from other
medication, and its preparation, inspecting, preserving
and dispensing (hereinafter only “Study Drug Handling”)
be performed in compliance with Protocol and Study
Instructions, and the Applicable Law, as well as the terms
and conditions stipulated by LEK-12 Directive issued by
State Institute for Drug Control.

Institution  shall  appoint  agent/agents  meeting
professional qualification criteria pursuant to Applicable
law, who shall be responsible for Study Drug Handling
and keeping full records thereon. Immediately after
appointing such agent, Institution shall notify CRO in
writing of the name and surname of the appointee(s)
along with the appropriate contact details, if applicable.

Investigator hereby undertakes to handle the Study Drug
in compliance with the Protocol and in doses required for
each individual Study subject visit.

The Institution hereby undertakes to perform/ensure safe
liquidation/disposal of unused Study Drug (as hazardous
waste) in accordance with the Applicable Law, if requested
to do so by CRO or SPONSOR.

2.10 Institution and Investigator agree that they are not
presently under any agreement or obligation which

2.9. Poskytovatel a zkousSejici se zavazuji: (a) vést
podrobnou pisemnou evidenci v§ech dodavek klinickych
materialt, vybaveni a studijniho lé¢iva poskytnutého
ZADAVATELEM nebo CRO a zajistit jejich uskladnéni
v souladu s wustanovenim protokolu a pokyni ke
klinickému hodnoceni; a (b) wuchovavat veskerou
dokumentaci ke  klinickému hodnoceni, vcetné
informovanych souhlasi, dalSich dokumenta tykajicich se
subjektil klinického hodnoceni a/nebo dokumentl v
elektronické, papirové €i jiné podobé, které se tykaji
klinického hodnoceni po dobu patnacti (15) let od
fadného nebo ptredcasného ukonéeni klinického
hodnoceni. Poskytovatel provede bezplatnou archivaci

Zadavatel v predstihu 6 meésicti od konce zpoplatnéné
archivace oznami poskytovateli, Ze trva na dalsi archivaci
a uhradi naklady s tim spojené.

ZADAVATEL nebo jim urCeny zéastupce se zavazuji
zajistit fddné a vCasné dodavky studijniho 1éciva nutné
pro fadné provedeni klinického hodnoceni.

Studijni [éCivo bude zdarma dodavano zkousejicimu do
zdravotnického zatizeni. Poskytovatel se timto zavazuje
zajistit uskladnéni studijniho 1éciva oddélen¢ od ostatnich
lé¢iv u zkouSejictho a provadét pripravu, kontrolu a
distribuci Studijniho 1é¢iva (dale jen "Manipulace se
Studijnim 1é¢ivem") v souladu s ustanovenim protokolu,
pokyni pro provadéni klinického hodnoceni, platnych
zakont a v souladu se vSemi ustanovenimi a podminkami
Smérnice LEK-12 Statniho ustavu pro kontrolu 1é¢iv
(SUKL).

Poskytovatel se zavazuje jmenovat jednoho nebo vice
zastupcd, kteti splituji kvalifikacni pozadavky ve smyslu
ustanoveni platnych zakont. Tito zastupci budou
odpovédni za manipulaci se studijnim [éCivem a za
vedeni souvisejicich zaznamid a dokumentace. Thned po
jmenovani tohoto zastupce/zastupcii, ozndmi poskytovatel
CRO pisemné jméno a piijmeni poveéfené osoby
(povéfenych osob), spolu s pfislusSnymi kontaktnimi
informacemi.

Zkousejici se zavazuje v souladu s protokolemdodrzet v
davkovani potfebném pro kazdou jednotlivou navstévu
subjektu hodnoceni.

Poskytovatel se zavazuje na zakladé Zadosti
ZADAVATELE nebo CRO provést/zajistit bezpecnou
likvidaci nevyuzitého studijniho 1é¢iva (jako nebezpecny
odpad) v souladu s ustanovenim platnych zakond.

2.10. Poskytovatel a zkousSejici prohlasuji, Ze nemaji v
soucasné dob€ uzavienou zadnou smlouvu ¢&i zavazek,
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conflicts with the duties and obligations owed to CRO or
SPONSOR under this Agreement, and further agree not
to undertake any such obligation or agreement during the
course of the Study. Investigator warrants that no Study
Personnel are presently under any agreement or
obligation which conflicts with the duties and obligations
owed to CRO or SPONSOR under this Agreement, and
shall ensure that no Study Personnel will undertake any
such obligation or agreement during the course of the
Study.

211 Institution and Investigator hereby acknowledge
and agree that each has received sufficient Information
regarding their respective participation in the Study. In
addition, Investigator further warrants (i) that he/she has
distributed all relevant Information to the Study
Personnel who have a need to know such Information in
order to perform their assigned tasks on the Study, and
(ii) that he/she, and all Study Personnel (as applicable),
has read and understands such Information.

2.12  Institution shall, throughout the duration of the
Study, provide, keep available to the Study Personnel and
maintain all necessary Resources for the adequate
performance of the Study. Investigator shall, throughout
the duration of the Study, ensure that adequate Study
Personnel are available to complete the Study. Institution
and Investigator shall inform CRO promptly in writing
(including by email) about all changes impacting the
Resources and/or the Study Personnel.

2,13  The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by reference.
In case of any inconsistency between this Agreement and
the Protocol, the Protocol shall take precedence on matters
of medicine, science and conduct of the Study; otherwise
the terms of this Agreement shall prevail.

2.15 Institution and Investigator agree that if any Study
Personnel is a government employee, official and/or
performing a governmental function, such relationship may
be disclosed to the CRO (and the SPONSOR, upon request)
and any compensation that such individual receives with
respect to the Study may be disclosed to the Institution and
is hereby approved.

ktera by mohly negativné ovlivnit plnéni povinnosti vuci
ZADAVATELI nebo CRO, na zaklad¢é této smlouvy a
soucCasn¢ se zavazuji po celou dobu pribéhu klinického
hodnoceni zadnou takovou smlouvu neuzaviit ani zadny
takovy zavazek nepfijmout. ZkouSejici ruci za to, Ze
zadny z ¢lentl tymu provadejiciho klinické hodnoceni
nemd v soucasné dobé uzavienou zadnou smlouvu ani
zavazek, které by mohly negativné ovlivnit plnéni
povinnosti vi¢i ZADAVATELI nebo CRO, na zakladé¢
této smlouvy a souCasn¢ se zavazuje zajistit, ze zadny z
Clend tymu provadéjiciho klinické hodnoceni v jeho
priabéhu takovou smlouvu neuzavie ani zadny takovy
zavazek nepiijme.

2.11. Poskytovatel a zkouSejici berou na védomi a
stvrzuji, ze jim byly poskytnuty dostate¢né informace o
jejich  piipadné ucasti na klinickém hodnoceni.
ZkousSejici dale ruci: (i) za pfedani vSech relevantnich
informaci vSem Clenim tymu provadéjiciho klinické
hodnoceni, ktefi tyto informace potiebuji k fadnému
plnéni svych povinnosti v rdmci klinického hodnoceni; a
(i) za to, ze si vSichni clenové tymu provadéjiciho
klinické hodnoceni tyto informace piecetli a porozuméli
jim.

2.12. Poskytovatel se zavazuje po celou dobu trvani
klinického hodnoceni mit k dispozici vSechny nezbytné
pomicky a zdroje pro fadné provedeni klinického
hodnoceni a poskytnout je ¢lenim tymu, ktery klinické
hodnoceni provadi. Zkousejici je povinen zajistit a celou
dobu trvani klinického hodnoceni mit k dispozici
dostatecny pocet clent studijniho tymu pro fadné
dokonceni klinického hodnoceni. Poskytovatel a
zkousejici jsou povinni neprodlené pisemné informovat
CRO (a soucasné tuto informaci odeslat elektronickou
postou) o vSech zménach, které maji vliv na dostupnost
zdroji a/mebo ¢lend tymu provade€jiciho klinické
hodnoceni.

2.13. Protokol, véetn¢ jeho zmén a dodatkd, tvori
nedilnou soucést této smlouvy. V piipad¢ jakéhokoli
rozporu i nesouladu mezi ustanovenim této smlouvy a
protokolu, plati ustanoveni protokolu ve vécech tykajicich
se zdravotnictvi, védeckého vyzkumu a provadéni
klinického hodnoceni. V ostatnich piipadech plati
ustanoveni smlouvy.

2.15.  Poskytovatel a zkousejici berou na védomi a
souhlasi s tim, Ze pokud je néktery z ¢lend tymu
provadgjiciho klinické hodnoceni statnim zaméstnancem,
ufednikem a/nebo zastava jakoukoli funkci v organech
statni spravy, musi byt tato informace ptedana CRO ( a
ZADAVATELI na jeho zadost) a soucasné¢ berou na
védomi a souhlasi s tim, Ze informace o veSkerych
odménach, které takova osoba ziska v souvislosti s
provadénim klinického hodnoceni, musi byt predany
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2.16 Institution and Investigator warrant that neither
they, nor any Study Personnel are officials, agents, or
representatives of any government or political party or
international organization where they may be in positions
of authority to be able to improperly help CRO or
SPONSOR obtain a business advantage. Institution and
Investigator further warrant that neither they nor any
Study Personnel shall make any payment, either directly
or indirectly, of any money or other consideration
(hereinafter Payment), to government or political party
officials, officials of international organizations,
candidates for public office, or representatives of other
businesses or persons acting on behalf of any of the
foregoing (hereinafter collectively Officials) where such
Payment would constitute violation of any law, including
the U.S. Foreign Corrupt Practices Act, the U.K. Bribery
Act, and/or the OECD Convention on Combating Bribery
of Foreign Public Officials, as applicable. In no event
shall Institution, Investigator, or any Study Personnel
make any Payment either directly or indirectly to
Officials if such Payment is for the purpose of
influencing decisions or actions with respect to the
subject matter of this Agreement or any other aspect of
CRO’s or SPONSOR’s business.  Institution and
Investigator shall report any violation of this warranty
promptly to CRO and agree to respond to any CRO
inquiries about any potential violations and make
appropriate records available to CRO or SPONSOR upon
request. At any time upon the request of CRO, Institution
and Investigator agree to promptly certify in writing their
ongoing compliance (and the compliance of all other
Study Personnel) with the warranties contained in this
Section 2.16.

2.17
trial is

The estimated period of duration of the clinical

3. REPORTS, MONITORING AND

Poskytovateli ke schvéleni

2.16. Poskytovatel a zkouSejici ru¢i za to, Ze ani
poskytovatel , ani zkouSejici ¢i jakykoli jiny ¢len tymu
provadejiciho  klinické hodnoceni nejsou tfedniky,
zastupci €i predstaviteli organt statni spravy, politickych
stran ¢i mezinarodnich organizaci, ve kterych by mohli
mit pravomoc  nezdkonné¢ pomadhat CRO a
ZADAVATELI k ziskani konkuren¢nich vyhod.
Poskytovatel a zkouSejici dale ru¢i za to, Ze ani
Poskytovatel, ani zkouSejici ¢i jakykoli ¢len tymu
provadgjici klinické hodnoceni nesmi piimo ¢i nepiimo
vyplatit Zadnou financni ¢i jinou odménu (déle jen
"vyplata") statnim tfednikiim, pfedstavitelim politickych
stran, predstavitelim zahrani¢nich organizaci,
kandidatim na politické funkce, ptfedstavitelim jinych
firem ¢i osobam jednajicim ve jménu shora uvedenych
organti (dale jen v textu souhrnné oznacovani jako
"urednici"), pokud by takova vyplata byla v rozporu s
platnymi zakony, vcetné mimo jiné Zakona USA o
korup¢nich praktikdich v zahrani¢i a/nebo OECD
Convention on Combating Bribery of Foreign Public
Officials (Umluva OECD proti podplaceni zahrani¢nich
vetejnych Ciniteld v mezinarodnich podnikatelskych
transakcich). Poskytovatel, zkouSejici ani zadny z clent
tymu provadéjiciho klinické hodnoceni nesmi v zadném
ptripad¢ piimo ¢i nepfimo vyplatit zadnou financni ¢i
nefinanéni odménu Zzadnému tufednikovi, pokud je
smyslem vyplaty této odmény ovlivnéni rozhodnuti nebo
poskytnuti jakéhokoli jiného plnéni v souvislosti s
predmétem této smlouvy nebo v souvislosti s jakymkoli
aspektem podnikdini CRO nebo ZADAVATELE.
Poskytovatel a zkouSejici se =zavazuji neprodlené
informovat CRO o pfipadném poruseni shora uvedenych
ustanoveni a rovnéz se zavazuji fadné odpovidat na
jakékoli dotazy CRO ohledné ptipadného poruseni shora
uvedenych ustanoveni a zpfistupnit CRO a/nebo
ZADAVATELI na jejich zadost pfislusné zaznamy. Na
zakladé¢ zadosti CRO se poskytovatel a zkousSejici
zavazuji neprodlené pisemné potvrdit, ze stale dodrzuji (a
téz ze vSichni clenové tymu provadejiciho klinické
hodnoceni dodrzuji) vSechny zaruky a ustanoveni tohoto
¢lanku 2.16.

Predpokladana délka trvani klinického hodnoceni

3. HLASENi, MONITORING A SPOLUPRACE

COOPERATION

31 As evidence of the supply of the Services to CRO
under this Agreement, Investigator shall submit to CRO
completed eCRFs or CRFs resulting from the Study
within a reasonable time period and in accordance with
any Study Instructions. Investigator warrants that all
eCRFs or CRFs submitted to CRO are true, complete,
correct and accurately reflect the results of the Study and

3.1. Jako dikaz poskytnuti sluzeb CRO na zaklad¢ této
smlouvy se zkousSejici se zavazuje predat CRO vyplnéné
zaznamy pacienta (dokumenty eCRF nebo CRF) z
klinického hodnoceni, a to v pfiméfené ¢asové 1hité a v
souladu s pokyny pro provadéni klinického hodnoceni.
Zkousejici ru¢i za to, ze vSechny zaznamy pacientl
(dokumenty eCRF nebo CRF) jsou pravdivé, pfesné a
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the Services. Institution and Investigator shall also
provide CRO with copies of all Reports, and any updates
that are required by the EC.

3.2 Institution and Investigator shall Fully Cooperate
with CRO and will meet with representatives of CRO and
SPONSOR, or its designee, at mutually convenient times
according to a schedule set forth in Study Instructions for
monitoring visits, consultations and to allow direct
inspection of all Study related records, including Subject
medical files, as requested by CRO and for any other
purposes relating to the Study as deemed necessary by
CRO. Investigator shall ensure that all Study Personnel
Fully Cooperate with CRO, including meeting with
personnel of CRO, or its designee, as set forth in the
preceding sentence.

fadné vyplnény a Ze jsou vérnym odrazem skute¢nych
vysledkt  klinického hodnoceni. Poskytovatel a
zkousejici se rovnéz zavazuji ptredat CRO kopie vsech
zprav, véetné vSech aktualizaci a zmén, které si vyzadala
etickd komise Poskytovatele.

3.2.Poskytovatel a zkouSejici se zavazuji plné
spolupracovat s CRO, ucastnit se schiizek se zastupci
CRO nebo subjekty, které CRO k tomuto tcelu zmocni, a
to v terminech stanovenych na zaklad¢ vzajemné dohody
a v souladu s ¢asovym harmonogramem monitorovacich
navstév, ktery je uvedeny v pokynech k provadéni
klinického hodnoceni. Poskytovatel a zkousejici se dale
zavazuji umoznit CRO pfistup do svych prostor za
ucelem provedeni kontroly vSech zaznami tykajicich se
klinického hodnoceni, vcetné zdravotni dokumentace
pacientti (subjektd hodnoceni) a také pro ostatni ucely
souvisejici s provadénim klinického hodnoceni, které
CRO povazuje za nezbytné. Zkousejici se zavazuje
zajistit, aby vSichni ¢lenové tymu provadejiciho klinické
hodnoceni plné spolupracovali s CRO a ucastnili se
schiizek se zaméstnanci CRO nebo osobami povéfenymi
CRO tak jak je uvedeno v ptfedchozim odstavci.

4. AUDITS AND REGULATORY 4.AUDITY A KONTROLA ORGANU STATNIHO
INSPECTIONS DOZORU
4.1 Institution and Investigator shall Fully Cooperate 4.1. Poskytovatel a zkouSejici se zavazuji plné

with audits or inspections performed during or after
completion of the Study, by SPONSOR or CRO.
Institution and Investigator shall allow CRO, SPONSOR
and governmental or regulatory authorities, including but
not limited to the U.S. Food and Drug Administration,
access to Resources used to perform tasks related to the
Study, shall make all requested documents available to
them and shall provide them with any further Information
as may be requested.

4.2 In the event the audit or regulatory inspection
identifies a lack of compliance with this Agreement on
the part of Institution or Investigator (or failure by any
Study Personnel to act in accordance with the terms and
conditions of this Agreement), SPONSOR may direct
CRO to terminate this Agreement in accordance with
Section 16.1.

4.3 Institution and Investigator shall immediately
notify CRO by telephone, email or fax if a governmental
or regulatory authority, including but not limited to the
State Institute for Drug Control (Statni ustav pro kontrolu
leciv -SUKL), requests to carry out an inspection of
Institution’s facilities, or does so. Institution and
Investigator shall allow CRO and SPONSOR to be
present during such inspection, and shall provide to CRO
and SPONSOR copies of all materials, correspondence,
statements, forms and records that Institution and
Investigator receives, obtains or generates pursuant to or

spolupracovat pii auditech a kontrolach provadénych
behem klinického hodnoceni ZADAVATELEMa/nebo
CRO. Poskytovatel a zkousejici se zavazuji umoznit
ZADAVATELI CRO, statnim ufadim a/nebo organim
statniho dozoru, véetné mimo jiné Utadu Spojenych stati
Americkych pro kontrolu potravin a 1é¢iv (FDA) pfistup
ke zdrojim a prostiedkim uzivanym k plnéni tkond v
ramci klinického hodnoceni a poskytnout jim vSechny

pozadované dokumenty a dal§i jimi poZzadované
informace.
4.2. 'V pfipad¢, ze béhem auditu nebo kontroly organt

statniho dozoru bude zji§téno poruseni ustanoveni této
smlouvy ze strany poskytovatele nebo zkousejiciho (nebo
nedodrzeni ustanoveni této smlouvy ze strany kteréhokoli
jiného clena tymu provadéjiciho klinické hodnoceni),
maji ZADAVATEL a CRO pravo tuto smlouvu
vypovedét v souladu s ustanovenim ¢lanku 16.1.

4.3.  Poskytovatel a zkouSejici se zavazuji neprodlené
telefonicky, e-mailem nebo faxem informovat CRO v
pfipadé, kdy statni urad nebo organ statniho dozoru,
véetné mimo jiné Statnimu Gfadu pro kontrolu 1éCiv (
SUKL) natidi provedeni kontroly v prostorich
poskytovatele nebo takovou kontrolu zah4ji. Poskytovatel
a zkousejici se zavazuji umoznit ZADAVATELI a CRO
ucast pri téchto kontrolach a zavazuji se poskytnout
ZADAVATELI a CRO kopie vSech materialt,
korespondence, prohlaseni, formulafi a zaznamd, které
poskytovatel a/nebo zkousejici obdrzi, ziska nebo vytvorii
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in connection with any such inspection.

S. FINANCIAL DISCLOSURE

51 During the conduct of the Study and for one (1)
year after its completion, Investigator shall, and shall
cause the Sub-Investigator(s) (if applicable) to, execute
and update such forms, disclosures and certifications now
or subsequently required by SPONSOR or any applicable
regulatory bodies related to his/her financial interests in
the SPONSOR and/or the Study Drug.

6. CONFIDENTIAL INFORMATION

6.1 Institution and Investigator agree that any and all
Confidential Information that they receive in connection
with this Agreement shall be received and maintained by
them in strict confidence and not disclosed to any third
party during the conduct of the Study and for thereafter.
Furthermore, Institution and Investigator agree to use the
Confidential Information only for the purposes of this
Agreement except as otherwise specifically provided for
herein

6.2 Institution and Investigator may disclose
Confidential Information only to (a) Study Personnel, or
other employees or staff who require access thereto for
the purposes of this Agreement provided, however, that
prior to making any such disclosures Institution and/or
Investigator bind such Study Personnel, employees or
staff in writing to the same obligations as are contained
herein to maintain Confidential Information in confidence
and not to use such Confidential Information for any
purpose other than in accordance with the terms of this
Agreement (b) to the appropriate EC having jurisdiction
over the performance of the Study at Institution, and (c)
to State Institute for Drug Control.

6.3 The terms of this Agreement, including but not
limited to the financial terms, are Confidential
Information and shall be maintained in confidence by
Institution and Investigator in accordance with Section
6.1 above. If, however, Institution or Investigator is
required by Applicable Law to disclose such Confidential
Information, they may do so without breaching their
obligations under this Section provided, in advance of
disclosure, they notify CRO or SPONSOR of the
Confidential Information to be disclosed, the reason for
disclosure, and the date of disclosure.

na zakladé nebo v souvislosti s kontrolou.

5.ZVEREJNOVANI FINANCNICH INFORMACI

5.1. B¢hem provadéni klinického hodnoceni a jeden (1)
rok po jeho dokonceni béhem provadéni studie a pro
jeden (1) rok po jejim dokonceni je zkouSejici povinen
vypliiovat a provadét aktualizaci formulafd, potvrzeni a
informaci o jeho finannich z&mech na firme
ZADAVATELE a/nebo na studijnim IéCivu, které
ZADAVATEL nebo organy statniho dozoru v této
souvislosti vyzaduji. Zkousejici je rovnéZ povinen zajistit,
aby stejné tak Cinili 1 piipadni spoluzkousejici provadéjici
toto klinické hodnoceni.

6. DUVERNE INFORMACE

6.1. Poskytovatel a zkouSejici berou na védomi a
souhlasi s tim, ze vSechny divérné informace, které
obdrzi v souvislosti s touto smlouvou, musi byt
uchovavany v tajnosti a nesmi byt po celou dobu
provadéni klinického hodnoceni a dalsich po jeho
dokonceni  sdélovany  zadnym  tfetim  stranam.
Poskytovatel a zkousejici se dale zavazuji pouzivat
davérné informace vyhradné€ pro ucely plnéni ustanoveni
této smlouvy, pokud neni v této smlouvé pro konkrétni
pripady uvedeno jinak.

6.2. Poskytovatel a zkouSejici mohou diveérné
informace predavat pouze (a) ¢leniim tymu provadéjiciho
klinické hodnoceni nebo ostatnim zaméstnancim ¢i
pracovnikiim, ktefi musi mit k t€émto informacim pfistup
za ucelem plnéni ustanoveni této smlouvy, za
ptredpokladu, Zze ptfed predanim téchto informaci
poskytovatel a/nebo zkousejici pisemné zavazi tyto Cleny
tymu provadéjiciho klinické hodnoceni a/nebo ostatni
zaméstnance Ci pracovniky, ke stejnym povinnostem
ohledné¢ nakladani s daveérnymi informacemi jaké
predepisuje tato smlouva a ke stejnym povinnostem jako
predepisuje tato smlouva ohledn¢ vyuzivani téchto
davérnych informaci vyluéné pro ucely plnéni jejich
ustanoveni; (b) pfislusné etické komisi nebo kontrolni
komisi Poskytovatele, kterdA ma provadéni klinického
hodnoceni ve zdravotnickém zatizeni Poskytovatele na
starosti a (c) Statnimu Gstavu pro kontrolu 16¢iv (SUKL).

6.3.  Vsechna ustanoveni této smlouvy, véetné mimo
jiné ustanoveni tykajici se financovani a financ¢nich
podminek, jsou divérnymi informacemi ZADAVATELE
a CRO a poskytovatel a zkouSejici jsou povinni s témito
informacemi nakladat v souladu s ustanovenim shora
uvedené¢ho ¢lanku 6.1. Nicméné pokud poskytovatel nebo
zkousSejici maji dle platnych zakonl povinnost poskytnout
davérné informace tietimu subjektu, mohou tak ucinit bez
poruseni svych povinnosti dle tohoto ¢lanku této smlouvy
za predpokladu, ze pred poskytnutim téchto informaci
pisemné sdéli ZADAVATELI a CRO, které davérné
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6.4 Nothing contained herein will in any way restrict
or impair any party’s right to use, disclose, or otherwise
deal with any Confidential Information which at the time
of its receipt:
(a) is generally available in the public
domain or becomes available to the
public through no act of the party
receiving said Confidential Information;
or
(b) is independently known by the party
receiving the Confidential Information,
prior to receipt thereof, which said party
can demonstrate by documented proof; or
(©) is lawfully given to the receiving party by
a third party who is not bound by any
obligation to preserve it as confidential.

7. RIGHTS TO INFORMATION
INVESTIGATIONAL PRODUCT

AND

7.1 All Information and Investigational Product(s)
provided to Institution or Investigator for purposes of the
Study are and will remain SPONSOR's property.
Institution, Investigator, (and Study Personnel) shall not
acquire any rights of any kind whatsoever with respect to
the Investigational Product(s) or such Information as a
result of performance under this Agreement or otherwise.

7.2 Institution and Investigator shall deliver all
Information, unused Investigational Product(s) and
clinical specimens to CRO, SPONSOR or their respective
designee(s) in a timely manner throughout the
performance of the Study, as provided in the Protocol or
Study Instructions, and in no event later than after (i) the
date of termination of this Agreement or (ii) the date on
which CRO or SPONSOR otherwise requests delivery of
Information, unused Investigational Product(s) and
clinical specimens.

7.3 CRO is appointed to procure the Information and
Study Results from Institution and Investigator and may
only use the Information and Study Results for that
purpose. SPONSOR may use the Information and Study
Results (including publication) in any manner it deems

informace budou danému subjektu poskytnuty, uvedou
divod jejich poskytnuti a datum, kdy budou poskytnuty.

6.4. Zadné z ustanoveni této smlouvy neomezuje pravo
smluvnich stran této smlouvy pouzivat, predavat ci
jakymkoli jinym zplisobem naklddat s duvérnymi
informacemi, které v dobé jejich ziskani:

(a) byly vSeobecné vetejné znamé nebo se
stanou vefejn¢ zndmymi bez piispéni
smluvni strany, kterd tyto daveérné
informace obdrzela; nebo

(b)

strana, ktera tyto informace obdrzela,

vvvvv

prikaznym zptisobem dokazat; nebo

() strana, ktera tyto informace obdrzela,
jiz diive zdkonnym zplsobem ziskala
od jiné tfeti strany, ktera neni vazana
povinnosti mlcenlivosti ve vztahu k

témto davérnym informacim.

7. PRAVA K INFORMACIM A STUDIJNIMU
LECIVU

7.1 Vsechny informace a studijnimu lé¢ivu poskytnuté
poskytovateli  a/nebo zkousejicimu pro ucely tohoto
klinického hodnoceni jsou a zlstavaji vlastnictvim
ZADAVATELE. Poskytovatel, zkouSejici a clenové
tymu provadejiciho klinické hodnoceni neziskavaji v
dasledku poskytnuti plnéni dle této smlouvy ¢i jinak k
hodnocenym piipravkim a informacim zadna prava.

7.2. Poskytovatel a zkousejici se zavazuji po celou dobu
provadéni klinického hodnoceni predavat veskeré
informace, nevyuzité hodnocené piipravky a klinické
vzorky ZADAVATELL, CRO nebo jimi urenym
osobam, a to ve lhitich uvedenych v protokolu nebo
pokynech pro provadéni klinického hodnoceni. V kazdém
pfipadé musi byt vSechny informace, nevyuzité
hodnoceni piipravky a klinické vzorky vraceny
nejpozdéji do (i) data ukonceni platnosti této smlouvy;
nebo (ii) data kdy si ZADAVATEL nebo CRO vyzadali
pfedani téchto informaci, nevyuzitych hodnocenych
ptipravka a klinickych vzorkd.

7.3. ZADAVATEL smi vyuzivat (véetné publikovani)
informace a vysledky klinického hodnoceni jakymkoli
zpusobem, které uzna za vhodné a které jsou v souladu s
jeho obchodnimi zajmy, a to jak po celou dobu platnosti
této smlouvy, tak po jejim ukonceni.
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appropriate to comply with SPONSOR's business
interests, both during, and following termination of, this
Agreement.

8. PUBLICITY
No party to this Agreement shall use the name of any
other party hereto in connection with any advertising or

promotion of any product or service without the prior
written consent of such party as appropriate.

9. PUBLICATION

9.1 Institution and Investigator may publish the Study
Results only in accordance with this Section 9. Before
submission for publication or presentation, Institution
and/or Investigator shall allow SPONSOR not less than
sixty (60) days to review any manuscript and not less than
thirty (30) days to review any poster presentation,
abstract or any other written or oral material which
describes or discloses the Study Results. If SPONSOR so
requests in writing, Institution and/or Investigator shall
withhold any publication or presentation for an additional
sixty (60) days.

9.2 SPONSOR reserves the right to (i) remove all
Confidential Information from any publications or
presentations, (ii) ensure the accuracy of the presentation
or publication, (iii) ensure the property information is not
inadvertently divulged, (iv) enable Intellectual Property
rights (as defined below) to be secured and (v) enable
relevant supplementary information to be provided. In
the event that SPONSOR deems that such removal would
not sufficiently protect its Intellectual Property Rights,
then SPONSOR may require that Institution and/or
Investigator does not publish such publication or
presentation, and Investigator and Institution agree not to
publish any such publication or presentation in any such
case.

9.3 Institution and Investigator agree that because the
Study is part of a multi-center/multi-centre Study, any
publication by Institution or Investigator of the Study
Results shall not be made before the first multi-
center/multi-centre publication.

9.4.  Authorship of any publications relating to the
Study shall be determined by agreement with the
Sponsor.

8. REKLAMA

Z4dna ze smluvnich stran této smlouvy nesmi pouZivat
nazev ostatnich smluvni stran ani nazev ZADAVATELE
v zadnych reklamnich ¢i marketingovych materidlech v
souvislosti s propagaci svych produktd ¢i sluzeb, bez
predchoziho pisemného souhlasu ZADAVATELE nebo
dotycné smluvni strany.

9. PUBLIKOVANI

9.1 Poskytovatel a hlavni zkouSejici smi publikovat
vysledky klinického hodnoceni pouze v souladu s
ustanovenim tohoto c¢lanku 9. Pted zvefejnénim C¢i
prezentaci vysledk klinického hodnoceni se poskytovatel
a/ nebo Hlavni zkousejici zavazuje poskytnout
ZADAVATELI lhitu nejméné Sedesati (60) dnii na
prezkoumani rukopisu, respektive nejméné tricet (30) dni
na prezkoumani a kontrolu prezentaci, abstraktd ¢i
jakychkoli jinych dokumentl v pisemné ¢i ustni podobé,
ve kterych jsou popisovany nebo zvetejiiovany vysledky
klinického hodnoceni. Pokud o to ZADAVATEL
pisemné pozadad poskytovatele a/ nebo Hlavniho
zkousejiciho, musi pozdrzet vydani publikace ¢i
prezentace o dalSich Sedesat (60) dn.

9.2 ZADAVATEL si vyhrazuje pravo: (i) odstranit
vSechny davérné informace z jakychkoli publikaci c¢i
prezentaci; (ii) zajistit pfesnost a spravnost veskerych
prezentaci a publikaci; (iii) zajiStovat, aby nedoSlo k
neopravnénému vyzrazeni divérnych informaci; (iv)
zajiStovat bezpeCnost prav  dusevniho vlastnictvi
(definovanych nize) a (v) =zajistovat poskytovani
relevantnich dopliujicich informaci.

V pripadé, ze se ZADAVATEL domniva, Zze by takové
odstranéni nebylo dostate¢né pro ochranu jeho prav
dusevniho vlastnictvi, mize pozadat poskytovatel o
nezvefejnéni dané publikace i prezentace a poskytovatel
se timto zavazuje v takovém ptipadé danou publikaci ¢i
prezentaci nezvefejnit.

9.3 Vzhledem k tomu, Ze toto klinické hodnoceni je
soucasti multicentrického klinického hodnoceni, zavazuje
se poskytovatel a hlavni zkouSejici nezvefejnit zadné
vysledky  klinického hodnoceni dokud nebudou
zvetejnény prvni vysledky za multicentrické hodnoceni
jako celek.

9.4.  Autorstvi publikaci tykajicich se klinického
hodnoceni bude uréeno na zdklad¢ dohody se
zadavatelem.
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11. DATA PROTECTION & PRIVACY

11.1 Institution and/or Investigator hereby represent
and warrant that they shall obtain all necessary consents
in writing from:

(a) all Subjects as per the informed consent
form; and

(b) the key members of Study Personnel and

Investigator participating in the Study for

administrative / study management and any

other purpose required by law

so that such Subjects’, Study Personnel’s and
Investigator’s Personal Data can be Processed by
(including transferred to) CRO, any of its Affiliates, and
SPONSOR or any of its Affiliates and regulatory
authorities in each case within or outside the country
where such data originates.

Such consent shall permit (i) all necessary uses of the
individual's "protected health information" by the
Institution and the Investigator as part of the Study and
(ii) all disclosures of such protected health information by
the Institution and the Investigator to the SPONSOR and
its authorized agents and the Study team and other
professionals involved in the Study for purposes relating
to the Study or other purposes permitted by law. The
Institution and Investigator shall take all necessary steps:

(a) to ensure that the technical and organizational
security measures specified in the Protocol and
Applicable Laws and regulations are taken to protect
clinical study data against accidental or unlawful
destruction or accidental loss or damage, alteration,
unauthorized disclosure or access and against all other
unauthorized disclosure or access and against all other
unauthorized or unlawful forms of processing; and

(b) to ensure that Institution’s Study Personnel, as well
as any sub-contractors, temporary employees or other
third-parties or vendors who have access to any
confidential or personally identifiable information as a
result of any Agreement relating to the Study, receive
appropriate privacy and security training, which shall be
updated periodically as the laws and regulations evolve.

11. OCHRANA DAT A OSOBNICH UDAJU

11.1  Poskytovatel a/nebo zkousejici timto prohlasuji a
ru¢i za to, ze ziskaji vSechny nezbytné souhlasy v
pisemné formé od:

formé

(a)  vSech subjektl hodnoceni, ve

informovaného souhlasu; a

(b)  vSech hlavnich ¢lenti tymu, ktery se podili na
provadeéni klinického hodnoceni, véetné zkousejiciho, a to
pro administrativni tcely, pro ucely spravy a provadéni
klinického hodnoceni a pro ostatni ucely pozadované
zakonem

tak, aby CRO a jeji sesterské spole¢nosti, ZADAVATEL
a jeho dcefiné spoleCnosti a organy stitniho dozoru
mohly osobni data subjektl hodnoceni, ¢lenti tymu
provadejiciho  klinické hodnoceni a  zkouSejiciho
zpracovavat (véetné prevadeéni), a to jak v zemi, odkud
tyto udaje pochazi, tak v zahrani¢i.

Tento souhlas musi povolovat: (i) vSechna nezbytna
pouzivani "chranénych zdravotnich informaci" ptislusné
osoby Poskytovatelem a zkousejicim v ramci klinického
hodnoceni a (ii) veskera sd€lovani téchto chranénych
zdravotnich informaci Poskytovatelem a zkouSejicim
ZADAVATELI jeho opravnénému zastupci, ¢lenlim
tymu provadéjicitho klinické hodnoceni a dalSim
odbornikiim, ktefi se na klinickém hodnoceni podili,
pokud se jedna o sdéleni pro U¢ely provadéni klinického
hodnoceni nebo pro Gcely, kdy je sd€leni téchto informaci
povoleno platnymi zakony. Poskytovatel a zkousSejici
prijmou nezbytna opatteni k:

(a) zajisténi uplatnovani vSech technickych a
organizacnich bezpecnostnich opatfeni ptfedepsanych
protokolem a ustanovenim platnych zakon pro ucely
ochrany dat z klinického hodnoceni pied nahodnym nebo
nezakonnym zni¢enim, ztratou, posSkozenim, zménou,
neopravnénym sdélenim ¢&i pfistupem a za ucelem
ochrany pred jakymkoli jinym neopravnénym piistupem
¢i neopravnénymi a nezdkonnymi zplsoby zpracovani
téchto informaci; a

(b) zajisténi toho, aby vSechny osoby podilejici se za
poskytovatele na provadéni klinického hodnoceni, stejné
jako vSichni subdodavatelé, doCasni zaméstnanci, tfeti
strany ¢i prodejci, ktefi maji pristup k divérnym nebo
osobnim informacim na zikladé smlouvy tykajici se
tohoto klinického hodnoceni, byly tadné proskoleny v
nakladani a zabezpeCeni dlvérnych informaci. Toto
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11.2  Institution and Investigator shall notify CRO
immediately in writing (but in no event later than of any
Data Security Breach.

11.3 If requested by CRO in order to enable CRO to
comply with any Applicable Law and to Process any
Personal Data, Institution and Investigator will work with
CRO and SPONSOR in good faith to address any issue
relating to the Processing of Personal Data. Any data
transfer shall comply with Applicable Law, including the
Regulation (EU) 2016/679 of the European Parliament
and of the Council of 27 April 2016 on the protection of
natural people with regard to the processing of personal
data and on the free movement of such data, and
repealing Directive 95/46/EC (General Data Protection
Regulation), with European laws and with Act No.
101/2000 Coll., in this order.

13. INSURANCE

13.1.SPONSOR has in compliance with the requirements
stipulated by Applicable Law, especially according the
Sec.52 Subsection 3 letter f  378/2007 Coll of
Pharmaceuticals as amended concluded, and shall
maintain in full force and effect throughout the duration
of the Study, sufficient insurance for damages caused by
the Investigator and the SPONSOR to third parties,
including insurance of all Subjects participating in the
Study for the damage to health they might suffer as
a direct consequence of their participation in the Study.
Proof of insurance shall be provided upon request

14. DEBARMENT

14.1 Institution and Investigator hereby certify that
neither Institution, Investigator nor any person employed
by Institution or Investigator to work on the Study
(including any subcontractor permitted pursuant to
Section 17.2) has been:

(a) debarred by any relevant authorities,
pursuant to any Applicable Law, including
but not limited to Section 306(a) and (b) of
the US Federal Food, Drug and Cosmetic

Skoleni musi byt pravideln¢ opakovano a aktualizovano
spolu s tim jak dochdzi ke zménam v platnych zakonech a
predpisech, které tyto skutecnosti upravuji.

11.2. Poskytovatel a zkouSejici se zavazuji neprodlené a
pisemné informovat CRO o jakémkoli poruSeni
ustanoveni o bezpecnosti osobnich udaji (v kazdém
ptipadé vsak nejpozdéji do takového poruseni).

11.3. Na zakladé zadosti CRO a za uc¢elem umoznéni,
aby CRO mohla dodrzet ustanoveni platnych zadkona a
zpracovavat osobni udaje, se poskytovatel a zkousejici
zavazuji v dobré vife spolupracovat s CRO pfi feSeni
problémt souvisejicich se zpracovanim osobnich udaji.
Veskery pfevod dat bude v souladu (pokud je to
aplikovatelné) s nafizenim (EU) 2016/679 Evropského
parlamentu a Rady ze dne 27.dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich
udaji o volném pohybu téchto udajii a o zruseni smérnice
95/46/ES a v souladu se zakonem ¢. 101/2000 Sb., v
tomto potadi.

13. POJISTENI

13.1 V souladu spfislusSnym zakonem, zejména ust. § 52
odst. 3, pism. f) zakona ¢. 378/2007 Sb., o 1éCivech, v
platném znéni mad ZADAVATEL uzavieno platné a
ucinné pojisténi odpoveédnosti za Skodu, jehoz pojistna
Castka je dostate¢né vysoka na thradu Skod zpuisobenych
zkousejicim a ZADAVATELem tfetim subjektim. Toto
pojisténi také zahrnuje pojisténi odpoveédnosti vici vSem
pacientim Uc¢astnicim se klinického hodnoceni, za
zdravotni Gjmu, kterd jim  mulze vzniknout v piimé
souvislosti s jejich ucasti v tomto klinickém hodnoceni.
ZADAVATEL se toto pojisténi zavazuje udrzovat po
celou dobu trvani klinického hodnoceni.

14. ZAKAZ CINNOSTI

14.1.Poskytovatel a zkouSejici timto potvrzuji, ze
poskytovatel, zkousejici ani zadna jind osoba zaméstnana
poskytovatelem nebo zkousejicim pro ucely provadéni
klinického hodnoceni (vCetn¢ ptipadnych povolenych
subdodavateltl na zéklad¢ ustanoveni ¢lanku 17.2):

(a) nema prisluSnymi organy, na zakladé platnych
zakontl, véetné, mimo jiné, na zaklad¢ ustanoveni ¢lanku
306 zakona US Federal Food Drug and Cosmetic Act
(Federalni zakon USA o potravinach, 1éCivech a
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Act, or disqualified as a clinical

investigator under the provisions of 21

C.F.R. § 312.70; or
(b) convicted of any of the felonies identified
among the exclusion authorities listed on
the U.S. Department of Health and Human
Services (HHS), Office of Inspector
General website, including without
limitation 42 U.S.C. 1320a-7; or

(©

listed on any of the following lists as being
suspended, debarred, or excluded, or

otherwise ineligible to participate in
Federal procurement or non-procurement
programs:

(i) the List of Excluded

Individuals/Entities (LEIE) database
on the HHS Office of Inspector
General website;

the U.S. General Services
Administration's Excluded Parties
List System (EPSL) (sometimes
referred to as the “GSA Debarment
List™);

(ii)

(iii) the US. Food and Drug
Administration (FDA) Debarment

List;

@iv) any of the FDA
Disqualified/Restricted/Restrictions/
Removed/Assurance Lists for

Clinical Investigators;

(v)

the Administrative Actions Listing
of the Public Health Service.

For purposes of this Section, any of the foregoing shall be
deemed to constitute being “debarred”.

kosmetickych pripravcich) zakazan vykon funkce
zkousSejictho v souladu s ustanovenim 21 C.F.R. §
312.70;

(b) nebyla odsouzena za trestné Ciny uvedené na
strankdch dozornych organii ze seznamu Ministerstva
zdravotnictvi USA (U.S. Department of Health and
Human Services - HHS), oficialnich webovych strankach
uradu generalniho inspektora véetné mimo jiné, trestnych
¢ind uvedenych v predpisu 42 U.S.C. 1320a - 7 nebo
ekvivalentnimi ptedpisy mimo Spojené staty Americké; a

(©) neni vedena v zadném z nize uvedenych seznamui
jako vyloucena osoba, osoba se zakdzanou ucasti ¢i osoba
zbavena zpusobilosti Ucastnit se federalnich zakéazek a
programui:

@) Seznam vyloucenych
osob/subjekti (LEIE) na
webovych strankach generalniho
inspektora Ministerstva

zdravotnictvi USA (HHS).
(i1) Seznam subjektii vyloucenych
vladou USA z tcasti na statnich
zakazkach (U.S. General
Services Administration's
Excluded Parties List System -
EPSL) (nékdy téz oznacovan
jako "Seznam vyloucenych osob
GSA - GSA Debarment List" );

(iii) Seznam  subjekti  zbavenych
zpusobilosti Utadem USA pro
kontrolu potravin a 1é¢iv (U.S.
Food and Drug Admnistration
(FDA) Debarment List)

@iv) na jakémkoli seznamu hlavnich
zkousejicich se zadkazem nebo
omezenim  Cinnosti  a/nebo
hlavnich zkousejicich
vylouéenych  ¢i  zbavenych
zpisobilosti  k  ucasti  na
klinickych hodnocenich
vedenych FDA a/nebo

) v seznamu subjektd proti nimz je
vedeno disciplinarni fizeni na
webovych strankach Vefejné
zdravotni sluzby (Public Health

Service) .

Pro tucely tohoto ¢lanku plati, Zze zapis ve kterémkoli ze
shora uvedenych seznami znamena "ztratu zpisobilosti".
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In addition, Institution and Investigator agree that no
debarred person will in the future be employed or
otherwise engaged (including on a contract basis) by
Institution or Investigator to work on the Study. If during
the course of the Study, Institution or Investigator
becomes debarred or learns that any person connected
with the Study is debarred, or that there is a threat of
debarment of any such person, then Institution and
Investigator must immediately notify CRO and
SPONSOR. SPONSOR may direct CRO to terminate
this Agreement in the event any of the foregoing occurs.

15.2  Institution and Investigator shall comply with all
obligations with respect to taxes and social security
contributions, if applicable, which relate to the subject
matter of this Agreement including, without limitation,
those that relate to any payments made hereunder to
Institution, Investigator, Study Personnel or, as the case
may be those that relate to any payments made by
Institution or Investigator to Study Personnel.

15.3 Institution and Investigator acknowledge and agree
that its, his or her judgment with respect to its, his or her
advice to and care of each Subject is not and shall not be
affected by the compensation Institution and Investigator
receive in accordance with the Study.

15.5 Institution and Investigator hereby consent to
provide the EC of the Institution and the central EC for
multicentre clinical trials with this Agreement in
substantiation of the Study conditions, including funding,
as according to the Applicable Law.

15.6 Institution and Investigator agree that CRO and
SPONSOR may disclose the fees and expenses payable or
paid wunder this Agreement to any governmental
authorities according to Applicable Law.

15.7. The parties acknowledge that the Contract shall be
puslished in the Register of Contracts in accordance with
Act. No. 340/2015 on the Register of the Contracts.

The contractual parties have agreed that the business
secret as designated by the sponsor shall be removed
before entering the agreement into the contract register
and the appendices to the agreement shall not be

Poskytovatel a zkouSejici dale souhlasi a zavazuji se
nezaméstnat ani neangazovat (vcetn¢ angazovani na
zakladé¢ smlouvy) zadnou osobu, ktera je zbavena
zpisobilosti pro vykon jakékoli ¢innosti v souvislosti s
provadénim klinického hodnoceni. Pokud se pribehu
klinického hodnoceni poskytovatel nebo zkouSejici
stanou nezpuasobili k provadéni klinického hodnoceni
nebo pokud se poskytovatel a/nebo zkousejici dozvi, Ze
nektera z osob podilejicich se na provadeéni klinického
hodnoceni byla zbavena zpisobilosti k jeho provadéni
nebo ji zbaveni zpusobilosti hrozi, jsou povinni o této
skuteCnosti neprodlen¢ informovat ZADAVATELe a
CRO. V pftipadé, ze dojde ke shora popsané situaci, miize
CRO tuto smlouvu vypovédet s okamzitou platnosti.

15.2. Poskytovatel a zkousejici se zavazuji splnit veskeré
povinnosti v oblasti odvodd dani, socialniho pojisténi a
dalsich zdkonem stanovenych odvodd, a to, mimo jiné, ze
vSech plateb, které jsou na zikladé této smlouvy
poskytovateli, zkousejicimu ¢i tymu provadéjicimu
klinické hodnoceni vyplaceny a ze vSech plateb, které
poskytovatel vyplaci zkouSejicimu a Clenim tymu
provadgjicimu klinické hodnoceni.

15.3 Poskytovatel a zkousejici berou na védomi a
souhlasi, ze odména, kterou ziskavaji, na zakladé této
smlouvy za sluzby poskytované zadnym zptisobem nesmi
ovlivnit jejich medicinsky tsudek a kvalitu zdravotni
péce poskytovanou pacientiim.

15.5. Poskytovatel a zkousSejici timto souhlasi s tim, aby
tato smlouva byla na zakladé platnych zakond poskytnuta
etické komisi poskytovatele a centralni etické komisi pro
multicentricka klinicka hodnoceni, za uUcelem ovéreni
podminek za kterych je klinické hodnoceni provadéno,
v¢etné jeho financovani.

15.6. Poskytovatel a zkouSejici berou na védomi a
souhlasi s tim, ze ZADAVATEL a CRO mohou sdélit
informace o odméndch a nakladech vyplacenych na
zakladé¢ této smlouvy statnim orgdnim na zakladeé
platnych zakont.

15.7. Smluvni strany berou na védomi, ze smlouva bude
uvefejnéna v registru smluv v souladu se zakonem ¢.
340/2015 Sb.

Smluvni strany se dohodly, Ze oznaCené obchodni
tajemstvi zadavatelem, bude pfed zadanim smlouvy do
registru smluv odstranéno a ptilohy smluv nebudou v
registru smluv uvefejnovany. Dale se strany dohodly, Ze
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published in the contract register. The contractual parties
also agree that the Institution shall publish the agreement
in the contract register.

The contractual parties hereby acknowledge that until the
moment of publishing of the final document in the contract
register, the initiation visit shall not take place.

17. INDEPENDENT CONTRACTOR

17.1  The relationship of Institution and Investigator to
CRO is that of independent contractor. Institution and
Investigator shall perform the Services only as
independent contractor and nothing contained herein shall
be construed to be inconsistent with that relationship or
status. Institution, Investigator, and Study Personnel,
shall not be considered employees or agents of CRO or
SPONSOR and, as such, shall not be entitled to any
benefits available to employees of CRO or SPONSOR.

17.2  Institution and Investigator shall not retain any
subcontractor to perform any of its obligations under this
Agreement without the prior written consent of CRO or
SPONSOR.  Any such consent shall not relieve
Institution and Investigator of its obligations hereunder,
and Institution and Investigator shall remain fully liable
for all acts and omissions of any such subcontractor.

17.3  This Agreement shall not constitute, create or in
any way be interpreted as, a joint venture, partnership, or
business organization of any kind.

18. CONTRACTUAL

18.1  Titles to the Sections of this Agreement are solely
for convenience and do not constitute a substantive part
of this Agreement.

18.2  If any provision of this Agreement is held illegal,
invalid or unenforceable by a court of law, the remainder
of this Agreement shall not be affected thereby.

18.3  Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of any such
terms or conditions, and the same shall remain at all times
in full force and effect.

uveiejnéni smlouvy do registru provede Poskytovatel (do
5 pracovnich dntt).

.....

okamziku uvefejnéni konecného dokumentu v registru
smluv.

17.NEZAVISLOST SMLUVNIHO VZTAHU

17.1. Vztah poskytovatele a zkousejictho viici CRO je
vztahem nezavislého dodavatele. Poskytovatel a
zkousejici poskytuji své sluzby na zakladé této smlouvy
jako nezavisli smluvni partnefi a Zadné z ustanoveni této
smlouvy neni s timto vztahem v rozporu. Poskytovatel,
zkousejici a vSichni ostatni Clenové tymu provadéjici
klinické hodnoceni nejsou zaméstnanci ani zastupci CRO
a z tohoto divodu nemaji narok na zadné zaméstnanecké
vyhody poskytované CRO nebo ZADAVATELEM.

17.2. Bez predchoziho pisemného souhlasu CRO nebo
ZADAVATELE nesmi poskytovatel ani zkouSejici vyuzit
k plnéni svych povinnosti dle této smlouvy sluzeb
zadného subdodavatele. Udéleni takového souhlasu vSak
poskytovatel ani  zkouSejiclho nezprostuje jejich
povinnosti dle této smlouvy a poskytovatel a zkousejici
nesou plnou odpovédnost za vSechny skutky ¢i pochybeni
svych subdodavateld.

17.3. Tato smlouva nezaklada, neptedstavuje ani ji nelze
vykladat jako zalozeni spole¢ného podniku, uzavieni
partnerstvi Ci zaloZeni obchodni organizace jakéhokoli
druhu.

18. SMLUVNI NALEZITOSTI

18.1 Nadpisy jednotlivych ¢lankd této smlouvy slouzi
pouze k usnadnéni orientace a nepiedstavuji pravni
podstatu této smlouvy.

18.2  Pokud bude nékteré z ustanoveni této smlouvy
soudem prohlaSeno za nezakonné, neplatné nebo
nevymahatelné, nebude tim dotéena platnost a

vymahatelnost ostatnich ustanoveni této smlouvy.

18.3  V pripadé, Ze nekterd ze smluvnich stran netrva
¢i nevymaha dodrzovani nékterych ustanoveni této
smlouvy, neznamend to, Ze by se téchto ustanoveni
vzdala nebo se jich zfekla a vSechna tato ustanoveni
zustavaji i nadale plné platna a ucinna.
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18.4  The respective signatories of the parties to this
Agreement represent and warrant that they have the
authority and ability to enter into the terms, provisions
and conditions of this Agreement on behalf of their
respective parties.

18.5 No party shall be responsible for any default
under this Agreement by reason of strikes, riots,
hostilities, wars, fire, acts of terrorism, acts of God, death
of Investigator, or any other cause beyond its reasonable
control.

18.6 This Agreement may not be assigned by
Institution or Investigator without the prior written
consent of CRO and SPONSOR.

18.7 CRO and SPONSOR may assign this Agreement
to any of its respective subsidiaries or Affiliates upon
written notice to Institution and Investigator, and
SPONSOR may only assign this Agreement to any third
party upon written notice to Institution and Investigator.

18.8  This Agreement constitutes the entire agreement
and final understanding of the parties with respect to the
subject matter hereof and supersedes and terminates all
prior and/or contemporaneous understandings and/or
discussions between the parties, whether written or
verbal, express or implied, relating in any way to the
subject matter hereof. This Agreement may not be
altered, amended, modified or otherwise changed in any
way except by a written agreement, signed by all parties.

18.9  All notices necessary or appropriate to be given
pursuant to this Agreement shall be effective when
delivered in writing to the appropriate party at the address
or number below:

To CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

To SPONSOR:

45 Sidney Street
Cambridge
Massachussets MA 02139
United States

Att:

To Investigator:

18.4  Osoby podepisujici za jednotlivé smluvni strany
tuto smlouvu prohlasuji a ruci za to, Ze maji pravomoc a
opravnéni jménem piislusnych smluvnich stran uzavifit
tuto smlouvu za zde uvedenych podminek.

18.5  Zadna ze smluvnich stran neni odpovédna za
nedodrzeni ustanoveni této smlouvy, pokud k nému doslo
v dasledku stavky, nepokoji, neptatelskych utoki, valek,
pozért, teroristickych cinti, zdsaht vyS$i moci, Gmrti
zkouSejictho nebo z jakékoli jiné pficiny mimo
priméfenou kontrolu doty¢né smluvni strany.

18.6  Poskytovatel ani zkouSejici nesmi tuto smlouvu
postoupit na zadny tfeti subjekt bez ptedchoziho
pisemného souhlasu CRO nebo ZADAVATELE.

18.7. CRO a ZADAVATEL mohou pfevést tuto
smlouvu na své dcefiné nebo sesterské spolecnosti, a to
na zakladé pisemného oznameni poskytovateli —a
zkousejicimu. ZADAVATEL smi pfevést tuto smlouvu
na tfeti stranu pouze na zaklad¢ pisemného oznameni
zaslaného poskytovateli a zkousejicimu.

18.8 Tato smlouva predstavuje uplné a konecné
ujednani mezi smluvnimi stranami ve véci predmétu této
smlouvy a nahrazuje a ukonéuje vSechna piedchozi
a/nebo stavajici pisemna i Gstni vyslovna ¢i domnéla
ujednani mezi smluvnimi stranami ve véci predmétu této
smlouvy. Tuto smlouvu lze ménit ¢i upravovat pouze
formou pisemnych dodatkti, podepsanych vSemi
smluvnimi stranami.

18.9 Veskera oznameni a korespondence v
souvislosti s touto smlouvou budou povazovany za
pravné zavaznym zpusobem dorucené pfislusné smluvni
strané, pokud budou doru¢eny na nize uvedené adresy:

CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Irsko

Zadavateli:

45 Sidney Street
Cambridge
Massachussets MA 02139
USA

Att:

Hlavnimu zkouSejicimu:

224916_V118_18_CZE_ 631 MP ION 3-Way CSA_ Bilingual _20161027_V0,1

Page 16 of 19



Fakultni nemocnice Hradec Kralové

Klinika infek¢nich nemoci

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Czech Republic

To Institution:

Fakultni nemocnice Hradec Kralové

Legal department — D4sa Proktipkova

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Czech Republic

18.10 Any party may change its address or number for
notice by giving notice in accordance with Section 18.9
and 18.11.

18.11 Any delivery that is called for under this
Agreement shall be complete when made by personal
delivery, fax, email, registered post, certified post or
courier, in each case with confirmation of
delivery/receipt.

18.12 The parties agree that this Agreement shall be
governed by the laws of Czech Republic, without regard
to the conflicts of law provisions thereof. In case a
dispute is brought before a court of law, the courts of
Prague will have sole jurisdiction over the litigation.

18.13 This Agreement is executed in both English and
Czech language. In case of any incoherence, contradiction
or discrepancy between the English and the Czech
version of this Agreement, the terms of the English
version will prevail.

18.14 This Agreement is executed in five (5)
counterparts, with one (1) counterpart for the Institution,
one (1) for the Investigator, one (2) for the CRO and one
(1) for the SPONSOR. Each counterpart shall be deemed
to be an original, and all of such counterparts shall
together constitute one and the same Agreement.

IN WITNESS WHEREQF, the parties hereto have set
their hands in quadruplicate with the intention that this is
a binding agreement as provided herein

Fakultni nemocnice Hradec Kralové

Klinika infek¢nich nemoci

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

Poskytovateli

Fakultni nemocnice Hradec Kralové

Pravni odbor — Dasa Prokiipkova

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

18.10 Kazda ze smluvnich stran mize zménit svou
adresu  zasldnim pisemného upozornéni ostatnim
smluvnim stranam v souladu s ustanovenim ¢lanka 18.9a
18.11.

18.11 Veskeré doruovani v souvislosti s touto
smlouvou je povazovano za fadné dokoncené, pokud bylo
ucinéno formou osobniho doruceni, faxem, elektronickou
postou, doporuc¢enou postou s dorucenkou nebo kuryrem
a oveéteno potvrzenim o doruceni/prevzeti.

18.12 Smluvni strany se dohodly, Ze se tato smlouva
fidi pravnim fadem Ceské republiky, bez ohledu na
konfliktni ustanoveni jednotlivych zdkond. V piipadé, ze
bude spor piednesen soudu, jsou mistem soudni
prislusnosti vyhradné mistné ptislusné soudy v Praze.

18.13 Tato smlouva je vyhotovena v anglickém a
Ceském jazyce. V pripadé nesouladu, rozporu nebo
nejednoznacnosti mezi anglickym a ¢eskym znénim této
smlouvy, plati ustanoveni v ¢eském jazyce.

18.14 Tato smlouva je vyhotovena v péti(5)
stejnopisech, pficemz jeden (1) stejnopis obdrzi
poskytovatel, jeden (1) zkousejici, jeden (2) CRO a jeden
(1) ZADAVATEL. Kazdy z téchto stejnopisit je
povazovan za originalni dokument a predstavuje tuto
stejnou smlouvu.

NA DUKAZ CEHOZ smluvni strany této smlouvy
vyjadiily svym podpisem na vSech péti stejnopisech sviij
souhlas s uzavienim této smlouvy dle zde uvedenych
podminek.
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€)) PAREXEL International
(IRL) Limited
Acting in its own name

2.11.2016
Date
2) Institution
Name/Poskytovatel:
Fakultni nemocnice
Hradec Kralové
8.11.2016
prof. MUDr. Vladimir Pali¢ka, CSc., dr. Date
h.c.
3) Investigator/Zkousejici:
8.11.2016
Date
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?2) SPONSOR/Zadavatel
Seqirus UK Ltd.

9.11.2016

Date
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