Smlouva o klinickém hodnoceni

Clinical Trial Agreement

SMLOUVA O KLINICKEM HODNOCENI (dile jen
Smlouva“) nabyva platnosti k poslednimu datu podpisu a
ucinnosti zvefejnénim v Registru smluv v souladu se
zakonem ¢. 340/2015 Sb., o registru smluv v platném a
u¢inném znéni (dale jen ,Datum nabyti Gcinnosti) a
uzavird se mezi:

THIS CLINICAL TRIAL AGREEMENT (“Agreement”)
i1s made on the last date of signature, becomes valid on the
last date of signature and effective by disclosure in Contract
Registry in accordance with Act No. 340/2015 Coll., on the
Contracts Registry, as amended (“Effective Date”) by and
between:

PPD Global Ltd
se sidlem na adrese Granta Park, Great Abington,
Cambridge CB21 6GQ, Velka Britanie, IC: 1564604

PPD Global Ltd
with its principal place of business at Granta Park, Great
Abington, Cambridge CB21 6GQ, UK, ID: 1564604

1CO: 00023001
DIC: CZ00023001

(dale jen ,,Zdravotnické zaFizeni‘),

(dale jen ,,PPD™) (“PPD”)

a and

Institut klinické a experimentalni mediciny (IKEM) Institute of Clinical and Experimental Medicine
Videnska 1958/9, 140 21 Praha 4, Cesk4 republika (IKEM)

Videnska 1958/9, 140 21 Prague 4, Czech Republic
ID: 00023001

VAT: CZ00023001

(“Institution™),

a

and

XXX

(déle jen ,,Hlavni zkouSejici®).

XXX
(“Principal Investigator™).

Spolecnost PPD, Zdravotnické zatizeni a Hlavni zkousejici
v tomto dokumentu jednotlivé nebo spolecné jen ,,Strana“
nebo , Strany™.

PPD, Institution, and Principal Investigator shall
individually or collectively be referred hereto as the
“Party” or “Parties”.

ZAKLADNI INFORMACE:

BACKGROUND:

VZHLEDEM K TOMU, Ze na zakladé samostatné
smlouvy spole¢nost Novartis Pharma AG se sidlem na
adrese Lichtstrasse 35, CH-4056 Basel, Svycarsko (dale jen
Ladavatel™), uzaviela smlouvu se spole¢nosti PPD
Global Ltd, aby jednala jako nezavisla smluvni vyzkumna
organizace spolecné se svymi piidruzenymi subjekty a
pracovisti, zejména spole¢nosti PPD Czech Republic,
s.r.0. se sidlem na adrese Budé¢jovicka alej, Antala StaSka
2027/79, 140 00 Praha 4, Ceska republika za ucelem
koordinace a/nebo provadéni ur€itych ¢innosti nezbytnych
pro provedeni Studie jménem Zadavatele, véetné zejména
urCitych monitorovacich funkci, vyjedndni a uzavieni
smluv o klinickém hodnoceni a souvisejici dokumentace a
provadéni piislusnych plateb v rdmeci téchto smluv; a

WHEREAS, by separate agreement, Novartis Pharma
AG with its principal place of business at Lichtstrasse 35,
4056 Basel, Switzerland (“Spomnsor”) has engaged PPD
Global Ltd acting as an independent contract research
organization together with its affiliates and offices,
including but not limited to, PPD Czech Republie, s.r.o.
with its principal place of business at Bud€jovicka alej,
Antala Staska 2027/79, 140 00 Praha 4, Czech Republic to
coordinate and/or perform on behalf of Sponsor certain
activities required for the conduct of the Study, including
without limitation certain  monitoring  functions,
negotiation and execution of clinical trial agreements and
related documentation, and performance of appropriate
payments under such agreements ; and

VZHLEDEM K TOMU, zZe si spole¢nost PPD pieje vyuzit
sluzeb Zdravotnického zarizeni a Hlavniho zkouSejiciho k
provadéni klinického hodnoceni s ndzvem ,,xxx)* (dale jen
Studie”) v souladu s protokolem Zadavatele C¢.
CLTP001A12202 (dale jen ,,Protokel™) a podminkami
této Smlouvy; a

WHEREAS, PPD desires to engage the services of the
Institution and Principal Investigator for the conduct of a
clinical research study entitled “xxx” (“Study”) in
accordance with Sponsor’s protocol no. CLTP001A12202
(“Protocol”) and the terms of this Agreement; and

VZHLEDEM K TOMU, Ze Zdravotnické zarizeni a Hlavni
zkousejici si preji provadét Studii ve Zdravotnickém
zarizeni.

WHEREAS, Institution and Principal Investigator desire to
participate in the conduct of the Study at the Institution.

PROTO SE NYNI Strany po uvaZeni uvedenych
vzajemnych pfislibl a zavazkl, jejichz pfijeti a

NOW, THEREFORE, in consideration of the mutual
promises and covenants contained herein, the receipt and
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dostate¢nost se timto uznava, dohodly na uzavieni
Smlouvy v tomto znéni:

sufficiency of which are hereby acknowledged, the Parties
hereby covenant and agree to be bound as follows:

1. Provadéni Studie

1. Performance of the Study

1.1 Sluzby. Zdravotnické zafizeni a Hlavni
zkousejici budou poskytovat ur¢ité sluzby v rameci
provadéni Studie podle Protokolu, ktery je soucasti této
Smlouvy a je do ni zahrnut formou odkazu (dale jen
Sluzby*).

1.1 Services. Institution and Principal Investigator
shall provide those certain services related to the conduct
of the Study and set forth in the Protocol, which Protocol is
made a part of this Agreement and incorporated by
reference herein (“Services”).

1.2 Platné pravni piedpisy. Sluzby budou
poskytovany v souladu s podminkami této Smlouvy,
Protokolem, Pokyny pro spravnou klinickou praxi
(,,GCP*) Mezindrodni rady pro harmonizaci technickych
pozadavk( na registrace humdannich lé¢ivych piipravki
(,.,JCH®) (dale jen ,,JCH-GCP*), protikorupénimi zakony
(definovanymi v Ptiloze B), pravnimi pfedpisy pro ochranu
osobnich udaja (definovanymi v Pfiloze C), s ostatnimi
obecné uznavanymi platnymi pokyny ICH, jakoz i se vSemi
platnymi  zakony, pradvnimi predpisy, pravidly a
smérnicemi,  vyhldSkami,  provadécimi  pfedpisy,
rozhodnutimi, pokyny, etickymi smérnicemi nebo jinymi
pozadavky regulacnich organti, které se tykaji provadéni
klinickych studii na lidech a bezpec¢nosti lidskych subjektli
v platném znéni (dale jen  Predpisy™).

1.2 Applicable Law. The Services shall be
provided in accordance with the terms of this Agreement,
the Protocol, the Guideline for Good Clinical Practice
(“GCP”) of the International Council for Harmonization of
Technical Requirements for the Registration of
Pharmaceuticals for Human Use (“ICH”) (referred to as
“ICH-GCP”), Anti-Corruption Laws (defined in Exhibit
B), Data Protection and Privacy Laws (defined in Exhibit
(), with other generally accepted applicable guidelines of
the ICH, as well as all applicable statutes, laws, rules and
regulations, ordinances, codes of practice, decisions,
guidance, ethical guidelines or other requirements of
regulatory authorities relating to the conduct of human
clinical studies and the safety of human subjects, as the
same may be amended from time to time (“Regulations™).

Kromé¢ vyse uvedeného se na poskytovani sluzeb vztahu;ji
zakony, pravni pozadavky a pfedpisy zemé, kde budou
Sluzby poskytovany (dale jen , Vnitrostatni pravni
predpisy”). V pfipad€ rozporu ¢i kolize nékterého z téchto
Predpisi s kterymkoli z Vnitrostatnich pravnich ptedpist,
jsou rozhodujici Vnitrostatni pravni piedpisy.

In addition to the foregoing, the laws, legal requirements
and regulations of the country where the Services will be
provided (“Country Laws™) shall be applicable to the
provision of the Services. Should any of the Regulations
conflict with or contradict any Country Laws, Country
Laws shall govern.

Predpisy a Vnitrostatni pravni piedpisy spolecn¢ dale jen
,.Platné privni predpisy”.

Regulations and Country Laws collectively being referred
to as “Applicable Law”.

1.3 Regula¢ni uiad. Studie bude zahijena ve
Zdravotnickém zatizeni po obdrzeni ptisluSné¢ho povoleni
piislusného statniho ufadu odpovédného za regulaci
provadéni Studie nebo jejich aspektii (dale jen ,,Regulacni
uirad™).

1.3 Regulatory Agency. The Study shall be
initiated at Institution upon receipt of the applicable
authorization of the competent governmental authority,
responsible for regulating the conduct of the Study or any
aspects thereof (“Regulatory Agency”).

1.4 Kontrola a dodrZovani Protokolu. Pied
zahgjenim poskytovani sluzeb provede Zdravotnické
zafizeni a Hlavni zkouSejici kontrolu Protokolu, pfi¢emz
informuji spole¢nost PPD, pokud nejsou schopni splnit
nékterou z podminek, které jsou v ném obsazeny. Bez
souhlasu Zadavatele a predchoziho pfezkoumani a
zdokumentovaného schvéleni ze strany IRB/EK nesmi byt
provedeny zadné zmény nebo odchylky od Protokolu,
pokud neni odchylka nutnd k odstranéni bezprostiedniho
nebezpec¢i hroziciho Studijnim subjektim (definovanym
nize). V takovém piipad¢ Strana, kterd si je védoma
nutnosti odchylky, neprodlené oznami spole¢nosti PPD a
Zadavateli skute¢nosti, které tuto odchylku odivodiuji,
jakmile se o nich zminénd Strana dozvi. Toto oznameni
bude nasledné pisemné potvrzeno. V ptipadé jakychkoli
nesrovnalosti nebo rozporl mezi podminkami obsaZzenymi
v _Protokolu a v této Smlouvé maji piednost podminky

1.4 Protocol Review and Compliance. Prior to
the commencement of Services, Institution and Principal
Investigator shall review the Protocol and notify PPD if
it/she/he cannot comply with any of the terms contained
therein. No changes or deviations to the Protocol should be
implemented without agreement by the Sponsor and prior
review and documented approval from the IRB/EC, unless
the deviation is required to eliminate an immediate hazard
to Study Subjects (defined below). In such case, the Party
aware of the need for a deviation shall immediately notify
PPD and Sponsor of the facts supporting such deviation as
soon as the facts are known to said Party. Said notification
shall be followed by written confirmation of same. If there
1s any discrepancy or conflict between the terms contained
in the Protocol and this Agreement, the terms of the
Protocol shall govern and control with respect to scientific
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Protokolu, které budou rozhodujici ve vztahu k védeckym
zalezitostem a souhlasu ucastnika, pficemz podminky
Smlouvy budou mit pfednost a budou rozhodujici ve
vztahu ke v§em ostatnim zaleZitostem.

and subject consent matters, and this Agreement shall
govern and control with respect to all other matters.

1.5 Informovany souhlas. Hlavni zkouSejici si
zajisti od Studijnich subjektli informovany souhlas s ucasti
ve Studii. Formuldf informovaného souhlasu musi byt
nejnovejsi verzi formulafe, jeZ byla schvalena Regula¢nim
ufadem, Zadavatelem a spole¢nosti PPD, pfi¢emz znéni
formuldfe musi umoziiovat Regulatnimu ufadu, EK,
Zadavateli a spole¢nostt PPD plny piistup k osobnim
identifika¢nim udajim, jakoz 1 jejich pouzivani, a to véetné
udajii o zdravotnim stavu Studijniho subjektu, jak jsou
definovany Platnymi pravnimi pfedpisy, a v souladu s
mezinarodné uznavanymi standardy a zasadami ochrany
osobnich udaja.

1.5 Informed Consent Form. Principal
Investigator shall obtain an informed consent form from
Study Subjects to participate in the Study. The form of such
informed consent must be the most current form approved
by Regulatory Agency, Sponsor and PPD, and must contain
language necessary to permit the Regulatory Agency, the
EC, Sponsor and PPD to have full access to and use of
personally identifiable information, including Study
Subject health information, as defined in Applicable Law,
and according to internationally recognized standards and
data protection principles.

1.6 Studijni subjekty, Studijni tym a Misto
provadéni Studie. Studie bude probihat pod dohledem a
vedenim Hlavniho zkousejiciho ve Zdravotnickém zafizeni
a vyhradné se subjekty, u kterych prob¢hlo fadné zatazeni
a které se ucastni Studie (dale jen , Studijni subjekty™).
Hlavni zkousejici bude pro provadéni Studie vyuzivat
prostory, zaméstnance a zdroje Zdravotnického zafizeni.
Zdravotnické zafizeni a Hlavni zkouSejici maji povinnost
na své vlastni naklady a vydaje zajistit odpovidajici
personal (véetné viech spoluzkousejicich, zaméstnanci,
pracovnikil nebo personalu, ktefi se na Studii podileji, a
vSech subdodavatelt schvalenych Zadavatelem) (dale jen
SStudijni tym™), vybaveni a dal$i zdroje potiebné k
provadéni Sluzeb. Hlavni zkouSejici a/nebo kterykoli ¢len
Studijntho tymu nesmi za Zadnych okolnosti bez
predchoziho pisemného souhlasu spole¢nosti PPD a/nebo
Zadavatele provadét jakoukoli ¢ast Studie na jiném misté
nez ve Zdravotnickém zafizeni.

1.6 Study Subjects, Study Team and Study
Location. The Study will take place under the supervision
and direction of Principal Investigator, at Institution, and
solely with the subjects that are properly enrolled and
participating in the Study (“Study Subjects™). Principal
Investigator will use the facilities, employees and resources
of Institution to conduct the Study. Institution and Principal
Investigator shall, at its/his/her sole cost and expense,
provide adequate personnel (including any sub-
investigators, employees, staff or personnel who participate
in the Study, and any sub-contractors approved by Sponsor)
(“Study Team™), equipment and other resources necessary
to perform the Services. In no event shall Principal
Investigator and/or any member of the Study Team be
permitted to conduct any portion of the Study at any
location other than Institution’s facilities without PPD’s
and/or Sponsor’s prior written approval.

1.7 Vybaveni. V pfipad¢, Ze je pro ucely pouziti ve
Studii  Zdravotnickému  zafizeni a/nebo Hlavnimu
zkousejicimu poskytnuto vybaveni (dale jen ,,Vybaveni®),
jsou podminky uzZivani, vlastnictvi a naklddani s nim
stanoveny v samostatné smlouvé o vyptjcce vybaveni (dale
jen ,.Smlouva o vypuijéce vybaveni®).

1.7 Equipment. In the event that equipment is
provided to Institution and/or Principal Investigator for use
on the Study (“Equipment”), the use, ownership and
disposition terms are set out in separate Equipment Loan
Agreement (“Equipment Loan Agreement”).

1.8 Uchovavani ziznami béhem Studie.
Zdravotnické zafizeni a Hlavni zkouSejici se zavazuji, Ze
budou uchovavat odpovidajici zaznamy tykajici se
klinického hodnoceni, zejména materidly a udaje piimo
souvisejici s Protokolem a/nebo ptislusnym Hodnocenym
ptipravkem ¢i zdravotnickym prostfedkem, identifikaci
uéastnika, klinickymi  pozorovanimi, laboratornimi
vySetfenimi ziskanymi nebo vytvofenymi v pribchu
poskytovani Sluzeb podle této Smlouvy (spoleéné dale jen
»Zaznamy*) béhem Doby G¢innosti (definované nize) této
Smlouvy ve vhodnych skladovacich prostorach,
spliiyjicich pokyny ICH-GCP.

1.8 Record Retention During Study. Institution
and Principal Investigator agree to maintain adequate
records with respect to the Study, including without
limitation, materials and data directly relating to the
Protocol and/or applicable Study Drug or medical device,
subject identification, clinical observations, laboratory
tests obtained or generated in the course of providing the
Services under this Agreement (collectively “Records™)
during the Term (defined below) of this Agreement in a
suitable storage facility that meets [CH-GCP guidelines.
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1.9 Uchovivani Ziznamii po ziniku nebo
ukonceni Smlouvy. Veskeré Zaznamy budou uchovavany
Zdravotnickym zafizenim a Hlavnim zkousSejicim, dokud
nenastane pozdé¢j$i z nasledujicich uddlosti: (1) uplynuti
doby uchovavani uloZené Platnymi pravnimi ptedpisy; (i1)
uplynuti doby vyzadované Protokolem po dokonc¢eni nebo
pied¢asném ukonceni Studie; nebo (ii1) delsi doby, pokud
to vyzaduji zdsady Zdravotnického zatizeni. Zdravotnické
zafizeni ani Hlavni zkouSejici nesmi za zadnych okolnosti
znicit nebo zlikvidovat zadné Zaznamy bez predchoziho
pisemného souhlasu Zadavatele.

1.9 Record Retention after Expiration or
Termination. All Records shall be retained by Institution
and Principal Investigator until the later of: (1) the retention
period required by Applicable Law; (i1) the period required
by the Protocol upon conclusion or early termination of the
Study; or (iii) longer if required by Institution policy. In no
event shall the Institution or the Principal Investigator
destroy or dispose of any Records without the prior written
consent of Sponsor.

1.10 HlaSeni neZzadoucich p¥ihod. Zdravotnické
zafizeni a Hlavni zkouSejici souhlasi, ze budou hlasit
nezadouci ptihody a zdvazné nezadouci prihody, jak jsou
tyto pojmy definovany Protokolem, a to v souladu s
Protokolem a pokyny v dokumentaci Studie. Zadavatel ma
povinnost informovat IRB/EK o vSech zavaznych
nezadoucich pfihodéch, které se vyskytnou béhem Studie,
v souladu s Platnymi pravnimi piedpisy.

1.10 Adverse Event Reporting. The Institution
and Principal Investigator agree to report adverse events
and serious adverse events, as such terms are defined in the
Protocol, in accordance with the Protocol and instructions
in the Study file. It 1s Sponsor’s responsibility to inform the
IRB/EC of any serious adverse events occurring during the
Study, in accordance with Applicable Law.

1.11 Biologické vzorky. Zdravotnické zatizeni a
Hlavni zkouSejici budou odebirat veskeré biologické
vzorky v souladu s Protokolem, informovanym souhlasem
a Platnymi pravnimi piedpisy.

1.11 Biological Samples. Institution and Principal
Investigator shall collect any biological samples in
accordance with the Protocol, informed consent form, and
Applicable Law.

1.12 Hodnoceny pripravek. Zadavatel bezplatné
dodd  Zdravotnickému  zafizeni nebo  Hlavnimu
zkousejicimu hodnoceny 1é¢ivy pfipravek, jak je podrobné
popsano v Protokolu, 1 dalsi pfipravky / kontrolni materialy
(napt. placebo, srovnavaci ptipravek, soubézné uZivany
ptipravek) potfebné pro provedeni Studie (spole¢né dale
jen , Hodnoceny pripravek™).

1.12 Study Drug. Sponsor shall provide the
mvestigational medicinal product as detailed in the
Protocol, and other products/control materials (e.g.
placebo, comparator drug, concomitant drug) required for
the conduct of the Study (collectively “Study Drug”) at no
cost to Institution or Principal Investigator.

2. Doba udinnosti, zafazovani a ukoneni Smlouvy

2. Term, Enrollment, and Termination

2.1 Doba ufinnosti. Tato Smlouva nabyva
uéinnosti Datem nabyti u€innosti a trva az do splnéni cilt
Studie (déle jen ,.Doba u€innosti), pokud nebude na
zaklad€ tohoto ¢lanku ukoncena dfive.

2.1 Term. The term of this Agreement shall begin
on the Effective Date and shall continue until the objectives
of the Study are accomplished (“Term™), unless sooner
terminated pursuant to this Section.

2.2 Nabor Studijnich subjektii. Zahdjeni naboru
Studijnich subjektti do ¢asti B je planovano piiblizné na
xxx, dokonceni celé Studie je planovano priblizné na xxx.
Zatazovani do Studie probihd kompetitivné. Jakakoli
zména vyse uvedenc¢ho harmonogramu nevyZzaduje zménu
této Smlouvy a miiZe byt pisemné sdélena Zdravotnickému
zatizeni a Hlavnimu zkousejicimu (postac¢i e-mailem). Bez
ohledu na vy$e uvedené nesmi byt nabor Studijnich
subjektd ve Zdravotnickém zafizeni zahajen, dokud
nedojde k pozadovanému schvaleni ze strany Regulacniho
ufadu. Za Zadnych okolnosti nesmi byt nabor Studijnich
subjektt zahijen dfive, nez spolecnost PPD/Zadavatel
predlozi Zdravotnickému zafizeni pisemné potvrzeni
(postaci e-mailem).

2.2 Study Subject Recruitment. Study Subject
recruitment Part B is scheduled to start approximately in
xxx the entire Study is scheduled to be completed by
approximately xxx. Enrollment in the Study is performed
on competitive basis. Any alteration of above-mentioned
timelines shall not necessitate an amendment to this
Agreement and may be communicated to Institution and
Principal Investigator in writing (email shall suffice).
Notwithstanding the foregoing, Study Subject recruitment
at Institution shall not start until Regulatory Agency
approval, as required, is received. In any case, Study
Subject recruitment shall not commence until PPD/Sponsor
provides written confirmation (email shall suffice) to
Institution.

2.3 Ukonéeni Smlouvy spole¢nosti PPD na
zakladé vypovédi. Spole¢nost PPD muze dle svého
vyhradniho uvazeni ukoncit tuto Smlouvu s uvedenim ¢i
bez uvedeni divodu, a to na zakladé pisemné vypovédi

2.3 Termination by PPD upon Notice. PPD may,
in its sole discretion, terminate this Agreement with or
without cause, upon thirty (30) days’ prior written notice to
Institution and Principal Investigator.
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ptedané¢  Zdravotnickému  zafizeni a  Hlavnimu
zkousejicimu s tiicetidenni (30) vypovédni Ihitou.

2.4 QOkamzité ukonceni Smlouvy ze strany
spole¢nosti PPD. Spolecnost PPD mize dle svého
vyhradniho uvazeni tuto Smlouvu vypovédét s okamzitou
platnosti na zakladé pisemné vypovédi, a to z kteréhokoli z
nasledujicich davodd:

2.4 Immediate Termination by PPD. PPD may,
in its sole discretion, terminate this Agreement effective
immediately upon written notice for any of the following
reasons:

a. zruSeni povoleni a schvaleni provadéni
Studie ze strany Regulaéniho ufadu;

a. authorization and approval to conduct
the Study is withdrawn by the Regulatory Agency;

b. Udaje ze studie (definované niZe) a
vysledky testi podporuji ukonceni Studie z jakéhokoli
divodu, vetné bezpecnosti a blaha Studijnich subjekt(;

b. Study Data (defined below) and test
results support termination of the Study for any reason,
including the safety and welfare of Study Subjects;

¢. Hlavnimu zkousejicimu se nepodatilo
ziskat nebo zafadit dostate¢ny pocet Studijnich subjektt
pro ucast ve Studii, takze je pravdépodobné, Ze nebudou
splnény statistické pozadavky platné pro Studii, nebo

c. Principal Investigator has failed to
recruit or enroll a sufficient number of Study Subjects for
participation in the Study to make it likely that the
statistical requirements applicable to the Study will not be
met; or

d. smlouva o poskytovani sluzeb mezi
spole¢nosti PPD a Zadavatelem tykajici se provadéni
Studie je ukonéena.

d. the services agreement between PPD
and Sponsor for the conduct of the Study is terminated.

2.5 Ukonéeni ze strany Zdravotnického
zatizeni. Zdravotnické zatizeni / Hlavni zkousSejici mohou
tuto Smlouvu ukoncit také pisemnou vypovédi zaslanou
spole¢nosti PPD tficet (30) dni pfedem v ptipad¢, Zze maji
divodné obavy tykajici se bezpe¢nosti a/nebo U€innosti.

2.5 Termination by Institution. The Institution /
Principal Investigator may also terminate this Agreement
upon thirty (30) days prior written notice to PPD for
reasonable safety and/or efficacy concerns.

2.6 Ukonéeni Smlouvy z diivodu podstatného
poruSeni podminek. Tato Smlouva mize byt ukoncena se
Sedesatidenni (60denni) vypovédni lhutou kteroukoli ze
Stran na zakladé pfedchozi pisemné vypovédi odkazujici
na podstatné poruseni jejich podminek a doru¢ené ostatnim
Stranam, pokud Strana, ktera se poruSeni podminek
dopustila, nezjedna napravu tohoto poruSeni v uvedené
60denni [hiité.

2.6 Termination for Material Breach. This
Agreement may be terminated by any Party upon sixty (60)
days’ prior written notice to the other Parties outlining a
material breach, if said breach is not cured within said 60-
day period by the breaching Party.

2.7 Ukondeni Smlouvy z divodu nedostupnosti
Hlavniho zkouSejiciho. Tato Smlouva maze byt ukoncena
kteroukoli ze Stran na zakladé piedchozi pisemné vypovedi
s tficetidenni (30denni) vypovédni lhitou, pokud Hlavni
zkousejici nebude schopen nebo ochoten pokracovat ve
Studii a nebude nalezen jeho nastupce, ktery by byl
piijatelny jak pro Zdravotnické zafizeni, tak pro
Zadavatele. V ptipadé, Ze Hlavni zkouSejici nebude
schopen nebo ochoten pokraCovat ve Studii, Zdravotnické
zatizeni a/nebo Hlavni zkousejici vynaloZi pfimétené usili
k nalezeni nastupce Hlavniho zkousSejiciho, ktery bude pro
Zadavatele prijatelny.

2.7 Termination for Unavailability of Principal
Investigator. This Agreement may be terminated by any
Party upon thirty (30) days’ prior written notice if Principal
Investigator becomes unable or unwilling to continue the
Study and a successor acceptable to both Institution and
Sponsor is not found. In the event Principal Investigator
becomes unable or unwilling to continue the Study,
Institution and/or Principal Investigator shall wuse
reasonable efforts to find a successor principal investigator
acceptable to Sponsor.

2.8 Ukonceni Smlouvy z divodu tupadku.
Kterakoli Strana mize tuto Smlouvu ukoncit s okamzitou
platnosti na zaklad¢é pisemné vypovédi piedané ostatnim
Strandm, (i) pokud bude proti kterékoli Strané¢ nebo
Zadavateli zahdjeno fizeni o reorganizaci nebo jiné sanaci
podle jakéhokoli zakona o upadku a takové fizeni nebude
do Sedesati (60) dnii zruSeno, nebo (ii) pokud jakakoli
podstatna ¢ast majetku kterékoli Strany nebo majetku

2.8 Termination for Bankruptey. Any Party may
terminate this Agreement immediately upon written notice
to the other Parties (1) if proceedings are instituted against
any Party or Sponsor for reorganization or other relief
under any bankruptcy law and such proceedings are not
dismissed within sixty (60) days, or (ii) if any substantial
part of any Party’s assets or Sponsor’s assets come under
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Zadavatele piejde do pravomoci nuceného spravce nebo
spravce  konkurzni podstaty v ramci jakéhokoli
insolvencniho fizeni povoleného zakonem.

the jurisdiction of a receiver or trustee in any insolvency
proceeding authorized by law.

2.9 Ukonéeni naboru po ukonéeni Smlouvy. Po
obdrzeni oznameni o ukonéeni Studie Zdravotnické
zafizeni a Hlavni zkousSejici (1) ithned ukonéi zafazovani
Studijnich subjektdi, (i1) prestanou provadét postupy a
ukony v rozsahu, ktery je z Iékarského hlediska pfipustny a
v zajmu ochrany blaha Studijnich subjektu, a (i) v
maximalni mozZné mife se okamzité zdrzi dalSich nakladd a
vydaji.

2.9 Recruitment Cessation after Termination.
Upon receipt of a notice of termination, Institution and
Principal Investigator shall (i) immediately cease enrolling
Study Subjects, (i1) cease conducting procedures, to the
extent medically permissible and to protect the welfare of,
Study Subjects and (ii1) immediately refrain from incurring
additional costs and expenses to the extent possible.

2.10 Platby po ukonéeni Smlouvy. V piipadé¢
ukonéeni Smlouvy je ¢astka splatna podle této Smlouvy
omezena na pomérné uhrady na zdklad¢ skutecné
poskytnutych Sluzeb podle Protokolu, jak je stanoveno v
souladu s ¢lankem 3 (Platby) niZe a v souladu s rozpoctem
a rozpisem plateb, které jsou pfilozeny k tomuto
dokumentu a jsou do n¢j zaclenény formou odkazu jako
Priloha A (dale jen ,,Rozpocet a rozpis plateb™). Veskeré
¢astky, které Zdravotnickému zafizeni a/nebo Hlavnimu
zkousejicimu podle této Smlouvy nenalezi, ale které jiz
byly zaplaceny, musi byt spole¢nosti PPD vraceny bez
vyzvy do tficeti (30) dni od navstévy spole¢nosti PPD pii
ukondeni ¢innosti centra.

2.10 Payment after Termination. In the event of
termination, the sum payable under this Agreement shall be
limited to prorated fees based on actual Services performed
pursuant to the Protocol as determined in accordance with
Section 3 (Payments) below and the budget and payment
schedule attached hereto and incorporated by reference
herein as Exhibit A (“Budget and Payment Schedule”).
Any amounts not due to the Institution and/or Principal
Investigator pursuant to this Agreement, but already paid,
shall be returned to PPD without demand within thirty (30)
days of the site close-out visit by PPD.

2.11 Vraceni materidlu. Po dokonceni Studie
nebo jejim piedcasném ukonceni Zdravotnické zatizeni
a/nebo Hlavni zkousejici (i) vypracuje a pteda Zadavateli
zaveérecnou zpravu obsahujici veskeré relevantni informace
pro Studii popsané v Protokolu, véetnd viech Udaji ze
studie a vysledkd Studie, (ii) vrati vSechny Informace
spole¢nosti PPD a Zadavatele, jak jsou definovéany v tomto
dokumentu, jejich piislusnému vlastnikovi; a (iii1) na Zadost
Zadavatele a na jeho pfiméfené ndklady vrati nebo znici
veskery nepouzity Hodnoceny pripravek, slouceniny,
zdravotnické prostiedky, Vybaveni a souvisejici materidly
ze Studie (kromé Zaznami) poskytnuté Zdravotnickému
zatizeni a/nebo Hlavnimu zkouSejicimu Zadavatelem nebo
spole¢nosti PPD ¢i jejich jménem.

2.11 Return of Materials. Upon completion of the
Study or earlier termination thereof, Institution and/or
Principal Investigator shall (i) prepare and forward a final
report containing all relevant information for the Study as
described in the Protocol, including all Study Data and
results to Sponsor, (ii) return all PPD and Sponsor
Information, as defined herein, to its respective owner; and
(111) at Sponsor’s request and at Sponsor’s reasonable cost,
return or destroy all unused Study Drug, compounds,
devices, Equipment, and related Study materials (other than
Records) furnished to Institution and/or Principal
Investigator by or on behalf of Sponsor or PPD.

2.12 Pozastaveni Studie a zména Smlouvy. Bez
ohledu na cokoli, co je v této Smlouvé uvedeno jinak,
pokud b&éhem Doby ucinnosti této Smlouvy a pied
uplatnénim jakychkoli prav Stran na ukon¢eni Smlouvy (1)
se spolecnost PPD nebo Zadavatel dozvi informace, které
zpochybiiuji bezpecnost nebo ucinnost Hodnoceného
ptipravku nebo souvisejiciho ptipravku, (i1) IRB/EK nebo
Regulaéni urad odvola schvaleni, nebo (ii1) Hodnoceny
piipravek bude schvélen Regulaénim urfadem, Strany v
dobré vife vyjednaji zménu této Smlouvy za ucelem sniZeni
poctu Studijnich subjektl, které maji byt predmétem
Studie, a/nebo pozméni jakékoli jiné relevantni ustanoveni
této Smlouvy.

2.12 Suspension of the Study and Modification
of Agreement. Notwithstanding anything herein to the
contrary, if during the Term of this Agreement, and prior to
exercising any termination rights by the Parties, (1)
information that becomes available to PPD or Sponsor
which places the safety or efficacy of the Study Drug or
related product in doubt; (1) the IRB/EC or Regulatory
Agency withdraws approval; or (ui1) the Study Drug is
approved by the Regulatory Agency, the Parties shall
negotiate, in good faith, a modification of this Agreement
to reduce the number of Study Subjects to be studied,
and/or modify any other relevant provision of this
Agreement.

3. Platby

3. Payments
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3.1 Finan¢ni podpora. Zadavatel prostiednictvim
spole¢nosti PPD zaplati za Sluzby v souladu s Ptilohou A,
avsak za ptedpokladu, ze Sluzby byly fadné poskytovany v
souladu s Protokolem a touto Smlouvou. Uhrady plateb
zavisi na tom, zda budou zpravy a dalsi informace podle
¢lanku 2,10 predlozeny spoleCnosti PPD  vias a
uspokojivym  zplisobem. Zdravotnickému zafizeni a
Hlavnimu zkousejicimu nebudou uhrazeny platby za
Studijni subjekty, které byly =zafazeny bez 1adné
vyplnéného formulafe informovaného souhlasu v souladu s
¢lankem 1.5 a u nichz nebyla splnéna kritéria pro
zafazeni/vylouceni. Pfijemce (pfijemci) plateb podle
Ptilohy A odpovida (odpovidaji) za platby vSem ostatnim
pravnickym a fyzickym a osobam, které se podilely na
provadéni Studie. Veskeré platebni zavazky Zadavatele
a/nebo spole¢nosti PPD zanikaji okamzikem thrady Castek
splatnych a dluznych Zadavatelem pfijemci (pi{jemctim)
plateb.

3.1 Financial Support. Sponsor, through PPD,
shall pay for Services in accordance with Exhibit A;
provided, however, that Services have been properly
performed in accordance with the Protocol and this
Agreement. Payments are dependent upon the reports and
other information pursuant to Section 2.10 being submitted
to PPD in a timely and satisfactory manner. Institution and
Principal Investigator will not be paid for any Study
Subjects who were enrolled without a properly executed
iformed consent form in accordance with Section 1.5 and
who do not meet the inclusion/exclusion criteria. The
payee(s) as designated in Exhibit A shall be responsible for
paying all other entities and individuals who were involved
in the conduct of the Study. Sponsor and/or PPD shall have
no further payment obligations once amounts due and
owing by Sponsor are paid to payee(s).

3.2 Poskytnuté sluzby. Zdravotnickému zafizeni a
Hlavnimu zkousejicimu nebudou uhrazeny platby za
poskytnuté Sluzby, které jsou povazovany za poruSeni
nebo odchylky od Protokolu nebo této Smlouvy, s
vyjimkou odchylek z diivodu bezprostiedniho ohrozeni
Studijnich subjektl, za pfedpokladu, Ze Zdravotnické
zafizeni a/nebo Hlavni zkou$ejici jednali v souladu s
¢lankem 1.4,

3.2 Services Performed. Institution and Principal
Investigator will not be paid for any Services performed
that are deemed violations of or deviations from the
Protocol or this Agreement, except for deviations due to
immediate hazard to Study Subjects, provided that
Institution and/or Principal Investigator have complied
with Section 1.4.

3.3 Redlna trzni hodnota. Strany berou na védomi
a souhlasi s tim, Ze c¢astky splatné Zadavatelem
prostiednictvim spole¢nosti PPD podle této Smlouvy (1)
piedstavuji redlnou trzni hodnotu za Sluzby poskytnuté
Zdravotnickym  zafizenim, Hlavnim zkouSejicim a
Studijnim tymem; (ii) byly sjednany v ramci transakce za
obvyklych trznich podminek a (iii) nebyly stanoveny
zpisobem, ktery by zohlediioval objem nebo hodnotu
jakychkoli doporuc¢eni nebo jinych obchodi jinak
sjednanych mezi Zadavatelem, Zdravotnickym zafizenim,
Hlavnim zkouSejicim a Studijnim tymem. Hlavni
zkousejici bere na védomi a souhlasi s tim, Ze jeho Gsudek
ohledné jim poskytovanych rad a péce o kazdy Studijni
subjekt neni a nesmi byt ovlivnén finan¢ni podporou
vyplacenou podle této Smlouvy. Zadné &astky vyplacené
podle této Smlouvy nejsou uréeny ani nesmi byt vykladany
Jjako nabidka nebo platba provedena vyménou za jakykoli
vyslovny nebo piedpokladany souhlas s ndkupem,
piedepsanim, doporu¢enim nebo zajisténim vyhodného
postaveni jakéhokoli produktu nebo sluzby Zadavatele.
Zdravotnické zatizeni a Hlavni zkousejici budou provadét
Studii v plném souladu se vSemi platnymi zakony,
pravidly, prfedpisy a pokyny pro uctovéani, uhradu a
propléceni zdravotni péce.

3.3 Fair Market Value. The Parties acknowledge
and agree that the amounts payable by Sponsor, through
PPD, under this Agreement (i) represent the fair-market
value for Services provided by Institution, Principal
Investigator and Study Team; (ii) have been negotiated in
an arm’s-length transaction; and (ii1)) have not been
determined in a manner that takes into account the volume
or value of any referrals or other business otherwise
generated between Sponsor, Institution, Principal
Investigator, and Study Team. Principal Investigator
acknowledges and agrees that their judgment with respect
to their advice to and care of each Study Subject is not
affected by the financial support payable hereunder. No
amounts paid under this Agreement are intended to be for,
nor shall they be construed as, an offer or payment made in
exchange for any explicit or implicit agreement to
purchase, prescribe, recommend, or provide a favorable
status for any Sponsor product or service. Institution and
Principal Investigator will conduct the Study in full
compliance with all applicable healthcare billing, coverage
and reimbursement laws, rules, regulations, and guidance.

3.4 Pozadavky tykajici se sestavovani zprav.
Zdravotnické zafizeni a Hlavni zkouSejici berou na
védomi, Ze Zadavatel mize byt v souladu s Platnymi

3.4 Reporting Requirements. Institution and
Principal Investigator acknowledge that Sponsor may be
required, pursuant to Applicable Law to disclose to relevant
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pravnimi piedpisy povinen zvetejnit piislusnym vladnim
organtim platby, které vyplatil prostfednictvim spolecnosti
PPD na zaklad¢ této Smlouvy Zdravotnickému zafizeni,
Hlavnimu zkousejicimu a jakémukoli jinému poskytovateli
lékatskych nebo zdravotnickych sluZeb nebo jakékoli jiné
osob& ¢i organizaci, kterd schvaluje, doporucuje,
poskytuje, uctuje nebo je placena za zdravotni péci v rdmci
b&zné obchodni ¢innosti, mimo jiné véetné zkousejicich,
spoluzkousejicich, zdravotnickych pracovnikli stfedni
urovné (napf. zdravotnich sester), 1¢karnikli, vyzkumnych
pracovniki, persondlu nemocnice a zastupct skupinovych
nakupnich  organizaci (dale jen , Zdravotni¢ti
pracovnici®) a rovnéz sdélit ucel a povahu téchto plateb
uhrazenych uvedenym Zdravotnickym pracovnikim.

governmental authorities the payments made by Sponsor,
through PPD, pursuant to this Agreement, to Institution,
Principal Investigator and any other provider of medical or
health services or any other person or organization that
approves, recommends, furnishes, bills or is paid for
healthcare in the normal course of business, including but
not limited to, investigators, sub-investigators, mid-level
practitioners (e.g. nurses), pharmacists, researchers,
hospital personnel, and representatives of group purchasing
organizations (“Healthcare Professionals”), as well as to
disclose the purpose and nature of such payments to said
Healthcare Professionals.

3.5 Platby Zdravotnickému zaFizeni. Pfiblizna
¢astka splatna Zdravotnickému zafizeni za provadéni
Studie €ini pfiblizné 498.000,- K& / studijni subjekt a
150.000,- K¢ za dalii platby Zdravotnickému za¥izeni.

3.5 Payment to Institution. The approximate
amount payable to the Institution for the conduct of the
Study is approximately CZK 498,000.00/ Study subject
and 150,000.00 per the other payment to the Institution.

Zdravotnické zatizeni se zavazuje z obdrZzenych prostiredkt
vyplatit thradu Hlavnimu zkouSejicimu a/nebo Studijnimu
tymu podle Prilohy A v souladu s vnitinimi predpisy
Zdravotnického zafizeni. Spoleénost PPD zarucCuje, Ze
Zadavatel ani spole¢nost PPD neuzaviou v souvislostl s
provadénim této Studie Z&ddnou samostatnou smlouvu s
Hlavnim zkou3ejicim nebo zaméstnancem Zdravotnického
zafizeni.

The Institution agrees to reimburse the Principal
Investigator and/or the Study Team out of the received
funds as per Exhibit A, according to the internal
regulations of the Institution. PPD warrants that neither the
Sponsor, nor PPD will enter into any separate agreement
with the Principal Investigator or any employee of the
Institution in connection with the conduct of this Study.

4. ProhldSeni a ziruky

4. Representations and Warranties

4.1 Zdravotnické zafizeni a Hlavni zkouSejici
prohladuji a zarucuji, Ze oni sami:

4.1 Institution and Principal Investigator each
represent and warrant, as applicable, that it/he/she:

a. a Studyni tym maji zkuSenosti,
schopnosti, odpovidajici populaci pacient, vybaveni a
zdroje k provedeni Studie profesiondlnim a kompetentnim
zplisobem a jsou plné¢ obezndmeni s Platnymi pravnimi

piedpisy;

a. and Study Team have the experience,
capabilities, adequate patient population, equipment and
resources to conduct the Study in a professional and
competent manner, and are fully aware of Applicable Law;

b. a Studijni tym se neucastni a nebudou se
po celou Dobu ucinnosti této Smlouvy tcastnit zadné jiné
studie, ktera by jim svou povahou nebo podminkami
branila v plnéni jakychkoli zavazkl vyplyvajicich z této
Smlouvy;

b. and Study Team do not and will not, at
any time during the term of this Agreement, participate in
any other study which, by its nature or its terms, will
prevent it’/him/her from fulfilling any of the obligations
hereunder;

¢. a Studijni tym budou provadét Studii v
souladu s Protokolem, touto Smlouvou, pisemnymi pokyny
Zadavatele a/nebo spolecnosti PPD a Platnymi pravnimi
piedpisy, vcéetné téch, které¢ se tykaji dodrzovani
protikorupénich pravidel (jak jsou uvedena v Priloze B), a
zasad tykajicich se ochrany osobnich udajd (jak jsou
uvedeny v Piiloze C);

¢. and Study Team will conduct the Study
in accordance with the Protocol, this Agreement, written
instructions of Sponsor and/or PPD, and Applicable Law
including those related to anti-corruption compliance (as
set forth in Exhibit B), and data privacy (as set forth in
Exhibit C);,

d. budou (i) jednat v souladu s pravné
zavaznymi pokyny a/nebo smlouvou (smlouvami) a
veSkerymi Platnymi pradvnimi pfedpisy a budou je
dodrZovat, pti¢emz budou vyzadovat, aby tak ¢inily rovnéz
vSechny fyzické nebo pravnické osoby poskytujici
jakoukoli ¢ast Sluzeb; (i1) budou dohlizet na veskeré

d. shall (1) act and shall require any persons
or entities performing any portion of Services to act, in
accordance and compliance with legally binding
instructions and/or agreements(s) and any and all
Applicable Law; (i1) provide oversight and supervision of
all Services; and (iii) where appropriate, document the roles

CLTP0O01A12202 Czech Republic XXX 12Nov25

Approved for signature XXX /12Nov25
PPD Proprietary Global CTA Template V5

Page 8 of 24




Sluzby a kontrolovat je; a (iii) tam, kde je to vhodné, budou
dokumentovat role a povinnosti v pfipadé, Ze Sluzby
poskytuje vice nez jedna osoba; a

and responsibilities where more than one person may be
providing Services; and

e. a Studijni tym (1) nemaji v soucasné
dobé podle Platnych pravnich ptedpisti uloZzen zdkaz
¢innosti; (i1) nejsou vysetfovani zadnymi jinymi statnimi
nebo regulacnimi organy, které¢ maji pravomoc rozhodovat
o pfedmétu konkrétni Studie v ramei soudniho fizeni o
udéleni zékazu ¢innosti; (1i1) neprobihd proti nim fizeni o
zbaveni zpusobilosti nebo nebyli zbaveni zplsobilosti
vykonavat svou ¢innost statnim ¢1 regulatnim organem;
(iv) nemaji zrusenu nebo pozastavenu lékaiskou licenci
nebo pfislusné osvédceni a (v) nezicastnili se Zadného
jednani nebo Cinnosti, které by mohly vést k vyse
uvedenému zakazu ¢innosti, zbaveni zpusobilosti, zruseni
nebo pozastaveni.

e. and Study Team: (i) is not presently
debarred pursuant to any Applicable Law; (ii) is not under
investigation by any other governmental or regulatory
authorities having jurisdiction over the subject matter of the
particular Study for debarment action or; (iii) does not have
a disqualification hearing pending or has been disqualified
by any governmental or regulatory authority; (iv) does not
have a revoked or suspended medical license or applicable
certification; and (v) has not engaged in any conduct or
activity which could lead to any of the above mentioned
debarment, disqualification, revocation or suspension
actions.

42 Zdravotnické zafizeni a/nebo Hlavni
zkousejici, je-1i to relevantni, nesou vici spole¢nosti PPD
a Zadavateli v plném rozsahu odpovédnost za jednani
a/nebo opomenuti Studijniho tymu.

42 Institution and/or Principal Investigator, as
applicable, shall be fully responsible for and liable towards
PPD and Sponsor for the Study Team’s acts and/or
omissions.

5. Inspekee, audity a monitorovani Studie

5. Inspections, Audits, and Study Monitoring

5.1 Inspekce, audity a monitorovani Studie ze
strany Zadavatele. B&hem bézné pracovni doby, v
oboustranné odsouhlasenych ¢asech, Zdravotnické zatizeni
a Hlavni zkousejici umozni zastupclim Zadavatele nebo jim
povérené osobé prohlizet zafizeni vyuzita ve Studii,
ovéfovat formulafe CRF (definované niZze) oproti
puvodnim udajim, pofizovat kopie zaznamil a sledovat
pract vykonanou v souvislosti s touto Smlouvou, uréovat
piiméienost zafizeni a to, zda je Studie provadéna v
souladu s touto Smlouvou, Protokolem a Platnymi
pravnimi pifedpisy. Zadavatel nebo jim povéfend osoba
bude dodrzovat pfiméiené zasady Zdravotnického zafizeni
tykajici se inspekci/auditli/monitorovani Studie, formulafe
informovaného souhlasu a Platnych pravnich predpist.
Zadavatel nebo jim povétené osoby nejsou povinni uzavirat
smlouvy, které ukladaji osobni odpovédnost, jiné
dodatecné zavazky nebo které jsou v rozporu s
podminkami této Smlouvy.

5.1 Sponsor Inspections, Audits, and Study
Monitoring. During normal business hours, at mutually
agreeable times, Institution and Principal Investigator shall
permit representatives of Sponsor or Sponsor’s designee to
examine facilities used in a Study, to validate CRFs
(defined below) against original data, to make copies of
Records and monitor the work performed in connection
with this Agreement, to determine the adequacy of the
facilities and whether the Study is being conducted in
compliance with this Agreement, the Protocol and
Applicable Law. Sponsor or Sponsor’s designee will
comply with Institution’s reasonable policies related to
Study inspections/audits/monitoring, the informed consent
form, and Applicable Law. Sponsor or Sponsor’s designee
shall not be required to enter into agreements that impose
personal liability, other additional obligations, or that
contradict the terms of this Agreement.

5.2 Inspekce a audity ze strany Regula¢niho
uradu. V ptipadé, Ze Zdravotnické zatizeni nebo Hlavni
zkousejici obdrzi oznameni, Ze Studie bude pfedmétem
vySetfovani nebo auditu ze strany Regulacniho ufadu,
Strana, ktera takové oznameni obdrzi, tuto skute¢nost
oznami spolecnosti PPD co nejdfive poté, co se o tomto
vySetfovani nebo auditu dozvi. V rozsahu povoleném
Platnymi pravnimi ptedpisy predlozi Zdravotnické zafizeni
a Hlavni zkousSejici Zadavateli kopie viech materiala, které
obdrzeli, ziskali nebo vytvofili v souvislosti s jakoukoli
takovou inspekci nebo v souvislosti s jakymkoliv sdélenim
od Regula¢niho ufadu, s vyjimkou zdrojovych dokumentt.

5.2 Regulatory Agency Inspections and Audits.
In the event Institution or Principal Investigator receives
notice that the Study shall be the subject of an investigation
or audit by a Regulatory Agency, the Party receiving such
notice shall notify PPD as soon as practicable after
receiving knowledge of said investigation or audit. To the
extent permitted by Applicable Law, Institution and
Principal Investigator shall provide Sponsor copies of all
materials received, obtained, or generated in connection
with any such inspection or in connection with any
communications from the Regulatory Agency, other than
source documents.

5.3 Zaznamy ucéastniki hodnoceni. Pfi kazdé
monitorovaci navstévé musi byt vyhrazen piiméieny ¢as na

5.3 Case Report Forms. A reasonable amount of
time must be set aside at each monitoring visit for
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prodiskutovani a provedeni oprav v zaznamech nebo
elektronickych zdznamech ucastnikii hodnoceni (case
report forms — déle jen ,,CRF*). Zaznamy CRF budou
vyplnény véas a presné. Zdravotnické zatfizeni umozni
vzdaleny elektronicky pfistup k Zdznamiim, pokud je
mozny a povoleny podle Platnych pravnich predpisi.

discussions and to make corrections to the case report
forms or electronic case report forms (“CRFs”). CRFs will
be completed in a timely and accurate manner. Institution
will allow remote electronic access to Records if available
and permitted under Applicable Law.

6. Publikace

6. Publication

6.1 Veskeré Udaje ze studie nebo vysledky
vyplyvajici z provadéni Studie se povazuji za Informace ve
smyslu ¢lanku 7 a nesmi byt pouzity ke komerénimu
prospéchu  Zdravotnického zafizeni nebo Hlavniho
zkousejictho. Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi s tim, Ze Zadavatel mé prédvo na prvni zvefejnéni
vysledkd Studie, jez ma byt spolecnou publikaci vysledkt
Studie z vice center, a kterou vypracuje Zadavatel ve
spolupract s Hlavnimi zkouSejicimi a Zdravotnickymi
zafizenimi ze vSech ptisluSnych Center, které pfispély
udaji, analyzou a komentati. Bez ohledu na vyse uvedené
mohou Zdravotnické zafizeni a/nebo Hlavni zkousejici po
prvnim zverejnéni zvefejnit udaje nebo vysledky Studie,
avsak za predpokladu, Zze Zdravotnické zafizeni a/nebo
Hlavni zkouSejici pfedlozi navrhovanou publikaci
Zadavateli k posouzeni nejméné Sedesat (60) dni pied
datem navrhovaného zvefejnéni. Zadavatel miize z
navrhované publikace odstranit veSkeré informace, které
Jsou povazovany za diveérné a/nebo chranéné, s vyjimkou
Udaju ze studie a vysledki. Pokud o to Zadavatel pozada,
bude kazdé predlozeni ke =zvefejnéni odlozeno na
omezenou dobu, kterd nepfesahne sto dvacet (120) dnt,
aby bylo mozné podat patentovou piihlasku nebo ucinit
Jjina opatfeni, ktera Zadavatel povazuje za vhodna k
prokézani a zachovani svych vlastnickych prav. Lhita sto
dvaceti (120) dn za¢ina bézet dnem obdrZeni navrhované
publikace nebo prezentace nebo ode dne, kdy budou
Zadavateli zptistupnény vSechny piislusné udaje ze Studie,
podle toho, co nastane pozdéji. Pokud v$ak do dvanacti
(12) mésicli po ukonceni, opusténi nebo dokonceni Studie
ve vSech centrech nebude publikace z vice center
piedlozena nebo pokud Zadavatel potvrdi, Ze publikace
Studie z vice center nebude zvefejnéna, mize Zdravotnické
zatizeni a/nebo Hlavni zkouSejici zvetejnit vysledky Studie
s vyhradou pradv Zadavatele, jak je uvedeno v tomto
dokumentu. Zdravotnické zafizeni a Hlavni zkou3ejici se
zavazuji, Ze nezverejni zadné materialy tykajici se Studie
jinak nez v souladu s timto ¢lankem.

6.1 All Study Data or results arising out of the
performance of the Study shall be considered Information
as defined in Section 7 and shall not be used for the
commercial benefit of the Institution or Principal
Investigator. The Institution and Principal Investigator
agree that the Sponsor shall have the right to the first
publication of the results of the Study which is intended to
be a joint, multi-center publication of the Study results
made by Sponsor in conjunction with the principal
investigators and institutions from all appropriate sites
contributing data, analysis and comments. Notwithstanding
the foregoing, following the first publication, the Institution
and/or Principal Investigator may publish data or results
from the Study; provided, however, that the Institution
and/or Principal Investigator submits the proposed
publication to Sponsor for review at least sixty (60) days
prior to the date of the proposed publication. Sponsor may
remove from the proposed publication any information that
1s considered confidential and/or proprietary other than
Study Data and results. If requested by Sponsor, any
submission for publication shall be delayed for a limited
time, not to exceed one hundred and twenty (120) days, to
allow for filing of a patent application or such other
measures as Sponsor deems appropriate to establish and
preserve its proprietary rights. The one hundred and twenty
(120) day period shall commence on the date of receipt of
the proposed publication or presentation, or from the date
when all relevant data from the Study are made available to
Sponsor, whichever is later. However, if a multi-center
publication 1s not submitted within twelve (12) months
after conclusion, abandonment or termination of the Study
at all sites, or if Sponsor confirms there will be no multi-
center Study publication, the Institution and/or Principal
Investigator may publish the Study results subject to
Sponsor’s rights as set forth herein. The Institution and the
Principal Investigator agree not to publish any Study
related material other than in accordance with this Section.

6.2 Autorstvi. Autorstvi jakychkoli publikaci
souvisejicich se Studii bude stanoveno dohodou se
Zadavatelem.

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

7. Duvérnost informaci

7. Confidentiality

7.1 Povinnosti nezptistupnéni informaci.
Zdravotnicke zatfizeni a Hlavni zkousSejici a jejich pfislusni
zaméstnanci a zastupci zapojeni do Studie, vcetné
Studijniho tymu, nejsou bez piedchoziho pisemného

7.1 Non-disclosure Obligations. Institution and
Principal Investigator and their respective employees and
agents involved in the Study, including the Study Team,
shall not disclose to any third party or use for any purpose
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souhlasu Zadavatele (nebo piipadné spole¢nosti PPD)
opravnéni zpiistupnit Zadné tfeti strané ani pouzit k jinému
uéelu nez k plnéni svych pfisluSnych povinnosti podle
tohoto dokumentu zadné Udaje ze studie, Zaznamy ani jiné
informace, které Zdravotnickému zafizeni a Hlavnimu
zkousejicimu sdélil Zadavatel nebo spole¢nost PPD nebo
které vznikly v dusledku této Studie (spole¢né dale jen
,Informace”). Tyto Informace zlstavaji divérnym a
zakonem chranénym majetkem Zadavatele (nebo pripadné
spoleCnostt  PPD) a budou zpfistupnény pouze
Zdravotnickému zafizeni, Hlavnimu zkouSejicimu a
Studijnimu tymu nebo zastupctiim, kteti maji odlivodnénou
potiebu je v rozsahu nezbytné nutném znat a ktei'i souhlasili
s podminkami zachovani davérnosti, které jsou v
podstatnych rysech podobné podminkam obsazenym v
tomto dokumentu.

other than in the fulfillment of their respective obligations
hereunder, any Study Data, Records or other information
disclosed to Institution and Principal Investigator by
Sponsor or PPD, or generated as a result of this Study,
without the prior written consent of Sponsor (or PPD as the
case may be) (collectively “Information”). Such
Information shall remain the confidential and proprietary
property of Sponsor (or PPD as the case may be) and shall
be disclosed only to Institution and Principal Investigator
and the Study Team or agents who “need to know” and who
have agreed to terms of confidentiality substantially similar
to those terms contained herein.

7.2 Vyjimky. Zékaz zptistupnéni se nevztahuje na
nasledujici Informace:

7.2 Exceptions. The obligation of nondisclosure
shall not apply to the following Information:

a. Informace, které¢ jsou nebo se stanou
vefené dostupnymi bez zavinéni Zdravotnického zatizeni
nebo Hlavniho zkousejiciho;

a. Information that is or becomes publicly
available through no fault of Institution or Principal
Investigator,

b. informace, které¢ Zdravotnickému
zatizeni a/nebo Hlavnimu zkousejicimu sdéli tfeti strana,
ktera je opravnéna takové informace sdélit;

b. Information that is disclosed to
Institution and/or Principal Investigator by a third party
legally entitled to disclose such information;

¢. informace, které jsou Zdravotnickému
zatizeni a/nebo Hlavnimu zkouSejicimu jiz znamy, jak je
prokézano z jeho ptedchozich pisemnych zédznamii,

¢. Information that is already known to
Institution and/or Principal Investigator as demonstrated by
its prior written records;

d. informace, které Zdravotnické zafizeni
a/nebo Hlavni zkouSejici nezavisle vytvofili, aniz by
pouzili Informace nebo z nich vychazeli, jak je prokazano
z jejich pfedchozich pisemnych zaznami;

d. Information that 1s independently
developed by Institution and/or Principal Investigator
without use of, or reliance upon, Information as
demonstrated by its prior written records;

e. Informace zvefejnéné Zdravotnickym
zafizenim a/nebo Hlavnim zkouSejicim v souladu s
¢lankem 6 této Smlouvy; nebo

e. Information that 1s published by
Institution and/or Principal Investigator in accordance with
Section 6 of this Agreement; or

f. informace, které musi byt zpfistupnény
statnimu organu nebo na zakladé rozhodnuti prislusného
soudu, za predpokladu, Ze (i) Zadavateli (nebo pripadné
spole¢nosti PPD) bude tato skute¢nost v piiméieném
predstihu ozndmena; (i1) takové zvetejnéni podléha veskeré
ptisludné statni nebo soudni ochrané, ktera je k dispozici
pro podobné materidly, a (iii) Hlavni zkouSejici a
Zdravotnické zafizeni podniknou vesSkeré piiméfené kroky
k omezeni rozsahu takového zvefenéni a budou
spolupracovat se Zadavatelem (nebo pfipadné spole¢nosti
PPD) ve snaze omezit takové zvefejnéni.

f. Information that is required to be
disclosed to a government authority or by order of a court
of competent jurisdiction; provided, that (i) reasonable
advance notice is given to Sponsor (or PPD as the case may
be), (i) such disclosure is subject to all applicable
governmental or judicial protection available for like
material; and (111) Principal Investigator and Institution take
all reasonable steps to limit the scope of such disclosure
and cooperate with Sponsor (or PPD as the case may be) in
its efforts to limit such disclosure.

7.3 Zniceni nebo vraceni informaci. Pfi ukonceni
nebo zaniku U€innosti této Smlouvy Zdravotnické zafizeni
a/nebo Hlavni zkousSejici zni¢i nebo vrati spolecnosti PPD
na zadost spole¢nosti PPD vSechny dokumenty, vzorky a
materialy obsahujici dGvérné informace nebo s nimi
souvisejici (s vyjimkou lékarskych zaznamu pacientd), s
tim, ze Zdravotnické zatizeni a/nebo Hlavni zkouSejici si
mohou ponechat jednu kopii v divérnych zdznamech

7.3 Destruction or Return of Information. Upon
the termination or expiry of this Agreement, Institution
and/or Principal Investigator shall destroy or return to the
PPD, as per the PPD’s request, all documents, samples and
material containing or relating to the confidential
information (with the exception of patient medical
records), except that Institution and/or Principal
Investigator may retain one copy in its confidential files for
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pouze pro UCely vedeni zaznami. Zdravotnické zafizeni
a/nebo Hlavni zkou$ejici neprodlené pisemné potvrdi
spole¢nosti PPD takové zniCeni. Zdravotnické zafizeni
a/nebo Hlavni zkousejici jsou povinni uchovavat zdznamy,
zpravy a udaje tykajici se Studie po dobu nejméné dvaceti
péti (25) let po skonceni Studie, nebo podle pozadavkl
vnitrostatni legislativy, pokud Zadavatel neda pisemné
svoleni k jejich dfive;si likvidaci, ptipadné nebude
informovat Zdravotnické zafizeni a/nebo Hlavniho
zkousejiciho, Ze je vyZzadovana del$i doba uchovéavani.

record purposes only. Such destruction shall be promptly
confirmed in writing by Institution and /or Principal
Investigator to PPD. [Institution and/or Principal
Investigator shall retain the records, reports and data
relating to the Study for a period of not less than twenty-
five (25) years, or as required by local law, from the
completion of the Study unless Sponsor provides written
permission to dispose of them earlier or notifies Institution
and/or Principal Investigator of requiring longer retention.

8. Publicita

8. Publicity

8.1 Pouziti nazvu (jména). Zadavatel a spole¢nost
PPD mohou pouzivat, zmitovat a $itit dotisky védeckych,
lékatskych a jinych publikovanych ¢lankt, které uvadéji
nazev Zdravotnického zafizeni a/nebo jméno Hlavniho
zkousejictho v souladu se vSemi Platnymi pravnimi
piedpisy, a to za piedpokladu, Ze takové pouziti
nepiedstavuje schvaleni jakéhokoli komeréniho produktu
nebo sluzby Zdravotnického zafizeni nebo Hlavniho
zkousejictho. Zdravotnické zafizeni a/nebo Hlavni
zkousejici nezvefejni existenci této Smlouvy ani své
spojeni se Zadavatelem nebo spole¢nosti PPD, ani nebudou
pouzivat ndzev Zadavatele nebo spoleCnosti PPD v
jakychkoli tiskovych zpravach, c¢lancich nebo jiném
zpisobu komunikace s vefejnosti bez vyslovného
ptedchoziho pisemného souhlasu Zadavatele nebo
spole¢nosti PPD, podle toho, co je relevantni.

8.1 Use of Name. Sponsor and PPD may use, refer
to and disseminate reprints of scientific, medical and other
published articles which disclose the name of the
Institution and/or the Principal Investigator consistent with
Applicable Laws, provided such use does not constitute an
endorsement of any commercial product or service by
Institution or Principal Investigator. Institution and/or
Principal Investigator shall not disclose the existence of
this Agreement or its assoclation with Sponsor or PPD or
use the name of Sponsor or PPD in any press release, article
or other method of communication with the general public,
without the express prior written approval of Sponsor or
PPD as applicable.

8.2 Pouziti vefejné dostupnych informaci.
Zdravotnické zafizeni a Hlavni zkouSejici mohou bez
pfedchoziho souhlasu Zadavatele uvadét veSkeré
informace tykajici se Studie, které jsou k dispozici na
strdnkach www.clinicaltrials.gov.

8.2 Use of Publicly Available Information.
Institution and Principal Investigator may, without prior
consent from Sponsor, list any information regarding the
Study which is available on www.clinicaltrials.gov.

9. DuSevni vlastnictvi

9. Intellectual Property

9.1 Pivodni duSevni vlastnictvi. Veskeré
dokumenty, Protokol, data, know-how, metody, operace,
vzorce, informace a Vybaveni dodané Zdravotnickému
zafizeni a/nebo Hlavnimu zkousejicimu podle této
Smlouvy jsou a zlstavaji majetkem Zadavatele (spole¢né
dale jen , Plivodni dusevni vlastnictvi®). Zadavatel timto
udéluje Zdravotnickému zatizeni a Hlavnimu zkouSejicimu
nevyhradni licenci na dobu trvani Studie provadéné ve
Zdravotnickém  zafizeni, ktera opravitiuje Hlavniho
zkousejictho a Studijni tym reprodukovat nebo jinak
pouzivat pivodni dusevni vlastnictvi vyhradné za ucelem
plnéni povinnosti Zdravotnického zafizeni / Hlavniho
zkousejiciho podle této Smlouvy.

9.1 Background IP. All documents, the Protocol,
data, know-how, methods, operations, formulas,
Information and Equipment provided to the Institution
and/or Principal Investigator pursuant to this Agreement
are and shall remain Sponsor’s property (collectively
“Background IP”). Sponsor hereby grants to Institution
and Principal Investigator, a non-exclusive license, for the
duration of the Study performed at the Institution,
authorizing Principal Investigator and Study Team to
reproduce or otherwise use Background IP for the sole
purpose of performing Institution/Principal Investigator’s
obligations hereunder.

9.2 Vynailezy Zadavatele. Nestanovi-li Platné
pravni predpisy jinak, veSkeré vynalezy nebo objevy (at’ uz
patentovatelné ¢1 nikoli), inovace, ndvrhy, napady a zpravy,
které vznikly na zékladé provadéni Studie Zdravotnickym
zafizenim a/nebo Hlavnim zkousejicim a/nebo kterymkoli
¢lenem Studijniho tymu nebo v souvislosti s nim, musi byt
neprodlené sdéleny Zadavateli a jsou vyhradnim

9.2 Sponsor Inventions. Unless otherwise
specified by Applicable Law, any inventions or discoveries
(whether patentable or not) innovations, suggestions, ideas
and reports arising out of or in connection with the
performance of the Study by Institution and/or Principal
Investigator and/or any member of the Study Team shall be
promptly disclosed to Sponsor and shall be the exclusive
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vlastnictvim Zadavatele (dale jen ,,Vynalezy zadavatele™).
Na zadost Zadavatele a vyhradné na jeho naklady
podniknou Zdravotnické zafizeni a Hlavni zkouSejici
veskeré piiméfené kroky, které jsou nezbytné nebo vhodné
k zajisténi patentové nebo jiné vlastnické ochrany jménem
Zadavatele s ohledem na vyse uvedené.

property of Sponsor (“Spomnsor Imventions”). Upon
Sponsor's request, and at Sponsor’s sole expense,
Institution and Principal Investigator shall take all
reasonable actions necessary or appropriate to obtain patent
or other proprietary protection in Sponsor's name with
respect to any of the foregoing.

93  Vyndlezy Zdravotnického zafFizeni.
Zdravotnickému zafizeni a/nebo Hlavnimu zkouSejicimu
nalezi vylu¢né vlastnictvi vSech vynalezi nebo objevi,
které byly ucinény nebo uvedeny do praxe vyhradné
Zdravotnickym zatizenim a/nebo Hlavnim zkou$ejicim, a
jez nejsou Vynalezy zadavatele (dale jen ,,Vyndlezy
zdravotnického zafizeni®).

9.3 Institution Inventions. The Institution and/or
Principal Investigator shall have exclusive ownership of
any inventions or discoveries conceived or reduced to
practice solely by the Institution and/or Principal
Investigator that are not Sponsor Inventions (“Institution
Inventions™).

9.4 Udaje ze Studie. Vyplnéné eCRF a veskeré
informace a udaje vyplyvajici ze Studie, véetné€ e TMF nebo
jinych vysledk Studie (dale jen ,,Udaje ze studie*) jsou
vyhradnim vlastnictvim Zadavatele. Zdravotnické zatizeni
a Hlavni zkouSejici timto bez naroku na dal$i odménu
prevadéji na Zadavatele veSkera prava, vlastnické pravo a
naroky k témto Udajim ze studie. M4 se za to, Ze
zdravotnicka dokumentace pacientli vedena
Zdravotnickym zafizenim v rameci b&zné Cinnosti bez
ohledu na Studii je vlastnictvim Zdravotnického zatizeni.

9.4 Study Data. The completed eCRFs and all
information and data resulting from the Study, including
e¢TMF or any other Study results (“Study Data™), shall be
exclusively owned by Sponsor. Institution and Principal
Investigator hereby assign without further remuneration to
Sponsor all rights, title and interest, if any, in and to such
Study Data. It 1s understood that patient medical files kept
at the Institution in the normal course of business
irrespective of the Study are the property of Institution.

9.5 Neprevoditelnost vlastnickych prav.
Zadavatel ani spole¢nost PPD nepfevedou na Zdravotnické
zatizeni nebo Hlavniho zkousejiciho v ramci plnéni této
Smlouvy Zadné patentové pravo, autorské pravo nebo jiné
vlastnické pravo spole¢nosti PPD nebo Zadavatele.

9.5 Non-Transfer of Proprietary Rights. Neither
PPD nor Sponsor shall transfer to Institution or Principal
Investigator by operation of this Agreement any patent
right, copyright or other proprietary right of PPD or
Sponsor.

9.6 Interni pouziti. Ve vSech piipadech s
vyhradou ustanoveni o davé€rnosti v ¢lanku 7 maji
Zdravotnické zafizeni a Hlavni zkouSejici nevyhradni
pravo pouzivat Udaje ze studie pro ugely interniho
nekomeréniho vyzkumu a po zvefejnéni vysledkd v
souladu s ¢lankem 6 mohou tyto vysledky pouzit pro
vzdélavaci a interni nekomeréni ucely.

9.6 Internal Use. Subject always to the
confidentiality provisions of Section 7, Institution and
Principal Investigator shall have a non-exclusive right to
use the Study Data for internal non-commercial research
purposes and following publication of the results in
accordance with Section 6, may use such results for
educational and internal non-commercial purposes.

10. Nezavisly smluvni partner

10. Independent Contractor

Zdravotnické zafizeni a Hlavni zkouSejici poskytuji sluzby
Zadavateli coby nezdvisli smluvni partnefi, nikoli jako
zameéstnanci nebo zastupci spole¢nosti PPD ¢1 Zadavatele.
Zdravotnické =zafizeni ani Hlavni zkouSejici nejsou
opravnéni zavazovat spole¢nost PPD nebo Zadavatele.
Zdravotnické zafizeni, Hlavni zkouSejici a/nebo Studijni
tym nejsou opravnéni k uUcasti na zadném planu
zaméstnaneckych vyhod spole¢nosti PPD nebo Zadavatele
ani nesmi pobirat Zadné jiné odmény nad ramec odmén
uvedenych v této Smlouvé.

Institution and Principal Investigator are performing
Services for Sponsor as independent contractors and not as
employees or agents of PPD or Sponsor. Neither Institution
nor Principal Investigator shall have the authority to enter
mto binding obligations on behalf of PPD or Sponsor.
Institution, Principal Investigator and/or Study Team shall
not participate in any PPD or Sponsor employee benefit
plans nor receive any other compensation beyond that
stated herein

11. PojiSténi a odSkodnéni

11. Insurance and Indemnification

11.1  PojiSténi nebo finanéni zaruka
Zdravotnického zarizeni a Hlavniho zkouSejiciho.
Zdravotnické zafizeni a Hlavni zkouSejici sjednaji a budou
udrzovat v plném rozsahu v platnosti a u€innosti po celou
dobu provadéni Studie (1) pojisténi odpovédnosti za Skodu
zpUsobenou pii vykonu I¢kafského povolani s limity v

11.1 Institution and Principal Investigator
Insurance or Financial Guarantee. Institution and
Principal Investigator, shall secure and maintain in full
force and effect throughout the performance of the Study
(1) insurance coverage for comprehensive general liability
and medical professional liability with limits in accordance
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takové vysi, kterd je v souladu s Platnymi pravnimi
predpisy, které se vztahuji na vSechny zdravotnické
pracovniky, veetn¢ Zdravotnického zatizeni, Hlavniho
zkousejictho a Studijniho tymu, a pokud je uvedené
pojisténi poskytovano profesni nebo statni agenturou,
Zdravotnické zatfizeni a Hlavni zkouSejici musi splilovat
vSechny pozadavky nezbytné ke zpuasobilosti pro kryti,
nebo (i1) zajisti dostate¢né finanéni prostfedky ke splnéni
svych povinnosti a zavazkl podle této Smlouvy.

with Applicable Law for all medical professionals,
including Institution, Principal Investigator and Study
Team, and if said insurance coverage is provided by a
professional or governmental agency Institution and
Principal Investigator shall satisfy all requirements
necessary to remain eligible for coverage or (11) sufficient
financial resources to meet their obligations and liabilities
under this Agreement.

11.2 Pojisténi Zadavatele. Zadavatel si sjednal
pojisténi v souladu s Platnymi pravnimi piedpisy a bude je
udrzovat v plném rozsahu v platnosti a u€innosti po celou
dobu trvani Studie.

11.2 Sponsor Insurance. Sponsor has secured and
shall maintain in full force and effect during the entire
duration of the Study insurance in accordance with
Applicable Law.

11.3 OdSkodnéni ze stramy spolecnosti PPD.
Spole¢nost PPD Zdravotnické zafizeni a Hlavniho
zkousejiciho odskodni, bude hajit a zbavi je odpovédnosti
v souvislosti s veSkerymi ztrdtami, zdravotni wmou,
Skodami, ndklady nebo vydaji, zejména v souvislosti s
pfiméfenymi ndklady na pravni zastoupeni, které
Zdravotnickému zafizeni nebo Hlavnimu zkousejicimu
vzniknou v souvislosti s jakymikoli naroky vyplyvajicimi
z této Smlouvy nebo Studie v dasledku nedbalosti nebo
umyslného pochybeni, poruseni této Smlouvy nebo
Platnych pravnich piedpist ze strany spole¢nosti PPD.

11.3 Indemnification by PPD. PPD shall
indemnify, defend and hold harmless Institution and
Principal Investigator from any and all losses, injuries,
harm, costs or expenses, including without limitation,
reasonable attorney’s fees, incurred by Institution or
Principal Investigator in connection with any claim arising
from this Agreement or the Study as a result of PPD’s
negligence or willful misconduct, breach of this
Agreement, or Applicable Law.

11.4 Odskodnéni ze strany Zdravotnického
zafizeni a Hlavniho zkouSejiciho. Zdravotnické zatizeni
a Hlavni zkousejici spole¢nost PPD a Zadavatele odskodni,
budou hgjit a zbavi je odpovédnosti v souvislosti s
veskerymi ztratami, zdravotni Gymou, Skodami, naklady
nebo vydaji, zejména v souvislosti s pfiméfenymi naklady
na pravni zastoupeni, které spolecnosti PPD nebo
Zadavateli vzniknou v souvislosti s jakymikoli néroky
vyplyvajicimi z této Smlouvy nebo Studie v disledku
nedbalosti nebo umyslného pochybeni, poruseni této
Smlouvy (v¢etné Protokolu) nebo Platnych pravnich
piedpisl ze strany Zdravotnického zafizeni a/nebo
Hlavniho zkou$ejiciho a/nebo Studijniho tymu.

114 Indemnification by Institution and
Principal Investigator. Institution and Principal
Investigator shall indemnify, defend and hold harmless
PPD and Sponsor from any and all losses, injuries, harm,
costs or expenses, including without limitation, reasonable
attorney’s fees, incurred by PPD or Sponsor in connection
with any claim arising from this Agreement or the Study as
a result of the negligence or willful misconduct, breach of
this Agreement (including the Protocol), or Applicable
Law, by Institution and/or Principal Investigator and/or
Study Team.

12. Oznameni o zikazu {innosti a zbaveni zpisobilosti.

12. Notice of Debarment and Disqualification.

Pokud Zdravotnické zatizeni, Hlavni zkouSejici nebo
jakakoli jind osoba, kterd je jimi zaméstnana nebo najata k
provadéni Studie, véetné Studijniho tymu, kdykoli béhem
Doby ucinnosti této Smlouvy: (1) podléha vySetiovani ze
strany pfislusnych organii v ramci fizeni o udéleni zakazu
¢innosti nebo zbaveni zplsobilostt; (11) podléhd zdkazu
¢innosti nebo zbaveni zpisobilosti; nebo (ii1) vySetfovani,
jez miZe vést ke zruSeni nebo pozastaveni lékarske licence
¢1 osvédceni; (iv) podléha zruSeni nebo pozastaveni
lékafské licence nebo osvédceni; nebo (v) se podili na
jakémkoli chovani nebo ¢innosti, které by mohly vést k
nékterému z vyS$e uvedenych opatieni, je tato Strana
povinna o takové skuteCnosti neprodlen¢ informovat
spole¢nost PPD. Po obdrzeni takového
oznameni/informace pfijme Zdravotnické zafizeni a/nebo

If at any time during the term of this Agreement, Institution,
Principal Investigator or any other person employed or
retained by it/he/she to perform the Study, including the
Study Team: (1) comes under investigation by competent
authorities for debarment action or disqualification; (i) is
debarred or disqualified; or (iil) comes under an
ivestigation that may result in the revocation or
suspension of a medical license or certification; (iv) has a
medical license or certification revoked or suspended; or
(v) engages in any conduct or activity which could lead to
any of the above mentioned actions, said Party shall
immediately notify PPD of the same. Upon receipt of any
such notification/information, Institution and/or Principal
Investigator shall promptly take all necessary actions to
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Hlavni zkousSejici neprodlené veskera nezbytna opatieni k
nahrazeni osoby (osob), které (kterych) se fizeni o udéleni
zakazu ¢innosti nebo zbaveni zpUsobilosti tyka.

replace such person/s affected by the disqualification or
debarment action.

13. Ruzna ustanoveni

13. Miscellaneous

13.1 Uplnost Smlouvy. Tato Smlouva spolu se
vSemi ptilohami, rozpisy nebo jinymi dokumenty, které
jsou k ni pfipojeny, piedstavuje uplnou smlouvu mezi
Stranami a nahrazuje vSechny piedchozi dohody, at’ uz
pisemné, Ustni €1 jiné.

13.1 Entire Agreement. This Agreement together
with any and all exhibits, schedules or other documents
executed herewith, constitutes the entire agreement
between the Parties and supersedes all prior agreements,
whether written, oral or otherwise.

13.2 Dodatek. Tato Smlouva mize byt zménéna
pouze pisemnymi cCislovanymi dodatky podepsanymi
Stranami, kromé vyjimek v ni vyslovné stanovenych.

13.2 Amendment. This Agreement may only be
modified in a mutually agreed-upon written numbered
amendments signed by the Parties, except as expressly set
forth herein.

13.3 Postoupeni. Zdravotnické zafizeni ani Hlavni
zkousejici nejsou opravnéni tuto Smlouvu postoupit ani
prevést bez predchoziho pisemného souhlasu spole¢nosti
PPD a Zadavatele. Spole¢nost PPD miize tuto Smlouvu
postoupit Zadavateli nebo jim povéfené osobé na zékladé
pisemného oznameni Zdravotnickému zatizeni a Hlavnimu
zkousejicimu, pfi¢emz po datu nabyti G¢innosti takového
postoupeni Zdravotnické zafizeni a Hlavni zkousejici
navzdy zprosti spole¢nost PPD pripadnych narokl a
zavazkl vyplyvajicich z této Smlouvy.

13.3 Assignment. This Agreement may not be
assigned or transferred by Institution or Principal
Investigator without the prior written consent of PPD and
Sponsor. PPD may assign this Agreement to Sponsor or its
designee upon written notice to Institution and Principal
Investigator, in which case Institution and Principal
Investigator shall release and forever discharge PPD from
any and all claims and liability arising out of this
Agreement after the effective date of such assignment.

13.4 Oddélitelnost jednotlivych ustanoveni
Smlouvy. Pokud bude nékteré ustanoveni této Smlouvy v
rozporu s pravem, podle kterého se vyklada, nebo pokud
takové ustanoveni prohldsi soud za neplatné, povazuje se
takové ustanoveni za pfeformulované tak, aby co nejlépe
odrazelo plvodni zaméry Stran v souladu s Platnymi
pravnimi predpisy, priemz zbyvajici ¢ast této Smlouvy
zlstava v plném rozsahu v platnosti a t¢innosti.

134 Severability. If any provision of this
Agreement conflicts with the law under which this
Agreement is to be construed, or if any such provision is
held invalid by a court, such provision shall be deemed to
be restated to reflect as nearly as possible the original
intentions of the Parties in accordance with Applicable Law
and the remainder of this Agreement shall remain in full
force and effect.

13.5 Pravni ndstupci. Tato Smlouva je zavazna
pro Strany, jejich dédice, nastupce a opravnéné postupniky.

13.5 Successors and Assigns. This Agreement
shall be binding upon the Parties, their heirs, successors,
and permitted assigns.

13.6 Zieknuti se prav. Zieknuti se prava nebo
strpéni  kterékoli Strany v souvislosti s poruSenim
jakéhokoli ustanoveni této Smlouvy nebo jakéhokoli
Platného prévniho predpisu se nepovazuje za zieknuti se
prava ve vztahu k jakémukoli pozd&Simu poruseni
jakéhokoli ustanoveni této Smlouvy.

13.6 Waiver. Waiver or forbearance by any Party
with respect to a breach of any provision of this Agreement
or any Applicable Law shall not be deemed to constitute a
waiver with respect to any subsequent breach of any
provision hereof.

137 Trvajici udinnost. Zanikem uc¢innosti,
ukonéenim nebo zruSenim této Smlouvy nezanikaji prava
zadné ze Stran, kterd vznikla pfed zanikem ucinnosti,
ukon¢enim nebo zruSenim, ani z&dné povinnosti, které
trvaji po zéniku uéinnosti, ukonceni nebo zruseni Smlouvy,
a to z divodu jejich vlastni povahy nebo na zaklad¢
vyslovnych podminek, véetné¢ mimo jiné povinnosti
obsazenych v ¢lanku 1 (Provddéni Studie), ¢lanku 3
(Platby), ¢lanku 5 (Inspekce, audity a monitorovani
Studie), ¢lanku 6 (Publikace), ¢lanku 7 (Dlvérnost
informaci), ¢lanku 8 (Publicita), clanku 9 (DuSevni
vlastnictvi), ¢lanku 11 (Pojisténi, odSkodnéni a omezeni
odpovédnosti), ¢lanku 13 (Rizna ustanoveni), Prilohy B

13.7 Swurvival. The expiration, termination or
cancellation of this Agreement will not extinguish the
rights of any Party that accrue prior to expiration,
termination or cancellation or any obligations that extend
beyond expiration, termination or cancellation, either by
their inherent nature or by their express terms, including,
without limitation, the obligations contained in Section 1
(Performance of the Study), Section 3 (Payments), Section
5 (Inspections, Audits and Study Monitoring), Section 6
(Publication), Section 7 (Confidentiality), 8 (Publicity), 9
(Intellectual ~ Property), Section 11  (Insurance,
Indemnification and Limitation of Liability), Section 13
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(Dodrzovani protikorup¢nich ptfedpisi) a Prilohy C
(Ochrana osobnich udaji a soukromi).

{(Miscellaneous), Exhibit B (Anti-Corruption Compliance),
and Exhibit C (Data Protection and Privacy).

13.8 Opravnéna tieti strama. Zdravotnické
zafizeni a Hlavni zkouSejici souhlasi s tim, Ze Zadavatel je
opravnénou tieti stranou této Smlouvy, a muize tedy
uplatiiovat sva prava podle této Smlouvy jako opravnéna
tteti strana. V ptipad¢, Ze Zadavatel tak nebude schopen z
jakéhokoli divodu ucinit, Zdravotnické zafizeni a Hlavni
zkousejici souhlasi s tim, Ze spole¢nost PPD miiZe vyuzivat
prav Zadavatele podle této Smlouvy (zejména prav
tykajicich se zvefejnéni, div€rnosti a duSevniho
vlastnictvi) a mlze tato prava a vyhody prevést na
Zadavatele.

13.8 Third-Party Beneficiary. Institution and
Principal Investigator agree that Sponsor is a third-party
beneficiary to this Agreement and may enforce its rights
hereunder as a third-party beneficiary. In the event Sponsor
1s not able to do so for any reason, Institution and Principal
Investigator agree that PPD may have the benefit of
Sponsor's rights hereunder (including without limitation
those rights concerning publication, confidentiality and
intellectual property) and may transfer such rights and
benefits to Sponsor.

13.9 Ptidruzené spolecnosti PPD. Veskerd prava
spole¢nosti PPD vyplyvajici z této Smlouvy se vztahuji 1
na prfidruzené subjekty spole¢nosti PPD, prficemz tyto
piidruzené spole¢nosti mohou tato prava vymahat jménem
spole¢nosti PPD.

13.9 PPD Affiliates. All rights of PPD under this
Agreement equally apply to affiliates of PPD and such
affiliates may enforce such rights on behalf of PPD.

13.10 Vy38i moc. Zadna ze Stran nenese
odpovédnost za prodleni pii plnéni nebo neplnéni
povinnosti podle této Smlouvy, pokud takové prodleni
nebo neplnéni vyplyva z okolnosti, které jsou mimo jeji
pfimétenou kontrolu (mimo jiné véetné jakéhokoli zasahu
vy$8i moci, pandemie vyhlasené Svétovou zdravotnickou
organizaci, neomezeného pozastaveni Studie, vladnich
opatieni, nehody, stavky, terorismu, bioterorismu, vyluky
nebo jiné formy protestnich akci), a pokud tato Strana
neprodlené informuje ostatni Strany (dale jen ,,Vys$Si
moc™). Jakykoli zasah Vy3$$i moci nepfedstavuje poruseni
této Smlouvy a doba plnéni se odpovidajicim zpiisobem
prodlouzi; pokud vSak bude trvat déle nez tficet (30)
kalendainich dnt1, pak mohou Strany zahajit jednéni s cilem
zmirnit jeho nasledky, a pokud je to mozné, dohodnout se
na alternativnich opatfenich, jeZ mohou byt za vSech
danych okolnosti piiméfena.

13.10 Force Majeure. No Party will be liable for
delay in performing or failure to perform obligations under
this Agreement if such delay or failure results from
circumstances outside its reasonable control (including,
without limitation, any Act of God, World Health
Organization declared pandemic, unlimited suspension of
the Study, governmental action, accident, strike, terrorism,
bioterrorism, lock-out or other form of industrial action)
and such Party promptly notifies the other Parties (“Force
Majeure”). Any incident of Force Majeure will not
constitute a breach of this Agreement and the time for
performance will be extended accordingly; however, if it
persists for more than thirty (30) calendar days, then the
Parties may enter into discussions with a view to alleviating
its effects and, if possible, agreeing on such alternative
arrangements as may be reasonable in all of the
circumstances.

13.11 Rozhodné prave. Tato Smlouva se fidi
¢eskym pravem a vyklada se v souladu s nim bez ohledu na
ustanoveni koliznich norem. Strany se dohodly, Ze jakykoli
spor vyplyvajici z této Smlouvy bude piedmétem
rozhodnuti vécné a mistnd prislusnych soudd Ceské
republiky.

13.11 Governing Law. This Agreement 1is
construed and governed by the Czech law, regardless of the
provisions of its collision norms. The Parties have agreed
that any dispute arising from this Agreement shall be
decided by materially and locally competent courts of the
Czech Republic.

13.12 Ozndmeni. Jakékoli ozndmeni, které podle
této Smlouvy musi nebo muize kterdkoli ze Stran uCinit,
musi byt vyhotoveno pisemné a povazuje se za u¢inéné ke
dni obdrZeni, pokud bude doru¢eno osobné nebo spéSnou
kuryrni sluzbou, nebo pét (5) dnii po datu vyznateném
postovnim razitkem, pokud bude zaslano doporucené nebo
jako cenné psani s doru¢enkou a pfedplacenym postovnym
na niZe uvedenou adresu:

13.12 Notice. Any notice required or permitted to
be given hereunder by any Party hereto shall be in writing
and shall be deemed given on the date received if delivered
personally, by recognized overnight courier, or five (5)
days after the date postmarked if sent by registered or
certified mail, return receipt requested postage prepaid, to
the following address:

Pokud je ur¢eno spolec¢nosti PPD:
PPD Global Ltd.,

If to PPD:
PPD Global Ltd.,

Granta Park, Great Abington,
Cambridge, CB21 6GQ

Granta Park, Great
Cambridge, CB21 6GQ

Abington,
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Spojené krélovstvi United Kingdom
XXX XXX
Pokud je ur¢eno Zdravotnickému zatizeni: IKEM If to Institution:
IKEM
Videnska 1958/9, 140 21 Praha 4, Videniska 1958/9, 140 21 Prague 4,
Ceska republika 2 Czech Republic
XXX XXX
XXX XXX
Pokud je uré¢eno Hlavnimu zkousejicimu: If to Principal Investigator:
XXX XXX
IKEM, Videniska 1958/9, 14021 IKEM, Videniska 1958/9, 14021
Praha 4, Ceska republika Prague 4, Czech Republic
XXX XXX
Pokud je uréeno Zadavateli: If to Sponsor:
Novartis Pharma AG Novartis Pharma AG
Lichtstrasse 35, 4056  Basel, Lichtstrasse 35, 4056  Basel,
Svycarsko Switzerland
XXX XXX

Kterakoli Strana miize zménit svou adresu pro zasilani
oznameni a kontaktni osobu ozndmenim takové zmény
ucinénym zde stanovenym zpasobem, aniz by bylo nutné
uzavieni dodatku.

Any Party may change its notice address and contact person
by giving notice of same in the manner herein provided and
an amendment will not be required.

13.13 Jazyk. V piipad¢ rozporu mezi podminkami
anglické a Ceské verze této Smlouvy, jsou rozhodujici
podminky Ceské verze.

13.13 Language. To the extent that the terms and
conditions of the English and Czech versions of this
Agreement contlict, the terms and conditions of the Czech
version shall prevail.

ZDRAYO"[N[CKE ZARi@ENi A HLAVNj
ZKOUSEJICI BEROU NA VEDOMI A POTVRZUJI,
ZE UMELE  VYTVARENI, FALSOVANI,

POZMENOVANI NEBO UPRAVA JAKYCHKOLI
UDAJU O STUDIINICH SUBJEKTECH NEBO
JINYCH INFORMACI POSKYTNUTYCH
ZDRAVOTNICKYM ZARIZENIM NEBO
HLAVNIM ZKOUSEJiCiM DLE TETO SMLOUVY
ZE STRANY ZDRAVOTNICKEHO ZARIZENI,
HLAVNIHO ZKOUSEJICIHO CI JAKYCHKOLI

ZAMESTNANCU NEBO ~ ZASTUPCU
ZDRAVOTNICKEHO  ZARIZENI  NEBO
HLAVNIHO ZKOUSEJICIHO MUZE MIT ZA

NASLEDEK TRESTNI RIiZENi A POSTIH VUCI
ZDRAVOTNICKEMU ZARIZENI A HLAVNIMU
ZKOUSEJiCIiMU A OBCANSKOPRAVNI
ODPOVEDNOST VUCI SPOLECNOSTI PPD A
ZADAVATELL

INSTITUTION AND PRINCIPAL INVESTIGATOR
UNDERSTAND AND ACKNOWLEDGE THAT
FABRICATION, FALSIFICATION OR
ALTERATION BY INSTITUTION, PRINCIPAL
INVESTIGATOR OR ANY EMPLOYEES OR
AGENTS OF INSTITUTION OR PRINCIPAL
INVESTIGATOR OF ANY STUDY SUBJECT DATA
OR OTHER INFORMATION PROVIDED BY
INSTITUTION OR PRINCIPAL INVESTIGATOR
PURSUANT TO THIS AGREEMENT CAN RESULT
IN CRIMINAL ACTIONS AND SANCTIONS
AGAINST INSTITUTION AND PRINCIPAL
INVESTIGATOR AND IN CIVIL LIABILITY TO
PPD AND SPONSOR.

[nasleduje podpisova strana]

[Signature Page to Follow]
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Tato Smlouva v¢etné viech souvisejicich dodatkli mlize byt
vyhotovena ve tfech stejnopisech, z nichz kazdy je
povaZovan za original a vSechny spolecné tvoii jeden a
tentyZ dokument. Kazda ze Stran mlze tuto Smlouvu a
vSechny jeji dodatky podepsat mezinarodné uznavanym
elektronickym podpisem nebo ve formatu Portable
Document Format (nebo jiném formatu souboru) zaslaném
elektronickymi prostfedky. Podpisy opravnénych zastupct
Stran u¢inéné formou elektronického podpisu nebo zaslané
elektronickymi prostfedky ve formatu Portable Document
Format maji stejnou platnost a ¢innost jako vlastnoru¢ni
podpisy, jsou platné a zavazné a po jejich doruceni dochazi
k f4dnému uzavieni této Smlouvy a viech jejich dodatka.
Je-li to relevantni, kazda Strana zarucuje, ze jeji
elektronicky podpis je v souladu s Platnymi pravnimi
piedpisy.

This Agreement and all associated amendments may be
executed in three counterparts, each of which shall be
deemed an original and all of which together shall
constitute one and the same instrument. Each Party may
execute this Agreement and all amendments by
iternationally recognized electronic signature or in
Portable Document Format (or other file format) sent by
electronic means. Signatures of authorized signatories of
the Parties completed by electronic signature or sent by
electronic means in Portable Document Format shall have
the same force and effect as original signatures, shall be
valid and binding, and, upon delivery, shall constitute due
execution of this Agreement and any amendments
hereunder. If applicable, each Party warrants that its/his/her
electronic signature conforms with Applicable Law.

NA DUKAZ CEHOZ Strany zajistily prostfednictvim
svych povéfenych pravnich zastupcli uzavieni této
Smlouvy, pii¢emz kazda ze Stran prohlasuje, Ze je
opravnéna tuto Smlouvu podepsat k Datu nabyti u¢innosti.

WITNESS WHEREOF, the Parties hereto have caused this
Agreement to be executed, through their authorized legal
representatives, and each Party declares it has autonomy to
sign this Agreement, as of the Effective Date.

PPD Global Ltd. / PPD Global Ltd

Podpis / Signature:

Jméno / Name;:

Funkce / Title:

Datum / Date:

Zdravotnické zafizeni/ Institution

Podpis / Signature:

Jméno / Name;:

Funkce / Title:

Datum / Date:

Hlavni zkousejici / Principal Investigator

Podpis / Signature:

Jméno / Name;:

Datum / Date:
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Ptiloha A/ Exhibit A xxx, celkova ¢astka na str.8/ total amount on pg 8

Ptiloha B
DodrZovéani protikorupcnich zésad

Exhibit B
Anti-Corruption Compliance

B.1 Zdravotnické zafizeni a Hlavni zkousejici se
zavazuji, Ze nebudou vykonavat, nezplsobi ani
nedovoli, aby byla pfimo nebo nepfimo
prostiednictvim tfetl strany vykonavana jakakoli
¢innost, kterd: (i) je podle jakychkoli zdkond ¢i
pravidel nezakonna nebo (ii) by vedla k tomu, Ze by
spole¢nost PPD nebo Zadavatel porusili americky
zakon o zahrani¢nich korupénich praktikdch, britsky
zakon o uplatkafstvi nebo jiné platné protikorupéni
zékony (spoletné déle jen , Protikorupéni zdkony™).

B.1 Institution and Principal Investigator agree that
they shall neither undertake, nor cause, nor permit to
be undertaken, directly or indirectly through any third
party, any activity which (1) is illegal under any laws,
rules, or (i1) would have the effect of causing PPD to
be in violation of the U.S. Foreign Corrupt Practices
Act, the U.K. Bribery Act or other applicable anti-
corruption laws (collectively “Anti-Corruption
Laws™).

B.2 Zdravotnické zafizeni a Hlavni zkouSejici pfimo
ani  nepfimo  prostfednictvim  tfeti  strany
neposkytnou, nenabidnou ani nepfislibi Zadné
,Juredni osobé™ (podle definice nize) Zadnou platbu,
dar ani jinou hodnotnou véc s cilem nepatfi¢né (i)
ovlivnit jakékoli oficialni jednani ¢i rozhodnuti této
ufedni osoby nebo (ii) jinak napomoci spole¢nosti
PPD ¢i mistni pfidruzené spoleénosti PPD ziskat ¢1 si
udrZzet obchodni zakdzku, smérovat obchodni
zakazku na kteroukoliv osobu nebo ziskat
neopravnénou vvhodu.

B.2 Institution and Principal Investigator shall not,
directly or indirectly through any third party, give,
offer, or promise any payment, gift, or other thing of
value to any individual “government official”
(defined below), in order to improperly (1) influence
any official act or decision of such government
official, or (i1) otherwise assist PPD, or PPD local
affiliate, in obtaining or retaining business, In
directing business to any person, or in securing an
improper advantage.

B.3 Zdravotnické =zafizeni a Hlavni zkousSejici
nenajmou ani jinak nevyuZziji zastupce zadné tieti
strany v souvislosti s pInénim podle této Smlouvy bez
piedchoziho pisemného souhlasu spole¢nosti PPD
(ktery mlize spole¢nost PPD podle svého vyhradniho
uvazeni odepfit). Zdravotnické zatfizeni a Hlavni
zkousejici se dale zavazuji, Ze bez piedchoziho
pisemného souhlasu spole¢nosti PPD (ktery miiZze
spole¢nost PPD podle svého vyhradniho uvéazeni
odepfit) neposkytnou jménem nebo ve prospéch
spole¢nostt PPD ¢1 mistni pfidruzené spolecnosti
PPD 7&dné tieti strané zadné penize, dary ani jiné
cennosti.

B.3 Institution and Principal Investigator shall not
engage or otherwise use any third-party agents in
connection with its performance hereunder without
PPD’s advance written approval (which may be
withheld by PPD in its sole discretion). Institution
and Principal Investigator further agree that no
payments of money, gifts or other things of value
shall be made to any such third-parties on behalf of or
for the benefit of PPD, or PPD local affiliate, without
PPD’s advance written approval (which may be
withheld by PPD in its sole discretion).

B.4 Zdravotnické =zafizeni a Hlavni zkousejici
prohladuji, zaruCuji a zavazuji se, Ze Zadny vedouci
pracovnik, €len pfedstavenstva nebo zaméstnanec
Zdravotnického zatizeni nebo Hlavniho zkousejiciho
neni ,,ufedni osobou" dle definice v této Smlouvé¢, v
jakémkoli postaveni, s vyjimkou toho, Ze je
zamé&stnancem vefejné nemocnice; a Zdravotnické
zafizeni zapoji své vedouci pracovniky, ¢leny
piedstavenstva nebo zaméstnance do Studie pouze za

B.4 Institution and Principal Investigator represent,
warrant and covenant that no officer, director, or
employee of the Institution or Principal Investigator
1s a “government official” as defined herein under any
capacity, save their being an employee of a public
hospital; and Institution shall engage its officers,
directors or employees in the Study only for the
performance of Services within the scope of this
Agreement. The Institution and Principal Investigator
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ucelem poskytovani sluzeb v rozsahu této Smlouvy.
Zdravotnické zafizeni a Hlavni zkouSejici se dale
zavazuji, Ze bez predchoziho pisemného souhlasu
spole¢nosti PPD (ktery mize spolec¢nost PPD podle
svého vyhradniho uvadZeni odepfit) nezaméstnaji ani
nenajmou ,ufedni osobu®, aby jednala za spole¢nost
PPD nebo jejim jménem. Zdravotnické zafizeni a
Hlavni zkousejici se dale zavazuji, Ze Zadna ,,ufedni
osoba”™ nema ani nebude mit zadny osobni prospéch,
att uz pfimy nebo nepfimy, z odmény, kterou
Zadavatel prostfednictvim spolecnosti PPD vyplaci
Zdravotnickému zafizeni a Hlavnimu zkouSejicimu
podle této Smlouvy.

also covenant that they shall not employ or engage
any “government official” to act for or on behalf of
PPD without PPD’s advance written approval (which
may be withheld by PPD in its sole discretion).
Institution and Principal Investigator further covenant
that no “government official” is deriving or will
derive any personal benefit, directly or indirectly,
from compensation paid by Sponsor, through PPD, to
Institution and Principal Investigator hereunder.

B.5 Pokud Zdravotnické =zafizeni nebo Hlavni
zkousejici kterékoli prohlaSeni, zaruku &1 zévazek
uvedeny v této Pfiloze B porusi: (i) spolecnost PPD
ma pravo tuto Smlouvu s okamzitou platnosti ukoncit
s uvedenim diivodu a uplatnit veSkeré dal$i pravni
prosttedky, jeZ ma podle zakona ¢i prava ekvity k
dispozici; a (i1) zaniknou veskeré zavazky spolecnosti
PPD a Zadavatele uhradit Zdravotnickému zafizeni
Hlavnimu zkouSejicimu odménu za  Sluzby
poskytnuté podle této Smlouvy.

B.5 If Institution or Principal Investigator breach any
of the representations, warranties or covenants set
forth in this Exhibit B, then: (1) PPD shall have the
immediate right to terminate this Agreement for
cause and the right to exercise any other remedies
available at law or in equity; and (11) all obligations of
PPD to compensate Institution and Principal
Investigator for Services provided under this
Agreement shall cease.

B.6 Zdravotnické zafizeni a Hlavni zkouSejici v
rozsahu povoleném platnymi zdkony budou hdjit,
odskodni a zbavi odpovédnosti spole¢nost PPD v
souvislosti s jakymikoliv pokutami, ztratami,
zavazky a vydaji, které spole¢nosti PPD vzniknou v
disledku  poruSeni  kterékoli z  povinnosti
Zdravotnického zafizeni a Hlavniho zkousejiciho
podle této Ptilohy B. Povinnost zbavit spole¢nost
PPD odpovédnosti podle této Piilohy B v souvislosti
s jakymkoliv porusenim Protikorupénich zdkond
nebude podléhat omezeni odpovédnosti, jez je
stanoveno touto Smlouvou.

B.6 To the extent permitted by Applicable Law,
Institution and Principal Investigator shall defend,
indemnify and hold PPD harmless from any penalties,
losses, liabilities and expenses incurred by PPD as a
result of Institution and Principal Investigator’s
breach of any of its obligations under this Exhibit B.
The obligation to indemnify PPD under this Exhibit
B for violations of Anti-Corruption Laws shall not be
subject to any limitation of liability set out in the
Agreement.

B.7 Pro ucely této Prilohy B se vyrazem ,ufedni
osoba“ rozumi (1) jakykoli Ufednik, zaméstnanec
nebo jind osoba jednajici v ufedni funkci za vladu
nebo za jakékoli jeji ministerstvo, uUfad nebo
podiizenou vladni organizaci, pifipadné jednajici
jejich jménem; (1) jakykoli ufednik, zaméstnanec
nebo jina osoba jednajici v tfedni funkci za vefejnou
mezinarodni organizaci (napi. Organizaci spojenych
narodd,  Svétovou banku nebo  Svétovou
zdravotnickou organizaci); (iii) jakdkoli politicka
strana nebo jeji predstavitel nebo jakykoli kandidat na
politickou funkci; a (iv) rodinni pfisluSnici nebo
zastupci kterékoli z vySe uvedenych osob.

B.7 For the purpose of this Exhibit B, the term
“government official” means (1) any officer,
employee or other person acting in an official
capacity for or on behalf of a government or any
department, agency or instrumentality thereof, (ii)
any officer, employee or other person acting in an
official capacity for or on behalf of a public
international organization (such as the United
Nations, World Bank, or World Health
Organization); (iil) any political party or official
thereof or any candidate for political office; and (iv)
any family members or representatives of any of the
individuals listed above.
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Ptiloha C

Exhibit C

Ochrana osobnich udaji a soukromi

Data Protection and Privacy

C.1 Vymezeni pojmii

C.1 Definitions

C.1.1 ,Priavni predpisy o ochrané¢ osobnich
udaji a soukromi* jsou viechny platné zakony, predpisy
a regulacni poZzadavky tykajici se ochrany osobnich udaji
a soukromi na celém svété, véetné a) Obecného nafizeni o
ochrané osobnich udaji 2016/679 (dale jen ,,Natizeni®),
(b) britského zakona o ochran¢ osobnich udaji z roku 2018
(dale jen ,britské nafizeni GDPR*) (c¢) Svycarského
federalniho zdkona o ochran¢ osobnich udaju (dale jen
FADP) (d) jakychkoli pravnich pfedpisd provadégjicich
toto Nafizeni nebo souvisejici pravni piedpisy kteréhokoli
¢lenského statu Evropského hospodarského prostoru; nebo
(e) jakéhokoli jiného zdkona, ktery je nyni v platnosti nebo
ktery mize v budoucnu vstoupit v platnost v jakékoli
piisluiné jurisdikci a ktery upravuje zpracovani osobnich
udajii a vztahuje se na kteroukoli stranu této Smlouvy.

C.1.1 “Data Protection and Privacy Laws” mean
all applicable laws, regulations, and regulatory
requirements and guidance relating to data protection and
privacy globally, including (a) the General Data Protection
Regulation 2016/679 (“Regulation™); (b) the UK Data
Protection Act of 2018 (“UK GDPR”) (¢) the Swiss Federal
Data Act on Data Protection (“FADP”) (d) any legislation
transposing the Regulation or related legislation of any
member state of the European Economic Area; or (e) any
other law now in force or that may in future come into
force, in any relevant jurisdiction, governing the Processing
of Personal Data applicable to any party to this Agreement.

Cl2 Vyrazy »Osobni udaje®,
wsZpracovavat/zpracovani,  Spravce” a ,Zpracovatel”
maji stejny vyznam jako v Nafizeni a pojem Studijni
subjekt ma stejny vyznam jako ,Subjekt udaja‘, jak je
tomu v Nafizeni, a zahrnuje také tyto pojmy nebo
odpovidajici pojmy, jak jsou definovany podle jakychkoli
jinych Pravnich pfedpist o ochran¢ Osobnich udaji a
soukromi. Mezi Osobni Udaje patti 1 zakodované udaje a
snimky pacientd.

C.1.2 “Personal Data”, “Process/Processing”,
“Controller” and “Processor” shall have the same
meaning as in the Regulation and Study Subject shall have
the same meaning as “Data Subject” as in the Regulation
and shall also include these terms, or corresponding terms,
as defined under any other Data Protection and Privacy
Laws. Personal Data shall include patient-level key-coded
data and images.

C.2 Soulad s predpisy. Strany si vzijemné zaruCuji, Ze
budou Osobni udaje zpracovavat v souladu se vsemi
pravnimi piedpisy o ochrané osobnich udajli a soukromi a
v souladu s ICH-GCP.

C.2 Compliance. The Parties warrant to each other that
they will Process Personal Data in compliance with all Data
Protection and Privacy Laws, and in compliance with ICH-
GCP.

C.3 Role a odpovédnost Stran v souladu s NaFizenim.
Strany berou na védomi, Ze s ohledem na plnéni ucelu
klinického vyzkumu popsané¢ho v Protokolu jsou na
zakladé této Smlouvy nebo jakychkoli dal$ich platnych
smluv Zdravotnické zafizeni 1 Zadavatel spoleénymi
Spravei  udaja; Spole¢nost PPD  je Zpracovatelem
jednajicim podle pokynt Zadavatele v souvislosti se
zpracovanim Osobnich udaji, které je nezbytné pro
poskytovani sluzeb Zadavateli podle této Smlouvy a/nebo
jakychkoli dalsich platnych smluv. Clanek 26 Nafizeni
vyzaduje, aby si spolecni Spravei na zakladé vzajemné
dohody wurcili své ptislusné povinnosti v souladu s
Nafizenim. V souladu s timto cilem si Strany dohodly
nasledujici rozdéleni odpovédnosti:

C.3 Roles and Responsibilities of the Parties Under the
Regulation. The Parties acknowledge that, in respect to
fulfilling the purpose of the clinical research as described
in the Protocol, under this Agreement or any other
applicable agreement(s), each of the Institution and
Sponsor are joint Controllers; PPD is a Processor acting
under instructions from Sponsor with respect to Processing
of Personal Data which is required by the provision of the
services to Sponsor under this Agreement and/or any other
applicable agreement(s). Article 26 of the Regulation
requires that joint Controllers shall determine their
respective responsibilities for compliance with the
Regulation through an arrangement between them.
Pursuant to this objective, the following allocation of
responsibility is agreed:

C.3.1 Uplatnéni prav ma ochranu Osobnich
udajiu. Vzhledem k tomu, Ze Zdravotnické zafizeni a
Hlavni zkousejici budou mit vyhradni pfistup k totoznosti
Studijnich subjektli, budou odpovidat za dodrzovani
povinnosti podle Natizeni, pokud jde o uplatiiovani prav na
ochranu udaja Studijnich subjektli. Studijni subjekty by se
mély nejprve pokusit uplatnit svd prdva kontaktovdnim

C.3.1 Exercising Data Protection Rights.
Because Institution and Principal Investigator will solely
have access to the identity of Study Subjects, it shall ensure
compliance with the obligations under the Regulation as
regards the exercising of the data protection rights of Study
Subjects. Study Subjects should seek to exercise their rights
by first contacting the Principal Investigator and through
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Hlavniho zkousejiciho a prostfednictvim Povéfence pro
ochranu osobnich udaji (dale jen ,.DPO%), kterého
Zdravotnické zafizeni jmenuje v souladu s ¢lankem 37
Natizeni. Pokud dotaz nemlze zodpovédét ani Hlavni
zkousejici, ani DPO Zdravotnického zafizeni, mize se
Hlavni zkouSejici jménem Studijnich subjekt obratit na
Zadavatele tak, aby byla zachovana jejich totoznosti v
davérnosti, jak predepisuje ICH-GCP. Strany souhlasi, Ze
budou spolupracovat, aby v co nejvétsi mife vyhovély
z4dostem Studijnich subjekti.

the Data Protection Officer (“DPO”) that is appointed by
the Institution under Article 37 of the Regulation. When the
query cannot be addressed by neither the Principal
Investigator nor by the Institution DPO, the Principal
Investigator can approach the Sponsor on behalf of the
Study Subjects, so as to maintain confidentiality of their
identity as prescribed by the ICH-GCP. The Parties agree
to cooperate in order to satisfy, to the extent possible, the
request made by the Study Subjects.

C3.2 Poskytovani informaei Studijnim
subjektum. Zadavatel uvede informace, které musi byt
poskytnuty Studijnim subjektim podle ¢lanka 13 a 14
Naftizeni, do informovanych souhlasl pro pacienty.

C.3.2 Provision of Information to Study
Subjects. Sponsor shall include the information that must
be provided to Study Subjects as required by Articles 13
and 14 of the Regulation in subject informed consent forms.

C.3.3 Oznamovani incidenti tykajicich se
zabezpeceni udaji. Zdravotnické zatizeni odpovida za
vySetfeni a napravu jakéhokoli skutetného nebo
domnélého bezpecnostniho incidentu, ktery zahrnuje nebo
o kterém se Zdravotnické zatizeni diivodné domniva, Ze
zahrnuje neopravnény pristup, pouZiti, zvefejnéni, ztratu,
znic¢eni nebo zménu Osobnich udaji a informaci (dale jen
,.Bezpecnostni incident™), k némuz doslo v souvislosti s
¢innostmi provadénymi Zdravotnickym zafizenim a ktery
ovlivnil systémy, véetné¢ systému zaloZenych na papirové
dokumentaci, vlastnéné Zdravotnickym zafizenim nebo
pouzivané¢ Zdravotnickym zafizenim a poskytnuté
Zadavatelem nebo tfetimi stranami pro Ucely provadéni
Studie.

C.3.3 Notification of Data Security Incidents.
Institution shall be responsible for investigating and
remediating any actual or suspected security incident that
involves, or which Institution reasonably believes involves,
the unauthorized access, use, disclosure, loss, destruction,
or alteration of Personal Data and Information (“Security
Incident”) that has occurred in the context of activities
carried out by the Institution and affecting either systems,
including paper based, owned by the Institution or used by
Institution and provided by Sponsor or third-parties for the
purposes of conducting the Study.

Zdravotnické zafizeni bude neprodlen¢ informovat
Zadavatele na adrese xxx a spole¢nost PPD na adrese xxx
0 kazdém Bezpecnostnim incidentu. V tomto oznadmeni
bude prfiméfené¢ podrobné shrnuto, jaky dopad ma
Bezpeénostni incident na Zadavatele a spolecnost PPD (a
jeji ptidruzené spolecnosti) a jakd napravna opatieni
Zdravotnické zatfizeni pfijima.

Institution shall notify Sponsor at xxx and PPD at xxx
immediately of any Security Incident. Such notice shall
summarize in reasonable detail the impact on Sponsor and
PPD (and its affiliates) of the Security Incident and the
corrective action to be taken by Institution.

Pokud to vyzaduji pravni predpisy o ochrané¢ Osobnich
udaji a soukromi, nahlasi Zdravotnické zatfizeni
bezpetnostni incidenty, které maji vliv na systémy
vlastnéné Zdravotnickym zafizenim, dotenym osobdm a
ptislusnému dozorovému uradu.

Institution shall, where required by Data Protection and
Privacy Laws, report Security Incidents affecting systems
owned by the Institution to the affected individuals and to
the competent supervisory authority.

Zadavatel odpovida za vySetfeni a ndpravu kazdého
skute¢ného nebo domnélého Bezpe¢nostniho incidentu,
ktery se tykd bud’ systémi vlastnénych Zadavatelem, nebo
systémi poskytovanych tfetimi stranami, které¢ Zadavatel
najal pro ucely provadéni Studie.

Sponsor shall be responsible for investigating and
remediating any actual or suspected Security Incident
affecting either systems owned by the Sponsor or provided
by third-parties contracted by the Sponsor for the purposes
of conducting the Study.

Pokud to vyzaduji pravni ptedpisy o ochrané¢ osobnich
udaji a soukromi, nahladsi Zadavatel Bezpecnostni
incidenty, které maji vliv na systémy vlastnéné
Zadavatelem, dotCenym osobam prostiednictvim Hlavniho
zkousejictho nebo DPO Zdravotnického zatizeni, a dale
piislusnému dozorovému uradu.

Sponsor shall, where required by Data Protection and
Privacy Laws, report Security Incidents affecting systems
owned by the Sponsor to the affected individuals, via the
Principal Investigator or the Institution DPO, and to the
competent supervisory authority.

C.3.4 Reakce na sdéleni tykajici se ochrany
osobnich udaju. Pokud Zdravotnické zafizeni obdrZi od

C.3.4 Responding to Communication Related to
Data Protection. Institution shall promptly notify the
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Studijniho subjektu, dozorového ufadu nebo jiného
Regula¢niho ufadu jakékoliv sdéleni tykajici se ochrany
osobnich udaj vztahujici se ke Sluzbam (v¢etné zadosti o
seznameni se s obsahem ujednani nebo stiznosti tykajicich
se spole¢né spravy), uvédomi o tom neprodlené pisemné
Zadavatele na adrese xxx a poskytne Zadavateli a
spole¢nostt PPD v tomto sméru plnou spolupraci a
sou¢innost, aniZz by to pro Zadavatele pfedstavovalo
vicendklady.

Sponsor in writing, at xxx 1If they receive any
communication with regards to data protection relating to
the services from a Study Subject (including requests to
know the content of the joint Controllership arrangements
or complaints), a supervisory authority or other Regulatory
Agency and provide Sponsor and PPD with full
cooperation and assistance in relation to any such
communication, at no additional cost to Sponsor.

Stiznosti na zplsob, jakym Zdravotnické zafizeni
zpracovalo osobni udaje Studijnich subjekt, bude fesit
Zdravotnické zafizeni, které bude Zadavatele pravidelné
informovat az do uzavieni zaleZitosti.

In case of a complaint on how the Institution Processed the
Study Subject’s Personal Data, such compliant will be
managed by the Institution and Institution will keep the
Sponsor updated until the conclusion of the matter.

C.3.5 Odpovédnost a vedeni zaznami.
Zdravotnické zafizeni 1 Zadavatel provadéji nezavisle na
sobé vlastni posouzeni vlivu na ochranu osobnich udajli a
vedou zaznamy o ¢innostech tykajicich se zpracovani, jak
to ukladaji Pravni predpisy o ochran¢ Osobnich udaji a
soukromi.

C.3.5 Accountability and Record Keeping.
Institution and Sponsor shall, each and independently one
from the other, carry out their own Data Protection impact
assessment and maintain record of processing activities as
required by Data Protection and Privacy Laws.

C.3.6 Zpristupnéni obsahu ujednani tykajicich
se spole¢né spravy Studijnim subjektim. Zdravotnické
zafizeni prostfednictvim Hlavniho zkousejiciho nebo DPO
Zdravotnického zafizeni na pozadani zpfistupni Studijnim
subjektim obsah ujednani podle tohoto ¢lanku C.3, a to
ptipadné i odkazem na formuldf informovaného souhlasu.

C.3.6 Disclosing Content of Joint Controllership
Arrangements to Study Subjects. Institution, via the
Principal Investigator or the Institution DPO shall, upon
request, make available the content of arrangements under
this Section C.3, to Study Subjects, also by referring to
them to the informed consent form where applicable.

C.4 Zabezpeceni informaci. VSechny Strany zavedou
odpovidajici technickd a organiza¢ni opatieni na ochranu
osobnich udaja a informaci podle pozadavki ICH-GCP a
Pravnich ptedpist o ochran¢ Osobnich udajii a soukromi.
Strany zajisti, aby se osoby opravnéné zpracovavat osobni
udaje zavazaly zachovavat dlivérnost nebo aby se na né
vztahovala pfislusna zakonnd povinnost zachovani
mlcenlivosti. Zdravotnické zafizeni zejména uplatni pfisné
kontrolni mechanismy, které zajisti, Ze ptivodni zdravotni
zaznamy Studijnich subjektl budou zabezpecené pred
neopravnénym piistupem a ndhodnou ztratou. Zadavatel
a/nebo spolecnost PPD mohou mit pfistup k piivodnim
lékatskym zaznamdm za G€elem provadéni monitorovani a
budou s témito dokumenty nakladat v naprosté diivérnosti.

C.4 Information Security. All Parties shall implement
appropriate technical and organizational measures to
protect the Personal Data and Information as required by
ICH-GCP and Data Protection and Privacy Laws. The
Parties shall ensure that persons authorized to Process
Personal Data have committed themselves to
confidentiality or are under an appropriate statutory
obligation of confidentiality. Institution shall in particular
apply strict controls to ensure Study Subjects’ original
medical documents are secured from unauthorized access
and accidental loss. Sponsor and/or PPD may access
original medical records to perform monitoring activities
and shall handle such documents in the strictest confidence.

C.5 Predavani daji. Zdravotnické zafizeni bude
zpracovavat nebo jinak predavat osobni udaje mimo
Evropsky hospodaisky prostor (¢lenské staty Evropské
unie plus Norsko, Island a Lichtenstejnsko) pouze tak, jak
je povoleno Zadavatelem. Zdravotnické zafizeni pfitom
odpovida za dodrZzovani pozadavka kapitoly V Narizeni.

C.5 Data Transfers. Institution shall only Process or
otherwise transfer Personal Data outside the European
Economic Area (member states of the European Union
plus, Norway, Iceland & Liechtenstein) as authorized by
Sponsor. In doing so, Institution shall be responsible for
compliance with the requirements of Chapter V of the
Regulation.

C.6 Smluvni ramec pro export osobnich wudaji.
Spole¢nost PPD prohladuje, Ze uzaviela nebo uzavie se
Zadavatelem smlouvu, kterd zahrnuje nezbytné zaruky
ochrany Osobnich udaji, technickd a bezpe¢nostni opatfeni
a prava Studiniho subjektu tykajici se importu a
zpracovani Osobnich udajii spole¢nosti PPD v souladu s
Platnymi pravnimi piedpisy jako Zpracovatel Zadavatele.

C.6 Contractual Framework for Exporting Personal
Data. PPD represents that it has executed, or shall execute,
an agreement with Sponsor that includes the requisite
privacy safeguards, technical and security measures, and
Study Subject rights for PPD’s importing and Processing of
Personal Data in compliance with Applicable Law as
Sponsor’s Processor.
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