Clinical Trial Agreement

Smlouva o klinickém hodnoceni

THIS CLINICAL TRIAL AGREEMENT
(“Agreement”) is valid as of the last date of signature
(“Date of Validity”) and effective as of the date of the
publication of the Agreement in the registry of
contracts (“Effective Date”) by and between:

PPD Global Ltd, Granta Park, Great Abington,
Cambridge, CB21 6GQ, UK (“PPD”)

and

Nemocnice Pardubickeho kraje a.s.,

Kyjevska 44, 532 03 Pardubice

Represented by: ~ MUDr. Toma$ Gottvald, MHA,
chairman of the board

a MUDr. Vladimirem Ningerem, Ph.D., MBA, a

member of the board
ID: 27520536
VAT: CZ27520536

Bank: CSOB, a.s. branch Pardubice, account number:
280123725/0300

Registered in the commercial register, kept by the
Regional Court in Hradec Kralové, section B, file
2629 (“Institution”),

and

XXX, with his/her offices located at Kyjevska 44, 532
03 Pardubice

Principal Investigator”).

TATO SMLOUVA O KLINICKEM HODNOCENI
(,,Smlouva®) s platnosti ode dne posledniho podpisu
kterékoliv ze stran (“Datum platnosti) a s G€innosti
ke dni zvefejnéni Smlouvy v registru smluv (,,Datum
nabyti acinnosti*) se uzavird mezi:

PPD Global Ltd, Granta Park, Great Abington,
Cambridge, CB21 6GQ, UK (,,PPD%)

a

Nemocnice Pardubického kraje, a.s.

Kyjevska 44, 532 03 Pardubice

zastoupend:  MUDr. Tomasem Gottvaldem, MHA,
ptedsedou predstavenstva

a MUDr. Vladimirem Ningerem, Ph.D., MBA, ¢lenem

predstavenstva
IC: 27520536
DIC: CZ27520536

Bankovni spojeni: CSOB, a.s. pobo¢ka Pardubice, ¢.
uctu: 280123725/0300

Zapsand v obchodnim rejstiiku, vedeném Krajskym
soudem v Hradci Kralové oddil B, vlozka 2629
(,,Poskytovatel”),

a

XXX, sordinaci na adrese Kyjevskd 44, 532 03
Pardubice

(,,Hlavni zkousSejici”).

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

PPD, Poskytovatel a Hlavni zkouSejici jsou zde
jednotlivé nebo spolecné oznacovani jako ,,.Smluvni
strana‘“ nebo ,,Smluvni strany”.

BACKGROUND:

ZAKLADNI INFORMACE:

WHEREAS, by separate agreement, argenx BV with
its principal place of business at Industriepark
Zwijnaarde 7, 9052 Zwijnaarde, Belgium (“Sponsor”)
has engaged PPD Global Ltd acting as an
independent contract research organization together
with its clinical affiliates and offices, to coordinate
and/or perform on behalf of Sponsor certain activities
required for the conduct of the Study, including

VZHLEDEM K TOMU, ze argenx BV s hlavnim
mistem podnikani na adrese Industriepark Zwijnaarde
7, 9052 Zwijnaarde, Belgie (dale jen ,,Zadavatel*) na
zaklade samostatné smlouvy povéril PPD Global Ltd,
pusobici coby nezavisla smluvni  vyzkumna
organizace spolecné se svymi klinickymi pobockami
a kancelafemi, aby koordinovaly a/nebo provadély
jménem Zadavatele urcité cinnosti potiebné pro
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without limitation certain monitoring functions,
negotiation and execution of clinical trial agreements
and related documentation, and performance of
appropriate payments under such agreements; and

provedeni Klinického hodnoceni, mimo jiné vcetné
urCitych ~ monitorovacich ~ funkci,  sjednavani
a uzavirani smluv o klinickém hodnoceni a souvisejici
dokumentace a provadéni prislusnych plateb podle
téchto smluv; a

WHEREAS, PPD desires to engage the services of the
Institution and Principal Investigator for the conduct
of a clinical research study entitled “A Randomized,
Double-Blinded, Placebo-Controlled, Phase 3,
Parallel-Group Design Study Evaluating the
Efficacy and Safety of Efgartigimod PH20 SC
Administered by Prefilled Syringe in Adult
Participants With Ocular Myasthenia Gravis”
(“Study”) in accordance with Sponsor’s protocol no.
ARGX-113-2315 (“Protocol”) and the terms of this
Agreement; and

VZHLEDEM K TOMU, ze spolecnost PPD si pfeje
vyuzit sluzeb Poskytovatele a Hlavniho zkousejiciho
k provedeni  klinického vyzkumného hodnoceni
snazvem ,, Randomizované, dvojité zaslepené
klinické hodnoceni faze 3 kontrolované placebem,
uspoiradané v paralelnich skupinach, hodnotici
ucinnost a bezpefnost efgartigimodu PH20
podavaného subkutinné predplnénou injekéni
stfikackou dospélym pacientim s ofni myastenii
gravis” (dale jen ,Klinické hodnoceni*) v souladu
s protokolem Zadavatele ¢. ARGX-113-2315 (dale
jen ,,Protokol*) a podminky této Smlouvy; a

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

VZHLEDEM K TOMU, Ze Poskytovatel a Hlavni
zkousejici si preji se na Klinickém hodnoceni podilet
V prostorach Poskytovatele.

NOW, THEREFORE, in consideration of the mutual
promises and covenants contained herein, the receipt
and sufficiency of which are hereby acknowledged,
the Parties hereby covenant and agree to be bound as
follows:

PROTO SE NYNI Smluvni strany pii uvézeni zde
uvedenych vzajemnych pftislibli a zdvazkl, jejichz
pfijeti a dostateCnost se timto uzndva, dohodly, ze
budou zavazany nasledovné:

1. Performance of the Study

1. Provedeni klinického hodnoceni

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”).

1.1 Sluzby. Poskytovatel a Hlavni zkousejici
budou poskytovat urcité sluzby v radmci provadeni
Klinického hodnoceni podle Protokolu, ktery je
soucasti této Smlouvy aje do ni zahrnut formou
odkazu (dale jen ,,Sluzby”).

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

1.2 Platné zakony. Sluzby budou
poskytovany v souladu s podminkami této Smlouvy,
Protokolem, pokyny pro spravnou klinickou praxi
(,GCP*) Mezinarodni rady pro harmonizaci
technickych poZzadavkli na humanni 1é¢ivé ptipravky
(,ICH*) (dale jen "ICH-GCP"), Protikorupénimi
zakony (definovanymi v Pfiloze B), Pravnimi
predpisy o ochran¢ osobnich 1daji a soukromi
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Protection and Privacy Laws (defined in Exhibit C),
with other generally accepted applicable guidelines of
the ICH, as well as all laws and regulations applicable
to the Parties and the Sponsor, as the same may be
amended from time to time (“Applicable Law”).

(definovanymi v Piiloze C)), s dalSimi obecné
uznavanymi platnymi pokyny ICH, jakoz i se vSemi
zakony a predpisy vztahujicimi se na Smluvni strany
a Zadavatele v aktuadlnim platném znéni (,,Platné
zakony*)”).

1.3 Regulatory Agency and IRB/EC. The
Study shall be initiated at Institution upon receipt of
the applicable authorization of the competent
governmental authority, whether national, local, state,
federal or international, responsible for regulating the
conduct of the Study or any aspects thereof
(“Regulatory Agency”) and the approval of the
appropriate Institutional Review Board or comparable
oversight organization, e.g., Ethics Committee
(collectively “IRB/EC”).

1.3 Regula¢ni organ a IRB/EC. Klinické
hodnoceni bude zahajeno v prostorach Poskytovatele
po obdrzeni piislusného schvaleni ze strany
ptislusného vladniho organu, at uz narodniho,
mistniho, statniho, federalniho nebo mezinarodniho,
odpovédného za regulaci provadéni Klinického
hodnoceni nebo jakychkoli jeho aspekti (dale jen
»Regulaéni organ“) apo schvaleni pfisluSnou
institucionalni kontrolni komisi nebo srovnatelnou
revizni organizaci, napi. etickou komisi (souhrnné
LIRB/EC*)”).

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

1.4 Kontrola a dodrZovani Protokolu. Pied
zahdjenim poskytovani sluzeb provede Poskytovatel
a Hlavni zkousSejici kontrolu Protokolu, pficemz
informuje spolecnost ~ PPD, pokud  neni
schopen/schopna splnit nékterou z podminek, které
jsou vném obsazeny. Bez souhlasu Zadavatele
a predchoziho prezkoumdni a zdokumentovaného
schvaleni ze strany IRB/EC by nemély byt provedeny
zadné zmény nebo odchylky od Protokolu, pokud neni
odchylka nutnd k odstranéni  bezprostiedniho
nebezpe¢i  hroziciho  Ucastnikim  klinického
hodnoceni (definovanym niZze). V takovém ptipadé
Smluvni strana, kter4 si je védoma nutnosti odchylky,
neprodlené oznami spolecnosti PPD a Zadavateli
skutecnosti, které tuto odchylku odlivodnuji, jakmile
se onich fe€end Smluvni strana dozvi. Po tomto
oznameni nasleduje pisemné potvrzeni. Pokud dojde
k jakymkoli nesrovnalostem nebo rozporu mezi
podminkami  obsazenymi v Protokolu av této
Smlouve, budou mit pfednost podminky Protokolu
a budou urcujici ve vztahu k védeckym zéleZitostem
asouhlasu  Ucastnika  klinického  hodnoceni,
pficemz podminky Smlouvy budou mit ptednost
abudou urcujici ve vztahu ke vSem ostatnim
zaleZitostem.

1.5 Informed Consent Form. Principal
Investigator shall obtain, an informed consent form

1.5 Formular informovaného souhlasu.
Hlavni zkouSejici ziskd od Ucastnikti klinického
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from Study Subjects to participate in the Study. The
form of such informed consent must be the most
current form approved by IRB/EC, Sponsor and PPD,
and must contain language necessary to permit the
Regulatory Agency, the IRB/EC, Sponsor and PPD to
have access to and use of Study Subject health
information, in compliance with data protection laws.

hodnoceni informovany souhlas s ucasti v Klinickém
hodnoceni. Forma takového informovaného souhlasu
musi byt nejaktualnéjsi formou schvalenou IRB/EC,
Zadavatelem aPPD amusi obsahovat formulace
nezbytné k tomu, aby Regulacni organ, IRB/EC,
Zadavatel aPPD mély pfistup k informacim
0 zdravotnim stavu Ucastnikl klinického hodnoceni
a mohly je pouzivat v souladu se zdkony o ochrané
osobnich udaj.

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 to act as Study staff
(including their employee, and/or 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.

1.6 Ukastnici klinického hodnoceni, Tym
klinického  hodnoceni a misto  Klinického
hodnoceni. Studie bude probihat pod dohledem
avedenim Hlavniho zkouSejictho v prostorach
Poskytovatele avyhradné¢ s pacienty, u kterych
probéhlo fadné¢ zafazeni atucastni se Studie.
(,Utastnici  klinického  hodnoceni®).  Hlavni
zkousejici bude k provadéni Klinického hodnoceni
vyuzivat prostory, zaméstnance a zdroje
Poskytovatele. Poskytovatel a Hlavni zkousejici maji
povinnost na své¢ vlastni naklady a vydaje zajistit
odpovidajici personal Klinického hodnoceni (véetné
vSech zamé&stnancii a/nebo subdodavatelii schvéalenych
Zadavatelem) (,,Tym Kklinického hodnoceni),
vybaveni a dal$i prostfedky potifebné k provadéni
Sluzeb. Hlavni zkousejici a/nebo kterykoli ¢len Tymu
klinického hodnoceni nesmi za zadnych okolnosti bez
pfedchoziho pisemného souhlasu spolecnosti PPD
a/nebo Zadavatele provadét jakoukoli ¢ast Klinického
hodnoceni na jiném mist€ nez v prostorach
Poskytovatele.

1.7 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 ICH-GCP guidelines.

1.7 Uchovavani zaznami béhem klinického
hodnoceni. Poskytovatel aHlavni zkousejici se
zavazuji, ze budou uchovavat odpovidajici zdznamy
tykajici se Klinického hodnoceni, véetné¢ mimo jiné
materiald a udaji pfimo souvisejicich s Protokolem
a/nebo pfislusSnym Hodnocenym pfipravkem ¢i
zdravotnickym prostiedkem, identifikaci pacienta,
klinickymi  pozorovanimi, laboratornimi testy
ziskanymi  nebo uskute¢nénymi v prubehu
poskytovani Sluzeb podle této Smlouvy (spole¢né
~LZaznamy*) v pribéhu Doby platnosti (definované
nize) této Smlouvy ve vhodnych skladovacich
prostorach, splityjicich pokyny ICH-GCP.
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1.8 Record Retention after Expiration or
Termination. All Records shall be retained by
Institution and Principal Investigator for twenty five
years (25 years) after the completion of the Study at
the Institution. In no event shall the Institution or the
Principal Investigator destroy or dispose of any
Records without the prior written consent of Sponsor.

1.8 Uchovavani zaznami po vyprSeni

platnosti nebo ukoneni Smlouvy. Vsechny
zaznamy budou uchovavany Poskytovatelem
a Hlavnim zkouSejicim po dobu dvaceti péti let
(251et) po ukonéeni Klinického hodnoceni

Vv prostorach Poskytovatele. Poskytovatel ani Hlavni
zkousejici nesmi za zaddnych okolnosti zniit nebo
zlikvidovat zaddné Zaznamy bez ptedchoziho
pisemného souhlasu Zadavatele.

1.9 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 is
Sponsor’s responsibility to inform the IRB/EC of any
serious adverse events occurring during the Study, in
accordance with Applicable Law.

19 HlaSeni nezadoucich prihod.
Poskytovatel a Hlavni zkousejici souhlasi, Ze budou
hlasit nezadouci piihody azdvazné nezadouci
ptihody, jak jsou tyto pojmy definovany Protokolem,
ato v souladu s Protokolem a pokyny v dokumentaci
Klinického hodnoceni. Je odpovédnosti Zadavatele
informovat IRB/EC 0 vSech zavaznych nezadoucich
ptihodach, které se vyskytnou béhem Klinického
hodnoceni, v souladu s Platnymi zakony.

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

1.10 Biologické vzorky. Poskytovatel
a Hlavni zkouSejici budou odebirat veskeré biologické
vzorky  vsouladu s Protokolem, formulafem
informovaného souhlasu a Platnymi zékony.

2. Term, Enrollment, and Termination

2. Doba platnosti smlouvy, zafazovani a ukonceni
smlouvy

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

2.1 Doba platnosti smlouvy. Doba platnosti
této Smlouvy za¢ind Datem nabyti G¢innosti a potrva
az do splnéni cild Klinického hodnoceni (,,Doba
platnosti*), pokud nebude dle této Casti ukonéena
drive.

2.2 Study Subject Recruitment. Study
Subject  recruitment is scheduled to start
approximately in  April 2025; the entire Study is
scheduled to be completed by approximately October
2025. 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
appropriate  IRB/EC approval and any other

2.2 Nabor ucastniki klinického hodnoceni.
Zahajeni naboru Ucastnikli klinického hodnoceni je
planovano pfiblizné na fijen 2024; ukonceni celé¢ho
Klinického hodnoceni je v planu zhruba na fijen 2025.
Zarazovani do Klinického hodnoceni probihd na
zakladé vybéru. Jakdkoli zména vySe uvedeného
harmonogramu nevyzaduje zménu této Smlouvy
a miize byt pisemné sdélena Poskytovateli a Hlavnimu
zkousSejicimu (postaci e-mailem). Bez ohledu na vyse
uvedené nesmi byt nabor Ucastniki klinického
hodnoceni Poskytovatelem zahajen, dokud nebude
obdrzeno pozadované schvéleni IRB/EC a ptipadného
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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.

dalsiho Regula¢niho orgénu. Za zadnych okolnosti
nesmi byt ndbor Ugastnikii klinického hodnoceni
zahajen diive, nez spolecnost PPD/Zadavatel predlozi
Poskytovateli pisemné potvrzeni (postaci e-mailem).

2.3 Termination by PPD upon Notice. PPD
may terminate this Agreement with or without cause,
upon thirty (30) days’ prior written notice to
Institution and Principal Investigator.

2.3 Ukonceni smlouvy spole¢nosti PPD na
zakladé vypovédi. Spole¢nost PPD miize tuto dohodu
vypoveédét suvedenim divodu nebo bez uvedeni
divodu, ato na zakladé tricetidenni (30) vypovédni
lhity zaslané Poskytovateli a Hlavnimu zkouSejicimu.

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

a. authorization and approval to
conduct the Study is withdrawn by the IRB/EC or
Regulatory Agency;

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

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

2.4 Okamzité ukonceni smlouvy ze strany
spole¢nosti PPD. Spole¢nost PPD mtize dle svého
vyhradniho uvazeni tuto Smlouvu vypovédéet
s okamzitou platnosti na zakladé pisemné vypovédi,
a to z kteréhokoli z nasledujicich divodi:

a. IRB/EC nebo Regulacni organ
odvola povoleni a schvaleni provadéni Klinického
hodnoceni;

b. Udaje zKlinického hodnoceni
(definované nize) a vysledky testti podporuji ukonceni
Klinického hodnoceni z jakéhokoli diivodu, vcetné
bezpeénosti  a prospéchu  Ugastniktt  klinického
hodnoceni;

c. Hlavnimu zkouSejicimu se
nepodafilo ziskat nebo zafadit dostateCny pocet
Ucastnik  klinického  hodnoceni ~ pro  tdast
v Klinickém hodnoceni, takze je pravdépodobné, Ze
nebudou splnény statistické pozadavky platné pro
Klinické hodnoceni, nebo

d. smlouva o poskytovani sluzeb mezi
spole¢nosti PPD a Zadavatelem tykajici se provadéni
Klinického hodnoceni je ukoncena.

2.5 Termination for Material Breach. This
Agreement may be terminated by any Party upon
thirty (30) days’ prior written notice to the other
Parties outlining a material breach, if said breach is not
cured within said 30-day period by the breaching
Party.

2.5 Ukon¢eni smlouvy z divodu
podstatného poruseni podminek. Tato Smlouva
muze byt ukoncena kteroukoli ze Smluvnich stran na
zaklad¢ pisemné vypovédi s tficetidenni (30denni)
vypovédni lhiitou s uvedenim podstatného poruseni
adresované ostatnim Smluvnim strandm, pokud
Smluvni strana, kterd smlouvu porusila, nezjedna
napravu tohoto poruseni v uvedené 30denni lhité.
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2.6 Termination for Unavailability of
Principal Investigator. This Agreement may be
terminated by PPD 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 use reasonable
efforts to find a successor principal investigator
acceptable to Sponsor.

2.6 Ukon¢eni smlouvy z divodu
nedostupnosti Hlavniho zkouSejiciho. Tato Smlouva
muze byt ukoncena kteroukoli ze Smluvnich stran na
zaklad¢ pisemné vypovédi s tiicetidenni (30denni)
vypovédni lhatou, pokud Hlavni zkousSejici neni
schopen nebo ochoten pokracovat v Klinickém
hodnoceni a neni nalezen jeho nastupce, ktery by byl
piijatelny jak pro Poskytovatele, tak pro Zadavatele.
V ptipadé, ze Hlavni zkousSejici nebude schopen nebo
ochoten  pokracovat v Klinickém  hodnoceni,
Poskytovatel a/nebo Hlavni zkouSejici vynalozi
piiméfené Usili  k nalezeni nastupce Hlavniho
zkousejiciho, ktery je pfijatelny pro Zadavatele.

2.7 Termination for Bankruptcy. Any Party
may terminate this Agreement immediately upon
written notice to the other Parties (i) 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 the
jurisdiction of a receiver or trustee in any insolvency
proceeding authorized by law.

2.7 Ukonc¢eni smlouvy z diivodu tpadku.
Kterakoli Smluvni strana mize tuto Smlouvu ukoncit
s okamzitou platnosti na zaklad¢ pisemné vypoveédi
pfedané ostatnim Smluvnim stranam, (i) pokud je proti
kterékoli Smluvni strané nebo Zadavateli zahajeno
fizeni o reorganizaci nebo jiné sanaci podle jakéhokoli
zakona o tpadku a takové fizeni neni do Sedesati (60)
dnti zruSeno, nebo (i1) pokud se jakdkoli podstatna ¢ast
majetku kterékoli Smluvni strany nebo majetku
Zadavatele dostane do pravomoci nuceného spravce
nebo spravce konkurzni podstaty v ramci jakéhokoli
insolven¢niho fizeni povoleného zdkonem.

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

2.8 PreruSeni zarazovani po ukonceni
Smlouvy. Po obdrZzeni oznameni o ukonceni
Klinického  hodnoceni  Poskytovatel a Hlavni
zkoudejici (i) ihned prerusi zatazovani Ucastniki
klinického hodnoceni, (i1) pfestanou provadet postupy
a ukony vrozsahu, ktery je zlékaiského hlediska
ptipustny a Vv zajmu ochrany prospéchu Ugastniki
klinického hodnoceni a (iii) v maximalni mozné mife
se okamzité zdrzi dalSich nékladl a vydajt.

2.9 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 (“Payment Terms & Budget”). Any amounts not

2.9 Platby po ukonceni Smlouvy. V piipadé
ukon¢eni Smlouvy je castka splatna podle této
Smlouvy omezena na pomérné uhrady na zékladé
skutecné poskytnutych Sluzeb podle Protokolu, jak je
stanoveno vsouladu sCéasti 3 (Platby) nize
a v souladu s rozpoctem a rozpisem plateb, které jsou
ptiloZeny k tomuto dokumentu a jsou do n¢j zaclenény
formou odkazu coby Piiloha A (,,Platebni podminky
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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.

arozpocet). Veskeré¢ castky, které Poskytovateli
a/nebo Hlavnimu zkousejicimu podle této Smlouvy
nenalezi, ale které jiz byly zaplaceny, musi byt
spolecnosti PPD vraceny bez potfeby zadosti do tficeti
(30) dnit od navstévy spolecnosti PPD pii ukonceni
¢innosti centra.

2.10 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; (iii) at Sponsor’s
request and at Sponsor’s reasonable cost, return or
destroy all unused Study drug, compounds, devices,
and related Study materials (other than Records)
furnished to Institution and/or Principal Investigator
by or on behalf of Sponsor or PPD and (iv) at
Sponsor’s request and at Sponsor’s reasonable cost,
return all Equipment furnished to Institution and/or
Principal Investigator by or on behalf of Sponsor or
PPD .

2.10 Vraceni materialu. Po dokonceni
Klinického hodnoceni nebo jeho diivéjsim ukonceni
Poskytovatel a/nebo Hlavni zkousejici (i) pfipravi
apreda Zadavateli zavéreCnou zpravu obsahujici
vSechny relevantni informace tykajici se Klinického
hodnoceni, jak je popsano v Protokolu, véetné vSech
udaji a vysledktt Klinického hodnoceni, (ii) vrati
vSechny informace pro PPD a Zadavatele, jak jsou
definovany v tomto dokumentu, jejich ptislusnému
vlastnikovi; (iii) na zadost Zadavatele a na pfiméiené
naklady Zadavatele vrati nebo znici veskery nepouzity
Hodnoceny  pfipravek,  slou€eniny,  zafizeni
a souvisejici Materialy klinického hodnocenti (jiné nez
Zaznamy) poskytnuté Poskytovateli a/nebo Hlavnimu
zkousejicimu jménem a na zadost Zadavatele nebo
spolecnosti PPD a (iv) na zadost Zadavatele a na
priméiené naklady Zadavatele vratit veskeré vybaveni
dodané Poskytovateli a/nebo Hlavnimu zkouSejicimu
Zadavatelem nebo spolec¢nosti PPD nebo jejich
jménem.

3. Payments

3. Platby

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 2.9
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 informed 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.

3.1 Finan¢ni podpora. Zadavatel
prostiednictvim spolecnosti PPD zaplati za Sluzby
v souladu s Prilohou A; to vSak za ptredpokladu, ze
Sluzby byly fadné provedeny v souladu s Protokolem
a touto Smlouvou. Uhrady plateb zavisi na tom, zda
jsou zpravy adalsi informace podle Casti 2.9
pfedloZeny spolecnosti PPD vcas auspokojivym
zptsobem. Poskytovateli a Hlavnimu zkouSejicimu
nebudou uhrazeny platby za Ugastniky klinického
hodnoceni, kteti byli zatfazeni bez fadné¢ vyplnéného
formulafe informovaného souhlasu v souladu s Casti
1.5 aunichz nebyla splnéna kritéria pro
zafazeni/vylouceni. Pfijemce (piijemci) plateb, jak je
ustanoveno v Pfiloze A, odpovida (odpovidaji) za
platby vSem ostatnim subjektim a osobam, které se
podilely na provddéni Klinického hodnoceni.

Strana 8 z 45




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.

3.2 Poskytnuté sluzby. Poskytovateli
a Hlavnimu zkousejicimu nebudou uhrazeny platby za
poskytnuté Sluzby, které jsou povazovany za poruseni
nebo odchylky od Protokolu nebo této Smlouvy,
s vyjimkou odchylek zdivodu bezprostiedniho
ohrozeni Ucastnikd klinického hodnoceni, za
predpokladu, ze Poskytovatel a/nebo Hlavni
zkousejici jednali v souladu s ¢asti 1.4.

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;
(i) have been negotiated in an arm’s-length
transaction; and (iii) 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.

3.3 Redlna trzni hodnota. Smluvni strany
berou na védomi a souhlasi s tim, Ze ¢astky splatné
Zadavatelem prostfednictvim spolecnosti PPD podle
této Smlouvy (i) predstavuji realnou trzni hodnotu za
Sluzby  poskytnuté  Poskytovatelem, Hlavnim
zkousejicim a Tymem klinického hodnocenti; (ii) byly
sjedndny vramci transakce za obvyklych trznich
podminek a (iii) nebyly stanoveny zptisobem, ktery by
zohlediioval objem nebo hodnotu jakychkoli
doporuceni nebo jinych obchodl jinak sjednanych
mezi  Zadavatelem, Poskytovatelem, Hlavnim
zkousejicim a Tymem klinického hodnoceni. Hlavni
zkousSejici bere na védomi a souhlasi s tim, ze jeho
usudek ohledn¢ poskytovanych rad a péce o kazdého
Utastnika klinického hodnoceni neni anesmi byt
ovlivnén finan¢ni podporou vyplacenou podle této
Smlouvy. Zadné &astky vyplacené podle této Smlouvy
nejsou urceny ani nesmi byt vykladany jako nabidka
nebo platba provedena vyménou za jakykoli explicitni
nebo implicitni souhlas s nakupem, pfedepsanim,
doporucenim nebo zajisténim piiznivych podminek
pro jakykoli produkt nebo sluzbu Zadavatele.
Poskytovatel a Hlavni zkouSejici budou provadét
Klinick¢é hodnoceni v plném souladu se vSemi
platnymi zéakony, pravidly, ptedpisy a pokyny pro
uctovani, tthradu a proplaceni zdravotni péce.

3.4 Reporting Requirements. Institution and
the Principal Investigator acknowledge that Sponsor
may be required, pursuant to Applicable Law to
disclose to relevant 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

3.4 PoZzadavky tykajici se sestavovani zprav.
Poskytovatel a Hlavni zkousSejici berou na védomi, ze
Zadavatel muze byt vsouladu s Platnymi zakony
povinen zvefejnit prisluSnym vlddnim organtim
platby, které vyplatil prostfednictvim spole¢nosti PPD
na zékladé¢ této Smlouvy Poskytovateli, Hlavnimu
zkouSejicimu a jakémukoli jinému poskytovateli
1ékatskych nebo zdravotnickych sluzeb nebo jakékoli
jiné osobé ¢i organizaci, kterd schvaluje, doporucuje,
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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.

poskytuje, Gctuje nebo je placena za zdravotni péci
vramci bézného podnikdni, mimo jiné vcetné
zkousejicich 1ékara, spoluzkousejicich,
zdravotnickych pracovnikti stfedni trovné (napf.
zdravotnich  sester),  lékarniki,  vyzkumnych
pracovnikdi, persondlu nemocniCe a zastupcim
skupinovych nakupnich organizaci (,,Zdravotnicti
pracovnici®) arovnéz sdélit ucel a povahu téchto
plateb  uhrazenych uvedenym  Zdravotnickym
pracovnikim.

3.5 Institution declares, that it has concluded/will
conclude labor relationships with all personnel
participating in the Study conduct at Institution.

3.5 Poskytovatel prohlasuje, Ze ma uzaviené nebo
uzavie pracovnépravni vztahy se vSemi osobami,
podilejicimi se na provadéni Studie u Poskytovatele.

4. Representations and Warranties

4. Prohlaseni a zaruky

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

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. 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;

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. shall (i) 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; (ii) provide oversight and
supervision of all Services; and (iii) where
appropriate, document the roles and responsibilities

4.1  Poskytovatel a Hlavni
prohlasuji a zarucuji, Ze oni sami:

zkousSejici

a. a Tym klinického hodnoceni maji
zkuSenosti,  schopnosti, odpovidajici  populaci
pacientd, vybaveni a zdroje k provedeni Klinického
hodnoceni profesionalnim a kompetentnim zptisobem
a jsou plné obeznameni s Platnymi zékony;

b. aTym klinického hodnoceni se
neucastni a nebudou se po celou dobu platnosti této
Smlouvy Ucastnit zadného jiného klinického
hodnoceni, kter¢é by jim svou povahou nebo
podminkami branilo v plnéni jakychkoli zavazku
vyplyvajicich z této Smlouvy;

c. a Tym klinického hodnoceni budou
provadét Klinické hodnoceni v souladu s Protokolem,
touto Smlouvou, pisemnymi pokyny Zadavatele
a/nebo spolecnosti PPD a Platnymi zdkony, vcetné
téch, které se tykaji dodrZzovani protikorupcnich
pravidel (jak jsou stanoveny v Piiloze B), a zasad
tykajicich se ochrany osobnich udaji (jak jsou
stanoveny v Piiloze C);

d. budou (i) jednat v souladu s pravné
zavaznymi pokyny a/nebo smlouvou (smlouvami)
a veskerymi Platnymi zédkony a budou je dodrzovat,
pfiCemZ budou vyzadovat, aby tak Cinily rovnéz
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where more than one person may be providing
Services; and

e. Principal Investigator and Study
Team: (i) are not presently debarred pursuant to any
Applicable Law; (ii) are 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) do not have a
disqualification hearing pending or has been
disqualified by any governmental or regulatory
authority; (iv) do not have a revoked or suspended
medical license or applicable certification; and (v)
have not engaged in any conduct or activity which
could lead to any of the above mentioned debarment,
disqualification, revocation or suspension actions.

vSechny fyzické nebo pravnické osoby poskytujici
jakoukoli ¢ast Sluzeb; (ii) budou dohlizet na veskeré
Sluzby a kontrolovat je; a (iii) tam, kde je to vhodné,
dokumentovat role a povinnosti v piipadé, ze Sluzby
poskytuje vice nez jedna osoba; a

e. Hlavni zkousejici a Tym klinického
hodnoceni: (i) nemaji aktudln¢ ulozen zakaz ¢innosti
podle zadného Platného =zakona; (i) nejsou
vySettovani  zadnymi  jinymi  vladnimi nebo
regula¢nimi organy, které maji pravomoc rozhodovat
0 ptedmétu  konkrétniho Klinického hodnoceni
vV ramci soudniho fizeni o udéleni zakazu ¢innosti; (iii)
nepodléhaji  probihajicimu  fizeni o zbaveni
zpusobilosti nebo nebyli zbaveni zpisobilosti
vykonavat svou cCinnost vladnim ¢&i regulacnim
organem; (iv) nemaji zruSenu nebo pozastavenu
Iékatskou licenci nebo pfislusné osvédceni a (v)
nepodileji se na Zadném jednéni nebo Cinnosti, které
by mohly vést k vySe uvedenému zakazu, zbaveni
zpusobilosti, zruSeni nebo pozastaveni ¢innosti.

4.2 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.

4.2 Poskytovatel a/nebo Hlavni zkousejici, je-
li to relevantni, nesou vu¢i spole¢nosti PPD
a Zadavateli plnou odpovédnost za jednani a/nebo
opomenuti Tymu klinického hodnoceni.

5. Inspections, Audits, and Study Monitoring

5. Inspekce, audity a monitorovani Klinického
hodnoceni

5.1 Inspections and Audits. This Study may
be audited by Sponsor or Sponsor’s designee or
inspected by a Regulatory Agency to document the
authenticity of recorded data and Protocol adherence.
Institution, Principal Investigator, and Study Team
shall cooperate fully in any monitoring visits,
inspections and audits conducted under this Section.
Sponsor or Sponsor’s designee will not be required to
sign any forms, authorizations or any additional
confidentiality agreements in connection with
Institution’s policies regarding site access, site
auditing or monitoring, data access, confidentiality
and security for on-site visits and/or remote
monitoring visits. This includes, without limitation,
authorizations to access electronic medical records.

5.1 Inspekce aaudity. Toto Klinické
hodnoceni mtze podléhat auditu ze strany Zadavatele
nebo jim povéfené osoby nebo byt kontrolovano
Regula¢nim organem za ucelem dolozeni pravosti
zaznamenanych udaji  a dodrZovani  Protokolu.
Poskytovatel, Hlavni zkouSejici a Tym klinického
hodnoceni poskytnou pii vSech monitorovacich
navstévach, inspekcich a auditech provadénych podle
této Casti plnou sou¢innost. Zadavatel nebo
Zadavatelem povéfena osoba nebude muset
podepisovat zadné formulafe, opravnéni ani dalsi
dohody o davérnosti v souvislosti se zasadami
Poskytovatele tykajicimi se pfistupu do centra
klinického hodnoceni, auditu nebo monitorovani
V centru, ptistupu k udajiim, diivérnosti a bezpecnosti
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pii navstévach centra klinického hodnoceni a/nebo pfi
navstévach vramci vzdaleného monitorovani. To
zahrnuje mimo  jiné  opravnéni  k pfistupu
K elektronickym Iékafskym zdznamtiim.

5.2 Inspections and Audits by Sponsor or
Sponsor’s Designee. Sponsor or Sponsor’s designee
shall be permitted, upon reasonable notice, during
regular business hours, to conduct at Institution’s
facilities quality assurance audits and inspections of
testing, quality control, documentation, medical
records, the Institution’s facilities and standard and
general operating procedures used by Institution and
Principal Investigator in connection with the Study in
order to assess compliance with the obligations set out
in the Study Protocol and this Agreement. Sponsor or
Sponsor’s designee shall be permitted to inspect and
access Records unless prohibited by Applicable Law.
Institution agrees to work with Principal Investigator
to implement any reasonable actions requested by
Sponsor to cure any deficiencies noted during any
inspection or audit.

5.2 Inspekce a audity provadéné
Zadavatelem nebo jim povéirenou osobou.
Zadavateli nebo jim povétené osob¢ bude na zaklade
piiméfené vcasného ozndmeni povoleno v beézné
pracovni dobé& provadét v prostorach Poskytovatele
audity zajisténi kvality a inspekce testovani, kontroly
kvality, dokumentace, Iékatskych ~ zaznamu
a standardnich  a obecnych provoznich  postupt
pouzivanych Poskytovatelem a Hlavnim zkousejicim
v souvislosti s Klinickym hodnocenim za ucelem
posouzeni, zda jsou dodrzovany povinnosti stanovené
Protokolem klinického hodnoceni a touto Smlouvou.
Zadavateli nebo jim povéefené osobé bude povolena
inspekce a piistup k Zaznamtm, pokud to nezakazuji
Platné¢ zakony. Poskytovatel se zavazuje, Ze bude
spolupracovat s Hlavnim zkouSejicim na zavedeni
vSech  pfiméfenych  opatfeni  pozadovanych
Zadavatelem k odstranéni nedostatki zjisténych pti
jakékoli inspekci nebo auditu.

5.3 Inspections and Audits by Regulatory
Agency. 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
Sponsor and PPD immediately. In the event the Party
does not receive prior notice of said investigation or
audit, the Party shall notify Sponsor and 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. The Institution and Principal Investigator
should grant the Sponsor the opportunity to participate
in any responses to be provided by the
Institution/Principal Investigator to such
communications. In addition, Sponsor and PPD should

5.3 Inspekce a audity ze strany Regula¢niho
organu. V piipad¢, Zze Poskytovatel nebo Hlavni
zkousejici obdrzi oznameni, ze Klinické hodnoceni
bude pfedmétem Setfeni nebo auditu ze strany
Regula¢niho organu, informuje o tom Smluvni strana,
ktera takové oznameni obdrzi, neprodlen¢ Zadavatele
a spole¢nost PPD. V pfipadé, ze Smluvni strana
neobdrzi piedchozi ozndmeni o uvedeném Setfeni
nebo auditu, oznami to Zadavateli a spole¢nosti PPD
pokud moZzno co nejdiive poté, co se o tomto Setfeni
nebo auditu dozvi. V rozsahu povoleném Platnymi
zakony predlozi Poskytovatel a Hlavni zkouSejici
Zadavateli kopie vSech materiald, které obdrzeli,
ziskali nebo vytvorili v souvislosti s jakoukoli
takovou inspekci nebo v souvislosti s jakymkoliv
sdélenim od Regulacniho organu, s vyjimkou
zdrojovych  dokumentii. Poskytovatel a Hlavni
zkousejici umozni Zadavateli podilet se na jakychkoli
odpovédich, které Poskytovatel / Hlavni zkouSejici
V reakci na tato sdéleni poskytnou. Déle by Zadavatel
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be able to follow-up on any corrective and preventive
actions.

a spolecnost PPD m¢éli mit moznost sledovat veskera
napravnd a preventivni opatieni.

5.4 Study Monitoring. The Study will be
monitored by Sponsor or Sponsor’s designee. A
reasonable amount of time must be set aside at each
monitoring visit for discussions and to make
corrections to the electronic case report forms
(“eCRF”). eCRFs will be completed in a timely and
accurate manner. Institution will permit Sponsor or
Sponsor’s designee to access to the premises,
facilities, Study records, as well as the Study Team as
required for the purpose of confirming the accuracy of
the Study Data and the proper conduct of the Study at
Institution. Institution will allow remote electronic
access to Records if available and permitted under
Applicable Law.

5.4 Monitorovani klinického hodnoceni.
Klinické hodnoceni bude monitorovat Zadavatel nebo
jim povéfena osoba. Pti kazdé monitorovaci navstéve
musi byt vyhrazen piiméfeny Cas na probrani
aprovedeni oprav v Elektronickych ziznamech
ucastnikt hodnoceni (Electronic Case Report Forms —
»eCRF“). eCRF budou vyplnény vcas a pfesne.
Poskytovatel umozni Zadavateli nebo jim povérené
osob¢ pfistup do svych prostor, zafizeni, k zdznamim
z Klinického hodnoceni, jakoz i k Tymu klinického
hodnoceni, pokud je to nutné pro ucely potvrzeni
spravnosti Udajti z klinického hodnoceni a fadného
provadéni  Klinického hodnoceni v prostorach
Poskytovatele.  Poskytovatel umozni vzdaleny
elektronicky pfistup k Zaznamim, pokud je mozny
a povoleny podle Platnych zékontl.

6. Publication

6. Publikace

All Study Data 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 Study Data which is intended to be a joint, multi-
center publication of the Study Data made by Sponsor
in conjunction with the principal investigators and
institutions from all participating sites contributing
data, analysis and comments. Notwithstanding the
foregoing, following the first publication, the
Institution and/or Principal Investigator may publish
Study Data obtained from their conduct of the Study
at the Institution; 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 is considered
confidential and/or proprietary other than Study Data.
If requested by Sponsor, any submission for
publication shall be delayed for a limited time, not to
exceed ninety (90) days, to allow for filing of a patent

Veskeré Udaje z klinického hodnoceni nebo vysledky
vyplyvajici zprovadéni Klinického hodnoceni se
povazuji za Informace, jak jsou definovany v Casti 7,
anesmi byt pouzity ke komerénimu prospéchu
Poskytovatele  nebo  Hlavniho  zkouSejiciho.
Poskytovatel a Hlavni zkouSejici souhlasi s tim, ze
Zadavatel ma pravo na prvni publikaci vysledki
Klinického hodnoceni, jez ma byt spole¢nou publikaci
vysledkd Klinického hodnoceni z vice center, kterou
vytvoii Zadavatel ve  spolupraci s hlavnimi
zkous$ejicimi a poskytovateli ze vSech pfislusnych
center klinického hodnoceni, ktera pfispéla udaji,
analyzou a komentafi. Bez ohledu na vySe uvedené
Poskytovatel a/mebo Hlavni zkouSejici mohou po
prvni  publikaci  zvefejnit Udaje  z klinického
hodnoceni, to v8ak za piedpokladu, ze Poskytovatel
a/nebo Hlavni zkouSejici pfedlozi navrhovanou
publikaci Zadavateli Kk posouzeni nejméné Sedesat
(60) dni pied datem navrhované publikace. Zadavatel
mize znavrhované publikace odstranit veskeré
informace, které jsou povazovany za diaveérné a/nebo
chranéné, s vyjimkou Udaji z klinického hodnoceni.
Pokud o to Zadavatel pozada, bude kazdé predlozeni
K publikaci odlozeno na omezenou dobu, ktera
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application or such other measures as Sponsor deems
appropriate to establish and preserve its proprietary
rights. However, if a multi-center publication is not
submitted within eighteen (18) 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 Data
subject to Sponsor’s rights as set forth herein. The
Institution and the Principal Investigator agree not to
make any other publications of the Study Data, other
than in accordance with this Section.

neptfesahne devadesat (90) dnti, aby bylo mozné podat
patentovou piihlasku nebo ucinit jina opatieni, ktera
Zadavatel povazuje za vhodna  k prokazani
a zachovéani svych vlastnickych prav. Pokud vsak do
osmnacti (18) mésic po ukonceni, pteruSeni nebo
dokonceni Klinického hodnoceni ve vSech centrech
nebude publikace z vice center piedlozena nebo pokud
Zadavatel potvrdi, Ze publikace Klinického hodnoceni
Z vice center nebude publikovana, mize Poskytovatel
a/nebo Hlavni zkouSejici zvefejnit vysledky
Klinického hodnoceni s vyhradou prav Zadavatele,
jak je uvedeno vtomto dokumentu. Poskytovatel
a Hlavni zkouSejici se zavazuji, ze nebudou
zvefejiovat jiné Udaje z klinického hodnoceni nez ty,
které jsou v souladu s touto Casti.

7. Confidentiality

7. Davérnost informaci

7.1 Definition. 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
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 in the
conduct 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 property of Sponsor (or PPD
as the case may be) and shall be disclosed only to
Institution and Principal Investigator and the Study
Team who “need to know” in order to perform the
Study and who have agreed to terms of confidentiality
at least as strict as those terms contained herein.

7.1 Definice. Poskytovatel a Hlavni zkousejici
a jejich ptislusni zaméstnanci a zastupci zapojeni do
Klinického hodnoceni, véetné¢ Tymu klinického
hodnoceni, nejsou bez predchoziho pisemného
souhlasu Zadavatele (nebo ptipadné spolecnosti PPD)
opravnéni zpiistupnit zadné tfeti strané¢ ani pouzit
kjinému ucelu nez kplnéni svych piislusnych
povinnosti podle tohoto dokumentu zadné Udaje
zZ klinického hodnoceni, Zaznamy ani jiné informace,
které Poskytovateli a Hlavnimu zkouSejicimu sdélil
Zadavatel nebo spolecnost PPD nebo které vznikly
v disledku tohoto Klinického hodnoceni (spole¢né
LInformace®). Tyto Informace zistavaji divérnym
majetkem Zadavatele (nebo piipadné spoleénosti
PPD) abudou zpfistupnény pouze Poskytovateli,
Hlavnimu  zkouSejicimu  aTymu  klinického
hodnoceni, kteti maji odivodnénou potiebu je
Vv rozsahu nezbytné nutném znat, a ktefi souhlasili
S podminkami zachovani davérnosti, které jsou
minimalné stejné striktni jako podminky v tomto
dokumentu.

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

7.2 Vyjimky. Povinnost nezpfistupnéni se
nevztahuje na néasledujici Informace:

a. Informace, které jsou nebo se stanou
vefejné dostupnymi bez zavinéni Poskytovatele nebo
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a. Information that is or becomes
publicly available through no fault of Institution or
Principal Investigator or of the Study Team;

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

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

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

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

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); (ii) such disclosure is subject to
all applicable governmental or judicial protection
available for like material; and (iii) 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.

Hlavniho zkousSejictho nebot
hodnoceni;

Tymu klinického

b.  Informace, které Poskytovateli
a/nebo Hlavnimu zkouSejicimu sdéli tieti strana, ktera
je opravnéna takové informace sdélit;

c. Informace, které jsou Poskytovateli
a/nebo Hlavnimu zkousSejicimu jiz znamy, jak je
prokézano z jeho predchozich pisemnych zdznam;

d. Informace, které Poskytovatel
a/nebo Hlavni zkousejici nezavisle vyvinul bez pouziti
nebo spoléhani se na Informace, jak je prokdzano
zZ jeho predchozich pisemnych zdznami;

e. Informace zvetejnéné
Poskytovatelem a/nebo  Hlavnim  zkouSejicim
v souladu s ¢asti 6 této Smlouvy; nebo

f. Informace, které musi byt

zptistupnény vlddnimu orgédnu nebo na zakladé
rozhodnuti ptislusného soudu, za predpokladu, Ze (i)
Zadavatel (nebo ptipadné¢ PPD) je na to v pfiméteném
pfedstihu upozornén; (ii) takové zvetejnéni podléha
veskeré prislusné statni nebo soudni ochrané, ktera je
k dispozici pro podobné materialy; a (iii) Hlavni
zkou$ejici  a Poskytovatel — podniknou  veSkeré
pfiméfené kroky k omezeni rozsahu takového
zvefejnéni a budou spolupracovat se Zadavatelem
(nebo piipadné spole¢nosti PPD) pii jeho snaze
0 omezeni takového zverejnéni.

8. Publicity

8. Publicita

8.1 Use of Name. PPD and Sponsor 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 association with PPD or use the name of PPD in
any press release, article or other method of

8.1 Pouziti nazvu. Spoletnost PPD
a Zadavatel mohou pouzivat, zmiflovat a $ifit dotisky
védeckych, lékarskych ajinych publikovanych
¢lankd, které uvadeéji jméno Poskytovatele a/nebo
Hlavniho zkouSejiciho v souladu se vSemi Platnymi
zakony, ato za predpokladu, Ze takové pouziti
neptfedstavuje doporuceni jakéhokoli komeréniho
produktu nebo sluzby Poskytovatele ¢i Hlavniho
zkousSejiciho. Poskytovatel a/nebo Hlavni zkouSejici
nezveiejni existenci této Smlouvy ani své spojeni se
Zadavatelem ¢i  spole¢nosti PPD, ani nebudou
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communication with the general public, without the
express prior written approval of PPD as applicable.

pouzivat nazev Zadavatele nebo spole¢nosti PPD
Vv jakychkoli tiskovych zpravach, ¢lancich nebo jiném
zpusobu komunikace s vefejnosti bez vyslovného
pfedchoziho pisemného souhlasu Zadavatele nebo
spolecnosti PPD, podle toho, co je relevantni.

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.

8.2 Pouziti verejné dostupnych informaci.
Poskytovatel aHlavni zkouSejici mohou bez
predchoziho souhlasu Zadavatele uvadét veskeré
informace tykajici se Klinického hodnocenti, které jsou
k dispozici na strankach www.clinicaltrials.gov.

9. Intellectual Property

9. DuSevni vlastnictvi

9.1 Background IP. Ownership of inventions,
discoveries, works of authorship and other
developments existing as of the Effective Date and all
patents, copyrights, trade secret rights and other
intellectual property rights therein  (collectively
“Background IP”) is not affected by this Agreement,
and no Party or Sponsor shall have any claims to or
rights in any Background IP of another, except as may
be otherwise expressly provided in any other written
agreement between them.

9.1 Piivodni duSevni vlastnictvi. Vlastnictvi
vyndlezl, objevil, autorskych d¢l a dalSich produkta
vyvoje existujicich k Datu nabyti Gc¢innosti a vSech
patentii, autorskych prav, prav k obchodnimu
tajemstvi a dalSich prav dusevniho vlastnictvi v nich
obsazenych (souhrnné HPavodni dusSevni
vlastnictvi®) neni touto Smlouvou dotéeno a zadna
Smluvni strana ani Zadavatel nebude mit zadné
naroky ani prava k jakémukoli Piivodnimu duSevnimu
vlastnictvi jiné osoby, neni-li v jakékoli jiné pisemné
dohodé& mezi nimi vyslovné stanoveno jinak.

9.2 Inventions. Any inventions or discoveries
(whether patentable or not) innovations, suggestions,
ideas and reports conceived, first reduced to practice,
or otherwise discovered or developed by the Principal
Investigator or the Study Team in the performance of
the Study shall be promptly disclosed to Sponsor and
shall be the exclusive property of Sponsor
(“Inventions”). Institution and Principal Investigator
shall, and shall cause its personnel to, disclose all
Inventions promptly and fully to Sponsor in writing,
and Institution and Principal Investigator, shall assign
and shall cause their personnel to assign, all of their
rights, title and interest in any such Invention to
Sponsor, including all patents, copyrights and other
intellectual property rights therein. Such assignment
shall be free of any obligation or consideration other
than provided for in this Agreement. Site shall at the
request of Sponsor promptly assist Sponsor by
executing, and causing its personnel to execute, all
documents reasonably necessary for Sponsor to secure

9.2 Vynalezy. Veskeré¢ vynalezy nebo objevy
(patentovatelné ¢i nikoli), inovace, navrhy, napady
azpravy, kter¢é Hlavni zkouSejici nebo Tym
klinického hodnoceni vymyslel, poprvé uvedl do
praxe nebo jinak objevil ¢i vyvinul pfi provadéni
Klinického hodnoceni, musi byt neprodlené ozndmeny
Zadavateli a jsou vyhradnim vlastnictvim Zadavatele
(dale jen ,Vynalezy“). Poskytovatel a Hlavni
zkousejici jsou povinni neprodlené a vV plném rozsahu
pisemné informovat Zadavatele o v§ech vynalezech,
pfiCemz maji povinnost postoupit Zadavateli veskera
sva prava, pravni tituly a podil na kazdém takovém
Vynalezu, vcetné vSech patentd, autorskych prav
a dalSich prav dusevniho vlastnictvi, a jsou rovnéz
povinni zajistit, aby tak ucinili 1 jejich zaméstnanci.
Na takovéto postoupeni se nebudou vztahovat jiné
zavazky ¢i protiplnéni, nez jak je stanoveno v této
Smlouvé. Centrum klinického hodnoceni je na zZadost
Zadavatele povinno neprodlen¢ Zadavateli poskytnout
soucinnost formou vyhotoveni dokumentt, které jsou
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and maintain Sponsor’s
Inventions.

ownership rights in

pro Zadavatele odivodnéné nezbytné k zajisténi
a zachovani vlastnickych prav Zadavatele
k Vynaleztim, pficemz zajisti, aby tak ucinili rovnéz
jeho zaméstnanci.

9.3 Study Data. The completed eCRFs and all
information, data and Study results generated in the
conduct of the Study (“Study Data”), are exclusively
owned by Sponsor. The Institution and Principal
Investigator  hereby  assign  without  further
remuneration to Sponsor any rights, title and interest,
, inand to such Study Data. It is understood that patient
medical records kept at the Institution in the normal
course of business irrespective of the Study, including,
without limitation, treatment entries, x-rays, biopsy
reports, ultrasound photographs and other diagnostic
images, are not the property of Sponsor, but shall be
made available to PPD and Sponsor for review as
required under this Agreement and the Protocol.

9.3 Udaje z klinického hodnoceni. Vyplnéné
eCRF aveskeré informace, udaje a vysledky
Klinického hodnoceni ziskané pii provadéni
Klinického hodnoceni (déle jen ,,Udaje z klinického
hodnoceni") jsou vyhradnim vlastnictvim Zadavatele.
Poskytovatel a Hlavni zkousSejici timto bez naroku na
dalsi odménu prevadeji na Zadavatele veskera prava,
pravni tituly a naroky k témto Udajom z klinického
hodnoceni. Ma se za to, ze 1ékafské zdznamy pacientii
uchovavané v prostorach Poskytovatele v ramci bézné
obchodni ¢innosti bez ohledu na Klinické hodnoceni,
mimo jiné vcetné¢ zdznamu o 1écbé, rentgenovych
snimkd, zprav z biopsie, snimka z ultrazvukového
vySetfeni a jinych diagnostickych snimkd, nejsou
majetkem Zadavatele, ale musi byt zpfistupnény
spole¢nosti PPD a Zadavateli k pfezkoumani, jak to
vyzaduje tato Smlouva a Protokol.

9.4 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.

9.4 Neprevoditelnost vlastnickych prav.
Zadavatel ani spolecnost PPD nepfevede na
Poskytovatele nebo Hlavniho zkouSejiciho v rdmci
plnéni této Smlouvy Zadné patentové pravo, autorske
pravo nebo jiné vlastnické pravo spole¢nosti PPD
nebo Zadavatele.

9.5 Internal Use. Subject always to the
confidentiality provisions of Section 7 Institution shall
have a non-exclusive, non-transferable right to use the
Study Data for its internal non-commercial purposes
of research and teaching.

9.5 Interni pouziti. Poskytovatel ma
nevyhradni a nepfenosné pravo pouzivat Udaje
z klinického hodnoceni pro své interni nekomercni
ucely vyzkumu a vyuky, ato vzdy s vyhradou
ustanoveni o ditvérnosti uvedenych v Casti 7.

10. Independent Contractor

10. Nezavisly smluvni partner

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 into binding obligations on behalf of
PPD or Sponsor. Institution, Principal Investigator
and/or Study Team shall not participate in any PPD or

Poskytovatel a Hlavni zkousejici poskytuji Sluzby
Zadavateli coby nezavisli smluvni partnefi, nikoli jako
zaméstnanci nebo zastupci spolecnosti PPD ¢i
Zadavatele. Poskytovatel ani Hlavni zkouSejici nejsou
opravnéni uzavirat zavazné dohody jménem
spolecnosti PPD nebo Zadavatele. Poskytovatel,
Hlavni zkousejici a/nebo Tym klinického hodnoceni
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Sponsor employee benefit plans nor receive any other
compensation beyond the one stated herein.

nejsou opravnéni kucasti na zadném planu
zaméstnaneckych vyhod spole¢nosti PPD nebo
Zadavatele, ani nesmi pobirat Zadné jiné odmény nad
rdmec zde uvedenych.

11. Insurance and Indemnification

11.Pojisténi a odSkodnéni

11.1 Institution and Principal Investigator
Insurance. Institution and Principal Investigator, shall
secure and maintain in full force and effect throughout
the performance of the Study insurance coverage for
medical professional liability with limits in
accordance 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.

11.1 Pojisténi Poskytovatele a Hlavniho
zkousejiciho. Poskytovatel aHlavni zkousSejici
sjednaji a budou udrzovat v pIné platnosti a G¢innosti
po celou dobu provadéni Klinického hodnoceni
pojisténi odpovédnosti za Skodu zpiisobenou pfi
vykonu povolani 1ékate s limity v souladu s Platnymi
zakony pro vSechny zdravotnické pracovniky, véetné
Poskytovatele, Hlavniho zkouSejictho a Tymu
klinického hodnoceni. Pokud je toto pojiSténi
poskytovano  profesni ¢i  vladni  agenturou,
Poskytovatel a Hlavni zkousSejici splni vsechny
pozadavky, jez jsou nezbytné k zachovani
zpusobilosti pro narok na toto pojisténi.

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.

11.2 Pojisténi Zadavatele. Zadavatel sjednal
pojisténi v souladu s Platnymi zakony abude je
udrzovat v platnosti a ti¢innosti po celou dobu trvani
Klinického hodnoceni.

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 breach of Applicable Law.

11.3 Odskodnéni ze strany spolec¢nosti PPD.

Spole¢nost ~ PPD  Poskytovatele  a Hlavniho
zkous$ejiciho odSkodni, bude hgjit azbavi je
odpovédnosti v souvislosti s veskerymi  ztratami,

ujmou, Skodami, ndklady nebo vydaji, mimo jiné
véetné piiméfenych ndkladli na pravni zastoupeni,
které Poskytovateli nebo Hlavnimu zkouSejicimu
vzniknou  vsouvislosti  sjakymkoli  naroky
vyplyvajicimi ztéto Smlouvy nebo Klinického
hodnoceni v dasledku nedbalosti nebo umyslného
pochybeni, poruseni této Smlouvy nebo Platnych
zakonl ze strany spolecnosti PPD.

11.4 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

11.4 OdSkodnéni ze strany Poskytovatele
a Hlavniho zkousSejiciho. Poskytovatel a Hlavni
zkousejici spole¢nost PPD a Zadavatele odskodni,
bude hajit azbavi je odpovédnosti v souvislosti
s veskerymi ztratami, ijmou, Skodami, ndklady nebo
vydaji, mimo jiné¢ vcetn¢ piiméfenych nakladi na
pravni zastoupeni, které spole¢nosti PPD a Zadavateli
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this Agreement or the Study as a result of the
negligence or willful misconduct, breach of this
Agreement (including the Protocol), or breach of
Applicable Law, by Institution and/or Principal
Investigator and/or Study Team.

vzniknou v souvislosti  sjakymikoli  naroky
vyplyvajicimi ztéto Smlouvy nebo Klinického
hodnoceni v dusledku nedbalosti nebo umysIného
pochybeni, poruseni této Smlouvy (vetné Protokolu)
nebo Platnych zakont ze strany Poskytovatele a/nebo
Hlavniho zkouSejiciho a/nebo Tymu klinického
hodnoceni.

12. Notice of Debarment and Disqualification.

12. Oznameni o zakazu cdinnosti a zbaveni

zpusobilosti.

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: (i) comes under
investigation by competent authorities for debarment
action or disqualification; (ii) is debarred or
disqualified; or (iii) comes under an investigation 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 replace such person/s affected by the
disqualification or debarment action.

Pokud Poskytovatel, Hlavni zkouSejici nebo jakékoli
jind osoba, kterd je jimi zaméstndna nebo najata
k provadéni Klinického hodnoceni, véetné Tymu
klinického hodnoceni, kdykoli v pribéhu platnosti
této Smlouvy: (i) podléhd vySetirovani ze strany
ptislusnych organti v rdmci soudniho fizeni o udéleni
zakazu cinnosti nebo zbaveni zpusobilosti; (ii)
podléhd zakazu Cinnosti nebo zbaveni zptisobilosti;
nebo (iii) nebo vysetfovani, jez mize vést ke zruseni
nebo pozastaveni l1ékaiské licence ¢i osvédceni; (iv)
podléha zruseni nebo pozastaveni lékaiské licence
nebo osvédéeni; nebo (v) se podili na jakémkoli
chovani nebo (¢innosti, které by mohly vést
K nékterému z vySe uvedenych opatieni, je tato
Smluvni strana povinna o tom neprodlené informovat
spolenost  PPD. Po  obdrzeni  takového
oznameni/informace piijme Poskytovatel a/nebo
Hlavni zkouSejici neprodlen¢ veSkera nezbytna
opatfeni k nahrazeni osoby (osob), které (kterych) se
soudni fizeni o udéleni zdkazu ¢innosti nebo zbaveni
zpusobilosti tyka.

13. Miscellaneous

13. Rdzna ustanoveni

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.

13.1 Uplnost smlouvy. Tato Smlouva spolu se
vSemi piilohami, rozpisy nebo jinymi dokumenty,
které jsou k ni pfipojeny, predstavuje iplnou Smlouvu
mezi Smluvnimi stranami a nahrazuje vSechny
piedchozi dohody, at’ uz pisemné, stni €i jiné.

13.2 Amendment. This Agreement may only
be modified in a mutually agreed-upon writing signed
by the Parties.

13.2 Dodatek. Tato Smlouva muize byt
zménéna pouze pisemnou dohodou podepsanou
Smluvnimi stranami.
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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.

13.3 Postoupeni. Poskytovatel ani Hlavni
zkousejici nejsou opravnéni tuto Smlouvu postoupit
ani pievést bez predchoziho pisemného souhlasu
spolec¢nosti PPD a Zadavatele. Spolecnost PPD mtize
tuto Smlouvu postoupit Zadavateli nebo jim povéiené
osob¢ na zaklad¢é pisemného oznameni Poskytovateli
a Hlavnimu zkouSejicimu, pificemz po datu nabyti
ucinnosti takového postoupeni Poskytovatel a Hlavni
zkousejici navzdy zprosti spolecnost PPD piipadnych
naroki a odpovédnosti vyplyvajicich z této Smlouvy.

13.4 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.

13.4 Oddélitelnost jednotlivych ustanoveni
smlouvy. Pokud je nékteré ustanoveni této Smlouvy
Vv rozporu se zakonem, kterym se tato Smlouva fidi,
nebo pokud je takové ustanoveni soudem prohlaseno
za neplatné, je tfeba takové ustanoveni povazovat za
preformulované tak, aby co nejlépe odrazelo pivodni
zaméry Smluvnich stran v souladu s Platnymi zékony,
pfiemZ zbyvajici ¢ast této Smlouvy zlistava v plné
platnosti aucinnosti.

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

13.5 Nastupci a postupnici. Tato Smlouva je
zavazna pro Smluvni strany, jejich dédice, néstupce a
opravnéné postupniky.

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.

13.6 Zi'eknuti se prav. Zieknuti se prava nebo
strpéni  kterékoli Smluvni strany v souvislosti
s porusenim jakéhokoli ustanoveni této Smlouvy nebo
jakéhokoli Platného zédkona se nepovazuje za zieknuti
se prava ve vztahu k jakémukoli pozdéjSimu poruSeni
jakéhokoli ustanoveni této Smlouvy.

13.7 Survival. 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 (Miscellaneous), Exhibit B (Anti-Corruption

13.7 Pretrvavani platnosti. VyprSenim
platnosti, ukonfenim nebo zruSenim této Smlouvy
nezanikaji prava Zadné Smluvni strany, ktera vznikla
pfed vyprSenim platnosti, ukonenim nebo zruSenim,
ani zadné zavazky, které pfesahuji vyprSeni platnosti,
ukonceni nebo zruSeni této Smlouvy, at’ uz ze své
podstaty, nebo na zakladé¢ vyslovnych podminek,
mimo jiné véetné povinnosti obsazenych v Césti 1
(Provedeni Klinického hodnoceni), Casti 3 (Platby),
Casti 5 (Inspekce, audity a monitorovani Klinického
hodnoceni), Casti 6 (Publikace), Casti 7 (Dtvérnost
informaci), 8 (Publicita), 9 (Dusevni vlastnictvi), Casti
11 (PojiSténi, odSkodnéni a omezeni odpovédnosti),
Casti 13 (Rizna ustanoveni), Piiloze B (Dodrzovani
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Compliance), and Exhibit C (Data Protection and
Privacy).

protikorupénich  pravidel), a Ptiloze C (Ochrana

osobnich idajn).

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. Inthe
event Sponsor is 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.

13.8 Opravnéna tieti strana. Hlavni
zkousejici souhlasi s tim, ze Zadavatel je opravnénou
treti stranou této Smlouvy, a mize tedy uplatiiovat sva
prava podle této Smlouvy jako opravnéna treti strana.
V ptipadé, ze Zadavatel tak nebude schopen
Z jakéhokoli ditvodu ucinit, Hlavni zkousSejic souhlasi
stim, ze spoleCnost PPD mulze vyuzivat prav
Zadavatele podle této Smlouvy (mimo jiné vcetné
préav tykajicich se zvetfejnéni, diivérnosti a duSevniho
vlastnictvi) a mize tato prava a vyhody pievést na
Zadavatele.

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.

13.9 Pridruzené spolecnosti PPD. Veskera
prava spolec¢nosti PPD vyplyvajici z této Smlouvy se
vztahuji 1 na pfidruzené spolecnosti spole¢nosti PPD
atyto pfidruzené spolecnosti mohou tato prava
vymahat jménem spolecnosti PPD.

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, 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.

13.10 Vy38i moc. Zadna ze Smluvnich 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 pfiméfenou kontrolu (mimo jiné vcetné
jakéhokoli  zasahu  vyS$§i moci, pandemie,
neomezeného pozastaveni Klinického hodnoceni,
vladnich opatteni, nehody, stavky, terorismu,
bioterorismu, vyluky nebo jiné formy protestnich
akci), apokud tato Smluvni strana neprodlené
informuje ostatni Smluvni strany (,,Vy$§i moc®).
Jakykoli ptfipad vys$S§i moci neptfedstavuje poruseni
této Smlouvy adoba plnéni se odpovidajicim
zpusobem prodlouzi; pokud vSak bude trvat déle nez
tticet (30) kalendainich dnd, pak mohou Smluvni
strany zah4jit jednani s cilem zmirnit jeho nasledky,
apokud je to mozné, dohodnout se na takovych
alternativnich opatfenich, jaka mohou byt za vSech
okolnosti pfiméfena.

13.11 Governing Law. This Agreement shall
be construed in accordance with the laws of the Czech
Republic without regard to its conflict of laws
provisions.

13.11 Rozhodné pravoe. Tato smlouva bude
vykladana v souladu se zdkony Ceské republiky bez
ohledu na jakakoli kolizni ustanoveni v ni obsaZena.
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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:

If to PPD:
s.r.o.

PPD Czech Republic,

Budejovicka alej Antala
Staska 2027/79 140 00 Praha 4 Czech Republic
Telephone: +420 720
945 403
If to Institution: Nemocnice
Pardubickeho kraje a.s.
Pardubice 530 03, Kyjevska 44 Czech Republic
Telephone: 466 011 166

Attn.:.  Mgr. Hana
Pestalova
If to Principal Investigator: XXX

Pardubice 530 03,

Kyjevska 44 Czech Republic
Telephone: XXX
argenx BV
Industriepark-

Zwijnaarde 7
9052 Zwijnaarde (Gent)
Belgium
Attn.: General Counsel

If to Sponsor:

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.

13.12 Oznameni. Jakékoli oznameni, které
podle této Smlouvy musi nebo miize kterdkoli ze
Smluvnich stran ucinit, musi byt vyhotoveno pisemné
a povazuje se za ucinéné ke dni obdrzeni, pokud bude
doruceno osobné nebo spéSnou kuryrni sluzbou,
ptipadné pét (5) dnl po datu vyznaéeném postovnim
razitkem, pokud bude zasldno doporucené nebo jako
cenné psani s dorucenkou a ptedplacenym poStovnym
na nize uvedenou adresu:

Pokud je urceno spolecnosti PPD:
PPD Czech Republic, s.r.o.
Budejovicka alej Antala
Staska 2027/79 140 00 Praha 4, Ceska republika
Telefon: +420 720 945
403

Pokud je urceno Poskytovateli:
Nemocnice Pardubickeho kraje a.s.
Pardubice 530 03,
Kyjevska 44, Ceska republika
Telefon: 466 011 166
K rukam: Mgr. Hana

Pestalova
Pokud je ur¢eno Hlavnimu zkousejicimu: XXX
Pardubice 530 03,
Kyjevska 44 Czech Republic
Telefon: XXX
Pokud je ureno Zadavateli: argenx BV
Industriepark-
Zwijnaarde 7
9052 Zwijnaarde (Gent)
Belgie
K rukam: Vedouci

pravniho oddéleni

Kterdkoli Smluvni strana miize zménit svou
adresu pro zasilani oznameni a kontaktni osobu

poskytnutim  ozndmeni o takové zméné zde
stanovenym zpusobem, pificemz dodatek neni
vyzadovan.

INSTITUTION
INVESTIGATOR

AND PRINCIPAL
UNDERSTAND AND

POSKYTOVATEL AHLAVNI ZKOUSEJICI
BEROU NA VEDOMI A POTVRZUJI, ZE
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ACKNOWLEDGE THAT FABRICATION,
FALSIFICATION OR ALTERATION BY
INSTITUTION, PRINCIPAL INVESTIGATOR
OR ANY EMPLOYEES OR AGENTS OF
INSTITUTION OF ANY PATIENT 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.

VYKONSTRUOVANI, FALZIFIKACE,
POZMENOVANI NEBO UPRAVA
JAKYCHKOLI UDAJU O PACIENTECH NEBO
JINYCH INFORMACI POSKYTNUTYCH
POSKYTOVATELEM NEBO  HLAVNIM
ZKOUSEJICIM DLE TETO SMLOUVY ZE
STRANY POSKYTOVATELE, HLAVNIHO
ZKOUSEJICIHO CI JAKYCHKOLI
ZAMESTNANCU NEBO ZASTUPCU
POSKYTOVATELE,  MUZE MIT ZA
NASLEDEK TRESTNi RiZENi A POSTIH

VZTAHUJICI SE NA POSKYTOVATELE
A HLAVNIHO o ZKOUSEJICIHO
A OBCANSKOPRAVNI ODPOVEDNOST

VZTAHUJICI SE NA SPOLECNOST PPD
A ZADAVATELE.

[Signature Page to Follow] / [nasleduje podpisova strana]
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This Agreement and all associated amendments may
be executed in 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
internationally 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 manual signatures, shall be valid and
binding, and, upon delivery, shall constitute due
execution of this Agreement and any amendments
hereunder. If applicable, Institution and Principal
Investigator warrant that its/his/her electronic
signature(s) conform with Applicable Law.

Tato Smlouva vcetné vSech souvisejicich dodatki
muze byt vyhotovena ve stejnopisech, z nichz kazdy
je povazovan za original a vSechny spolecné¢ budou
tvofit jeden a tentyz dokument. Kazda ze Smluvnich
stran muZze tuto Smlouvu a vSechny jeji dodatky
podepsat mezinarodn¢ uznavanym elektronickym
podpisem nebo ve formatu Portable Document
Format (nebo jiném formatu souboru) zaslaném
elektronickymi prostiedky. Podpisy opravnénych
zastupci Smluvnich stran s podpisovymi pravy
ucinéné formou elektronického podpisu nebo zaslané
elektronickymi prostfedky ve formatu Portable
Document Format maji stejnou platnost a tcinnost
jako vlastnoru¢ni podpisy, jsou platné a zdvazné a po
doruceni pfedstavuji fadné uzavieni této Smlouvy
avsech jejich dodatki. Je-li to relevantni,
Poskytovatel a Hlavni zkousejici zarucuji, ze jejich
elektronické podpisy jsou v souladu s Platnymi
zakony.

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 Validity Date.

NA DUKAZ CEHOZ nechaly Smluvni strany
prostfednictvim svych povefenych pravnich zastupct
tuto Smlouvu podepsat, pfi¢emz kazda ze Smluvnich
stran prohlaSuje, ze je opravnéna tuto Smlouvu
podepsat k Datu nabyti platnosti.

For PPD — PPD Global Ltd / Za PPD — PPD Global Ltd

Signature / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum: 03APR2025

For Institution — Nemocnice Pardubického kraje, a.s./ Za Poskytovatele — Nemocnice Pardubického kraje,

a.s.

Signature / Podpis:
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Name / Jméno:

Title / Funkce:

Date / Datum: 11.04.2025

For Institution — Nemocnice Pardubického kraje, a.s./ Za Poskytovatele — Nemocnice Pardubického kraje,
a.s.

Signature / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum: 11.04.2025

Principal Investigator / Hlavni zkouSejici

Signature / Podpis:

Name / Jméno:

Date / Datum: 17.04.2025

Strana 25 z 45



Exhibit A Priloha A
Budget and Payment Terms Rozpocet a platebni podminky
Platby: Platby se budou poukazovat na ucet ptijemce | Payments: Payments should be made to the
plateb (dale jen ,,pFijemce plateb): following account of the payee (further, the
“Payee”):

Piijemce plateb/Payee Name: Nemocnice Pardubického kraje, a.s.

Nazev a adresa banky/Bank name and address: Ceskoslovenska obchodni banka, a. s., tfida Miru 63,
Pardubice, 530 02, Ceska republika

Cislo Gi¢tu/Acct. no.: 280123725/0300

IBAN: CZ24 0300 0000 0002 8012 3725

SWIFT: CEKOCZPP

Faktury: Vsechny originaly faktur tykajici se | Invoices: All original invoices pertaining to the
klinického hodnoceni musi byt ptedlozeny | Study must be submitted for reimbursement to
Kk proplaceni spole¢nosti PPD (a jako platce na nich | PPD (and must reference PPD as the invoicee) at
musi byt uvedena spolecnost PPD) na nize uvedenou | the following address and shall include a correct
adresu amusi obsahovat piesny rozpis vSech | itemization for all fees, supporting documentation,
poplatkt,, doprovodnych dokumenti areferencni | and a site invoice reference number and bank
faktura¢ni ¢islo daného feSitelského centra a | details listed in this Exhibit A including account
bankovni tdaje uvedené v této priloze A vcetné Cisla | number and IBAN. The invoice due date is XXX
uctu a IBAN. Splatnost faktur je XXX dni ode dne | days from the day the invoice is received by PPD.
obdrzeni faktury spolecnosti PPD.

Fakturacni adresa/Invoicing address:

Invoices should be addressed to:

PPD Global Ltd, Granta Park, Great Abington, Cambridge, GB21 6GQ
Invoices should quote PPD Global Ltd.’s VAT number: GB 443 0878 47
Invoices should be sent by e-mail for processing to:

InvestigatorPayments@ppd.com with a copy to fakturyPPDCZ.sm@ppd.com

Nabor: Poskytovatel a hlavni zkousejici berou na | Enrollment: The Institution and Principal
védomi, ze se jedna o klinické hodnoceni | Investigator acknowledge that this is a Study
vypracované pro vyhodnoceni daného poctu subjektti | designed to evaluate a set number of Study
hodnoceni. Ocekava se, Ze hlavni zkousejici vynalozi | subjects. The Principal Investigator will be
veskeré usili k naboru, jak je uvedeno ve smlouvé. | expected to apply best efforts for enrollment as
Jakmile bude dokonéen nabor cilového poctu | provided for under the Agreement. When
subjekti hodnoceni pro celé klinické hodnoceni, | enrollment of the target number of Study subjects
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budou o tom poskytovatel a hlavni zkouSejici
informovéani a budou instruovani, aby jiz neprovad¢li
nabor dalsich subjektii hodnoceni.

for the entire Study is complete, the Institution and
Principal Investigator will be notified and
instructed not to continue enrolling  Study
subjects.

Platby v ramci klinického hodnoceni budou
realizovany nasledovné:

The Study shall be payable as follows:

Naklady na subjekt hodnoceni: Piijemci plateb
bude poskytnuta platba za dokonceny a hodnotitelny
subjekt hodnocenti, jak je definovano nize, a sice na
zékladé plateb uvedenych v tabulkach plateb nize,
navySenych o DPH. Platby se budou provadét
Ctvrtletné v Ceskych korunach a budou se zakladat na
poctu dokoncenych navsteév,
zadanych do elektronickych zaznamid subjektu
hodnoceni (eCRF) a doruceni spravné vyplnéné
faktury s rozepsanymi polozkami. Dokonceny
a hodnotitelny subjekt hodnoceni je definovan
nasledovné: (i) vS§echny postupy musi byt provedeny
v souladu s protokolem a smérnicemi ICH GCP, (ii)
pacient bude zafazen pouze na zaklad¢ kritérii pro
zafazeni/vytazeni a (ii1) veSkeré tidaje budou pfesné
a uplné¢ zdokumentovany. V piipadé, ze subjekt
hodnoceni nedokon¢i vSechny navstévy tak, jak je
uvedeno v protokolu, spole¢nost PPD bude povinna
uhradit za takovy subjekt hodnoceni pouze pomérnou
¢ast dokoncenych navstév dle eCRF.

Cost Per Subject: The Payee will be paid per
completed and evaluable Study subject as defined
below based on the rates set forth in the Tables of
Payments below, plus VAT. Payments will be
made on a quarterly basis in CZK and will be based
on completed visits entered in the subject
electronic case report forms (eCRFs) and receipt
of correct and itemized invoice. A complete and
evaluable Study subject is defined as follows: (i) all
procedures must be performed according to the
Protocol and ICH GCP guidelines, (ii) a patient
will only be included according to the
inclusion/exclusion criteria, and (iii) all data are
documented accurately and completely. In the event
that a Study subject does not complete all visits as
specified in the Protocol, PPD shall only be
obligated to make payment for such Study subject
on a pro-rated, completed visit, and eCRF basis.

DPH a ostatni dané: Spole¢nost PPD zaplati DPH
navic k platbam, jak to vyZaduji narodni zékony.
Pokud je vyZadovana faktura s DPH, budou platby
provedeny az poté, co PPD obdrZi platnou fakturu s
DPH. V situacich, kdy se DPH neuplatiuje, bude
pted provedenim jakékoli platby podle této smlouvy
stale vyZadovana faktura.

VAT and Other Taxes: PPD will pay VAT in
addition to the payments as required by national
laws. Where a VAT invoice is required, payments
will only be made once PPD has received the valid
VAT invoice. In situations where VAT is not
applicable, an invoice will still be required before
any payment is made under this Agreement.

Neuspés$né skriningy: Ptijemci plateb bude uhrazena
Castka za kazdy nelspéSny skrining dle uvedeni
Vv tabulkéch plateb nize, maximalné 3 netspésnych
skriningi na kazdych 1 zafazenych subjekth
hodnoceni. Instituci bude uhrazena pausalni platba v
souladu se sazbou skrinyngovych navstév stanovenou
v rozpoctu nakladii na subjekt na zakladé udaji
zadanych v eCRF a nesporné faktuie.

Pro tcely této smlouvy se za netspesny skrining bude
povazovat kazdy pacient, ktery zjevné splni kritéria

Screen Failures: The Payee will be reimbursed
for each Screen Failure per the Tables of Payments
below up to a maximum of 3 Screen Failures for
every 1 Study subjects enrolled. Institution will be
reimbursed a flat rate in accordance with the
Screening Visit rate set forth in the Cost per
Subject Budget based on data entered in eCRFs
and undisputed invoice.

For purposes of this Agreement, a Screen Failure
shall mean any patient, who initially appears to
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pro skining, podepiSe formulaf informovaného
souhlasu, absolvuje skriningovou navstévu, avSak
nebude do klinického hodnoceni zafazen. Platba za
neuspésny skrining se bude vyse uvedenému piijemci
plateb hradit na zédklad¢ doruceni spravné vyplnéné
faktury s rozepsanymi polozkami.

meet the criteria for screening, signs the informed
consent form, completes the screening visit but is
not enrolled into the Study. Payment for Screen
Failures will be payable to the above listed Payee
based upon the receipt of correct and itemized
invoices.

Lékarenské poplatky

Pharmacy Fees

1. PauSalni lékarensky poplatek: Piijemci plateb
bude proplacen pausalni Iékarensky poplatek za
obdobi kazdych Sesti (6) mésici poskytovani
lékarenskych sluzeb, proplaceny po dobu trvani
klinického hodnoceni (nebo v pomérné vysi za kratsi
obdobi), pocinaje zafazenim prvniho subjektu
hodnoceni, ve vysi uvedené v tabulkach plateb nize
bez ohledu na pocet zatfazenych subjektl hodnoceni.
Platba bude provedena na zakladé doruceni spravné
vyplnéné faktury s rozepsanymi polozkami.

2. Lékarensky poplatek za priprava lé¢iva:
Ptijemci plateb bude proplacen lékarensky poplatek
za kazdou individualni pfipravu léciva ve vysi
uvedené v tabulkach plateb nize.

1. Flat Pharmacy Fee: The Payee will
receive reimbursement of a Flat Pharmacy Fee for
every six (6) month period of provision of
pharmacy related services, payable for the
duration of the Study (or pro-rated for shorter time
period), beginning with the enroliment of the first
Study subject, in the amount listed in the Tables of
Payments below, regardless of the number of
enrolled Study subjects. Payment will be made
upon receipt of a correct and itemized invoice.

2. Pharmacy Preparation Fee: The Payee
will receive reimbursement of a Pharmacy
Preparation Fee payable for each individual
preparation of the Study Drug in the amount listed
in the Table of Payments below.

Opakované screeningové procedury: Instituce
bude vyplacena na zaklad¢ procedury, kdyz pacient
opakuje  screeningové  procedury v  radmci
screeningoveého okna definovaného protokolem se
souhlasem sponzora/PPD a zapiSe se do studie. Platba
za opakované screeningove procedury bude uhrazena
na zadkladé daji zadanych do formulart
elektronickych zaznami (eCRF’s). Pacienti, ktefi
opakuji procedury v ramci screeningového okna
definovaného protokolem, ale neuspéji podruhé,
budou povazovani za nelispéSny screeningu.

Repeated Screening Procedures: The Institution
will be paid on a per procedure basis when a
patient repeats screening procedures within the
Protocol-defined  screening  window  with
Sponsor/PPD approval and enrolls into the
study. Payment for repeat screening procedures
will be paid upon data entered in subject electronic
case report forms (eCRF’s). Patients who repeat
procedures within the Protocol-defined screening
window but fail a second time shall be considered
a Screen Failure.

Opétovny screening: Neuspesny screening muze byt
podle uvadzeni zkousejiciho jednou znovu provéien,
pokud se v ur¢itém okamziku v budoucnu ocekava,
ze subjekt studie bude spliiovat kritéria zplisobilosti
ucastnika po diskusi se Sponzorem. Instituci bude
proplacena ¢astka za navstévu ve vySi stanovené v
rozpoctu na screeningovou navstévu.
Rescreenovanému pacientovi bude piidéleno nové

Re-Screening: A Screen Failure may be
rescreened one time at the Investigator’s
discretion, if at some point, in the future the Study
subject is expected to meet the participant
eligibility criteria following a discussion with the
Sponsor/designee. Institution will be reimbursed
on a per visit basis at the rate set forth in the Budget
for the Screening Visit. Rescreened patient will be
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¢islo ucastnika a Instituce bude proplacena na zakladé
udaji  zadanych do formulari elektronickych
zaznamu (eCRF’s).

Pro ucely této smlouvy se neuspéSnym screeningem
rozumi jakykoli subjekt, u kterého se zpocatku zda,
ze spliyje kritéria pro predbézny screening, podepise
formulaf  informovaného  souhlasu,  dokonci
predbézné vysetieni a/nebo screeningovou navstévu,
ale nebude zafazen do studie. Platba za neuspé$ny
screening bude splatnd cCtvrtletné ve spojeni s
planovanou ctvrtletni platbou instituci.

given a new participant number, and the Institution
will be reimbursed based on data entered in subject
electronic case report forms (eCRF’s).

For purposes of this Agreement, a Screen Failure
shall mean any subject, who initially appears to
meet the criteria for pre-screening, signs the
informed consent form, completes the pre-
screening and/or screening visit but does not
randomize into the Study. Payment for Screen
Failures will be payable on a quarterly basis in
conjunction with the Institution’s scheduled
quarterly payment.

Poplatek za zahajeni studie: Jednorazova nevratna
platba ve vysSi stanovené v rozpoctu na cinnosti
zahdjeni studie bude splatna instituci po potvrzeni
schvaleni EK, upIného uzavieni smlouvy a dokonceni
jakékoliv  pfed-studijnich pozadavkid, jak je
specifikuje sponzor nebo PPD. Platba bude
automaticka po aktivaci zdravotnického zatizeni

Study Start-up Fee: A one-time non-refundable
payment of the rate set forth in the budget for
Study start-up activities will be payable to the
Institution upon confirmation of EC approval, full
execution of the Agreement, and completion of
any pre-Study requirements as specified by
Sponsor or PPD. Payment will be automatic upon
site activation.

Nahrada subjektiim hodnoceni:

Za kazdou osobni navstévu studijniho pracovisté v
ramci ucasti na predmétu bude subjektu proplaceno
stravné a/nebo cestovné pausalni ¢astkou XXX K.
Odména bude splatna po kazdé dokoncené navstéve.
V pfipadé, Ze by cestovni ndklady subjektu piesahly
tuto Castku, mohly by byt navySeny, coz by bylo
potieba schvalit ptipad od piipadu.

Sponzor uzaviel smlouvu s externim dodavatelem
(Colpitts), aby tyto platby spravoval prostfednictvim
predplacené debetni karty. Alternativné bude k
dispozici také moznost proplaceni v hotovosti nebo
bankovnim prevodem, a to pouze v piipads, ze NENI{
vyuzit externi dodavatel a proplaceni provadi
Poskytovatel.

Nahrada pecovateli:

Za kazdou osobni navstévu studijniho pracovisté v
ramci ucasti na predmétu bude pecovateli proplaceno
stravné a/nebo cestovné pausalni castkou XXX K¢.
Odmeéna bude splatna po kazdé dokoncené navstéve.
V ptipadé, ze by cestovni naklady pecovatele
presahly tuto Castku, mohly by byt navySeny, coz by
bylo potieba schvalit pfipad od ptipadu.

Subject Reimbursement:

For each personal visit to the study workplace in
the course of subject participation, the subject
will be reimbursed with a flat-rate amount of
CZK XXX for meals and/or travel expenses.
Compensation will be due after each visit
completed. In case subject’s travel expenses
would exceed this amount it could be increased,
which would need to be approved on a case by
case basis.

The Sponsor has contracted an external vendor
(Colpitts) to manage these payments via a prepaid
debit card. Alternatively, there will be also cash
reimbursement option or a bank transfer,
applicable only if the vendor is NOT used and the
reimbursement is done by the Institution.

Caregiver Reimbursement:

For each personal visit to the study workplace in
the course of subject participation, the caregiver
will be reimbursed with a flat-rate amount of
CZK XXX for meals and/or travel expenses.
Compensation will be due after each visit
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Sponzor uzaviel smlouvu s externim dodavatelem
(Colpitts), aby tyto platby spravoval prostfednictvim
predplacené debetni karty. Alternativné bude k
dispozici také moznost proplaceni v hotovosti nebo
bankovnim pfevodem, a to pouze v pfipad¢, ze
NENTI vyuzit externi dodavatel a proplaceni provadi
Poskytovatel.

Nahrada téhotné partnerce:

Za kazdou osobni navstévu studijniho pracovisté v
ramci ucasti na predmétu bude t€hotné partnerce
hrazeno pausélni ¢astkou XXX K¢ stravné a/nebo
cestovné. Odmeéna bude splatna po kazdé
uskutecnéné navstéve v hotovosti nebo bankovnim
pfevodem a bude provedena Poskytovatelem.

Zalohova platba: Jednorazova vratnd platba ve vysi
XXX K¢ za pacienta bude splatna Poskytovateli po
uzavieni této smlouvy, potvrzeni schvéileni EK a
splnéni pozadavki pfed zahdjenim studie, jak stanovi
Zadavatel nebo PPD. Tato zalohova platba bude
pripsana na budouci cestovni vydaje pacienta a
pecovatele nebo vydaje na stravu splatné podle této
smlouvy. V pfipadé, ze Poskytovatel nevyuzije
celkovou zdlohovou platbu, bude c¢ast nebo cela
zalohova platba vracena Zadavateli nebo PPD na
zakladé mnoZstvi splatnych c¢innosti dokoncenych
Poskytovatelem. To plati pouze v piipadé, ze NENI
vyuzit externi dodavatel a proplaceni provadi
Poskytovatel.

completed. In case caregiver’s travel expenses
would exceed this amount it could be increased,
which would need to be approved on a case by
case basis.

The Sponsor has contracted an external vendor
(Colpitts) to manage these payments via a prepaid
debit card. Alternatively, there will be also cash
reimbursement option or a bank transfer,
applicable only if the vendor is NOT used and the
reimbursement is done by the Institution.

Pregnant partner Reimbursement:

For each personal visit to the study workplace in
the course of subject participation, the pregnant
partner will be reimbursed with a flat-rate amount
of CZK XXX for meals and/or travel expenses.
Compensation will be due after each visit
completed via cash or bank transfer and will be
done by the Institution.

Advance Payment: A one-time, refundable
payment of the amount of XXX CZK per patient
will be payable to the Institution upon execution of
this Agreement, confirmation of EC approval and
completion of pre-Study requirements as specified
by Sponsor or PPD. This advance payment will be
credited against future patient and caregiver travel
or meal expenses due under this Agreement. In the
event that the Institution does not use up the total
advance payment, some or all of the advance
payment shall be returned to Sponsor or PPD
based on the amount of payable activities
completed by the Institution. This is applicable
only if vendor is NOT used and the reimbursement
is done by the Institution.

Neplanované navstévy: Neplanovana navstéva se
definuje jako takova navstéva subjektu hodnoceni,
kterd neni vyslovné uvedena v protokolu, jejiz
absolvovani je vSak v ramci klinického hodnoceni
nutné. Instituce obdrzi automatickou pausalni platbu
(v€etné: poplatku PI, poplatku SC, nezadoucich
pfihod a soubé&znych 1ékl1) za neplanovanou navstévu
ve vysi stanovené ve standardnich polozkach podle
tabulky pacienta na zdklad¢ udaji zadanych do eCRF

Unscheduled Visits: An Unscheduled Visit is
defined as a Study subject visit which is not
expressly set forth in the Protocol, but is otherwise
required for the Study. Institution will receive an
automatic flat rate payment (including: PI Fee, SC
fee, Adverse events, and Concomitant
medications) per unscheduled visit at the rate set
forth in the standard items per patient grid based
on data entered in eCRFs plus any other applicable
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a jakychkoli dal$ich ptislusnych procedur v souladu
se sazbami uvedenymi v tabulce podminéného
rozpoctu na zakladé¢ udaji zadanych v EDC a
nesporné fakture.

procedures in accordance with the rates set forth in
the Conditional budget grid based on data entered
in the EDC and undisputed invoice.

Uchovavani a archivace zaznami: Instituci bude
zaplacen jednorazovy poplatek za ulozeni a archivaci
zdznaml ve vysi stanovené v rozpoctu pro ucely
uchovavani zaznami, jak to vyzaduje Protokol nebo
ptislusné¢ zakony. Instituci bude tento poplatek
uhrazen automaticky po dokonceni navstévy pfi
ukonceni studie ve zdravotnickém zafizeni.

Record Storage and Archiving: A one-time
record storage and archiving fee of the rate set
forth in the budget will be paid to the Institution
for purposes of record retention as required by the
Protocol or applicable law. Institution will be paid
this fee automatically upon completion of the
Study Close Out Visit at the site.

Treti strany: Piijemce plateb je pln€ zodpovédny za
uhrady tfetim strandm a za kryti vlastnich nékladi
souvisejicich s timto klinickym hodnocenim, a to
vcetné nakladd na 1écbu v piipadé vyskytu jmy na
zdravi subjektti hodnoceni vzniklé v dasledku jejich
ucasti v klinickém hodnoceni, s vyjimkou naklada,
které jsou hrazeny na zaklad¢ této smlouvy nebo
jejiho pisemného dodatku.

Third Parties: The Payee is fully responsible for
payments to third parties and paying its own
expenses connected with the Study, including costs
for therapy in the event of injury to health of the
Study subjects resulting from their participation in
the Study, with the exception of expenses
reimbursed on the basis of this Agreement or a
written amendment to it.

Poplatek etické komisi: Poplatek etické komisi
uhradi PPD mimo tuto smlouvu.

Ethics Committee Fee: The Ethics Committee Fee
will be paid by PPD apart from this Agreement.

Poplatky centralni laboratori: Poplatky centrdlni
laboratoii budou hrazeny zadavatelem mimo tuto
smlouvu.

Central Laboratory Fees: Central Laboratory
costs will be paid by the Sponsor apart from this
Agreement.

Zavéreéna platba: ZavéreCna platba bude
realizovana po dokonceni zavérecné navstévy a
obdrZeni nasledujicich dokumenti spole¢nosti PPD:
(1) veskeré dokumentace ke klinickému hodnoceni,
(i) ptehledu veskerého neuzitého hodnoceného
1éCiva, (i) vSech vyplnénych a spravnych
eCRF/dotazti a (iv) veSkerych doplnénych pozadavkl
k vysvétleni ze strany PPD ¢i zadavatele, tykajicich
se Udaji nebo zaznaml klinického hodnoceni. Na
vzneseni namitek vic¢i jakymkoliv nesrovnalostem
Vv platbach realizovanych v pribéhu klinického
hodnoceni bude mit ptijemce plateb lhitu tticeti (30)
dni od doruceni zaverecné platby.

Final Payment: The final payment will be payable
upon completion of the close-out visit and upon
PPD’s receipt of the following: (i) all Study
documentation, (ii) the accountability of all unused
Study Drug, (iii) all completed and correct
eCRFs/queries, and (iv) any clarification requests
made by PPD or Sponsor regarding Study data or
records. The Payee will have thirty (30) days from
the receipt of final payment to dispute any
payment discrepancies during the course of the
Study.

Bez obdrieni piedchoziho pisemného souhlasu ze
strany zadavatele ¢i PPD nebudou brany v potaz

No other additional funding requests will be
considered without the prior written consent of
Sponsor or PPD.
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Zadné dalsi poZadavky na poskytnuti financnich
prostiredkii.

Tabulky plateb / Tables of Payments
Cist A - Standardni poloZky na pacienta / Part A — Standard items per patient
Per visit cost with OH/ Cena

za navstévu vcéetné rezijnich
Nazev vizity/Visit Name  nakladt

Skryning/Screen XXX
Lééebné obdobi, V1/ XXX
Treatment period, V1
Lééebné obdobi, XXX
V2/Treatment period,
V2
Lééebné obdobi, XXX
V3/Treatment period,
V3
Lééebné obdobi, XXX
V4/Treatment period,
V4
Follow-up obdobi, V5/ XXX
Follow-up period, V5
Follow-up obdobi, V6/ XXX
Follow-up period, V6
Follow-up obdobi, V7/ XXX
Follow-up period, V7
Konec ¢asti A/ End of XXX
part A *
EDV XXX
Total Cost Per XXX
Completed Patient
Uscheduled Visit XXX
Screen Failure XXX

Podminéné — plati se na zakladé EDC Entry a nesporné faktury/ Conditional — paid upon EDC Entry and
undisputed invoice

Cena
véetné
reZijnich
nakladu
/Selected
cost with
OH
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. , XXX

Tehotensky test/Pregnancy Test
Central Lab PK (volitelné nebo pfi neplanované navstéveé)/Central XXX
Lab PK (optional or at unscheduled visit)
Centralni laboratorni odbér krve pro PD/Central lab blood draw for XXX
PD
Centralni laboratof: Vzorky krve pro virovy screening, sérologii, XXX
klinické laboratorni testovani, biomarkery, imunogenicitu (pokud se
opakuji pfi screeningu nebo pfi neplanované navstéve)/Central lab:
Blood samples for Viral Screening, Serology, Clinical Laboratory
testing, Biomarkers, Immunogenicity (if repeated at screening or at
unscheduled visit)

XXX
Centralni laboratof - Analyza moci/Central lab - Urinalysis

XXX
Centralni laboratof - Manipulace a expedice/ Central Labs Handling
and Shipping

XXX
MGII

XXX
MG-ADL
MGFA Clinical Classification XXX
EKG (pokud se opakuije pfi screeningu nebo pfi neplanované XXX
navstéve)/ ECG (if repeated at screening or at unscheduled visit)
Vitalni funkce (pokud se opakuiji pfi screeningu)/Vital Signs (if XXX
repeated at screening)
Fyzikalni vySetfeni zaméfené na symptomy /Symptom Directed XXX
Physical Exam
NEI VFQ-25 XXX
MG-QoL 15r XXX
Neuro-QoL Short Form - Fatigue XXX
PGI-S (ocular) XXX
PGI-C (ocular) XXX
TSQM-9 XXX
PHQ-9 for SIB (only item 9) XXX
SFEMG (if needed at screening) XXX
RNS (if needed at screening) XXX
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Fakturovatelné/ Invoiceables

N Selected cost (with OH if
ame -
applicable)
Vystupni pohovor (virtualni nebo telefonicky pohovor
vedeny mezi V5 a V6 pro vybranou skupinu Ucastnik
studie)/Exit Interview (Virtual or Telephone interview
conducted between V5 and V6 for a chosen group of
participants in study) XXX
Poplatky Poskytovateli/ Site fees
Celkové
mnozstvi/
Total
Nazev/Name OH? | Quantity | Castka/Selected Cost
Archivaéni poplatek, jednorazovy poplatek na XXX
25 let/ Archiving Fee, One time fee for 25 years N 1.00
Ztizeni 1ékéarny, Jednorazovy poplatek XXX
/Pharmacy Setup One time fee N 1.00
Poplatek za zahajeni studie; Jednorazovy XXX
poplatek/ Study Fee: Set-Up; One time fee N 1.00
IP ptijem, potvrzeni, kontrolni zdznamy, Stitky XXX
(za kazdy ptijem)/ IP receipt, confirmation,
check records, labels (per each receipt) N 1.00
Zniceni IP / IP destruction N 1.00 XXX
Ukonéeni ¢innosti 1ékarny/ Pharmacy Close-out N 1.00 XXX
XXX
Monitorovani IP ulozisté (za kazdou
kontrolu/monitorovani)/ IP storage monitoring
(per each control/monitoring) N 1.00

TP1V1 assessments are identical and completed once.

* S vyjimkou injekce efgartigimodu PH20 SC v &asti B TP1V1 jsou hodnoceni konce ¢asti A a ¢asti B TP1V1 totozna a
provadgéji se jednou./Except for the efgartigimod PH20 SC injection at part B TP1V1, the end of part A visit and the part B

Cast B - Standardni poloZKy na pacienta / Part B — Standard items per patient

Cena za navstévu véetné rezijnich

Nazev vizity/Visit Name nakladu /Per visit cost with OH
Cyklus 1 TP, V1/ Cycle 1 TP, XXX
V1

Cyklus 1 TP, V2/Cycle 1 TP, XXX
V2
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Cyklus 1 TP, V3/ Cycle 1 TP, XXX

V3
Cyklus 1 TP, V4/ Cycle 1 TP, XXX
V4
Cyklus 1 IP, V1/Cycle 1 IP, V1 XXX
Cyklus 2 TP, V1/ Cycle 2 TP, XXX
V1
Cyklus 2 TP, V2/ Cycle 2 TP, XXX
V2
Cyklus 2 TP, V3/ Cycle 2 TP, XXX
V3
Cyklus 2 TP, V4/ Cycle 2 TP, XXX
V4
Cyklus 2 1P, V1/ Cycle 2 IP, V1 XXX
Cyklus 3 TPn (n=3 dale), V1/ XXX

Cycle 3 TPn (n=3 onward), V1

**k*

Cyklus 3 TPn (n=3 dale), V2/ XXX
Cycle 3 TPn (n=3 onward), V2

**k*

Cyklus 3 TPn (n=3 dale), V3/ XXX
Cycle 3 TPn (n=3 onward), V3

**k*

CyKlus 3 TPn (n=3 dale), V4/ XXX
Cycle 3 TPn (n=3 onward), V4

*x*k

Cyklus 3 IPn/ Cycle3 IPn *** XXX
(n=3 dale) provadéno u
Poskytovatele (n=3 onward)
performed on site **

EDV or EoS **** XXX

Celkové naklady na XXX
dokonéeného pacienta /Total
Cost Per Completed Patient

Neplanovana navstéva XXX
/Unscheduled visit
Povinné navs§tévy na misté Ipn XXX

(n=3 dale); ( ** IPnV5, IPnV10
a dale (kazda 5. navS$téva v IP)/
Mandatory on-site visits Ipn
(n=3 onward); ( ** IPnV5,
IPnV10 onward (every 5th visit

in the IP)
Cyklus3 IPn (n=3 dale) ***; XXX
Vm / Cycle3 IPn (n=3 onward)
Vm
Netspé$ny skryning/ SFV **** XXX
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Podminéné — plati se na zakladé EDC Entry a nesporné faktury/ Conditional — paid upon EDC Entry and
undisputed invoice

Name Selected cost (with OH if applicable)

XXX
Téhotensky test/Pregnancy Test

Nasledné kratké fyzické vySetreni, které zahrnuje XXX
vitalni funkce a vahu (pokud je to mozné)/Follow-up
brief physical exam to include vital signs and weight
(when applicable)

EKG/ECG XXX

Centralni laboratof: krevni vzorky pro virovy XXX
screening, sérologie, klinické laboratorni testy,
biomarkery, imunogenicita /Central lab: Blood
samples for Viral Screening, Serology, Clinical
Laboratory testing, Biomarkers, Immunogenicity

Centralni laboratof - Analyza moci /Central lab - XXX
Urinalysis

Central Lab PK (volitelné)/ Central Lab PK (optional) XXX
Centrélni laboratof PD /Central Lab PD XXX
Centralni laboratof - Manipulace a expedice /Central XXX
Labs Handling and Shipping

MGII XXX
MG-ADL XXX
MGFA Clinical Classification XXX
NEI VFQ-25 XXX
MG-QoL15r XXX
Neuro-QoL Short Form-Fatigue XXX
PGI-S (ocular) XXX
PGI-C (ocular) XXX
TSQM-9 XXX
PHQ-9 for SIB (only item 9) XXX
Kontrola deniku pacienta/revize protokolu XXX

administrace/ Review Patient Diary/Review
Administration Log

Fyzikalni vySetfeni zaméfené na symptom/ Symptom XXX
Directed Physical Exam
Telefonicky hovor pro vzdalenou navstévu XXX

/Telephone Call for Remote Visit

* S vyjimkou injekce efgartigimodu PH20 SC v ¢asti B TP1V1 jsou hodnoceni konce ¢4asti A a ¢asti B
TP1V1 totozna a provadéna jednou. "X" je pro ucely oznaceni, které procedury jsou jiz zahrnuty v cené
navstévy "Konec ¢asti A"./Except for the efgartigimod PH20 SC injection at part B TP1V1, the end of
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part A visit and the part B TP1V1 assessments are identical and completed once. "X" has been
designated to indicate which procedures are already encompassed within the "End of Part A" visit cost.
*** Povinné navstévy na miste jsou vSechny navstévy TP v cyklech 1 a 2 a prvni navstéva TP od C3
dale; vSechny IPnV1 v prvnim roce; EDV, EoS a SFV; a kazda pata navstéva v IP (napt. IPnV5, IPnV10
atd.). VSechny ostatni navstévy a IPnV1 ve druhém roce mohou probihat telefonicky./Mandatory on-site
visits are all TP visits in cycles 1 and 2 and the first TP visit from C3 onward; all IPnV1 in the first year;
EDV, EoS, and SFV; and every fifth visit in the IP (eg, IPnV5, IPnV10, etc). All other visits and IPnV1
in the second year may occur by phone.

**xk Aktivity pro ucastniky, kteti pred¢asné ukonci efgartigimod PH20 SC, budou zaviset na navstéve,
kdy k preruseni doglo. Ugastnici by méli provadét planované aktivity pro EDV, pokud od posledni davky
neuplynulo 56 + 3 dny. Tito Ucastnici jiz nebudou dostavat efgartigimod PH20 SC a vrati se pro SFV 56
+ 3 dny po jejich posledni davce. Pokud od posledni injekce jiz uplynulo 56 + 3 dny, EDV se stane SFV
a musi byt provedeny aktivity SFV. Uéastnici, ktefi se rozhodnou pierusit 16¢bu mezi nav§tévami, by se
m¢éli zacastnit SFV alesponi 56 £ 3 dny po jejich posledni injekci. Pokud od této injekce uplynulo 56 + 3
dny, bude SFV naplanovano co nejdiive./The activities for participants discontinuing efgartigimod PH20
SC early will depend on the visit when discontinuation occurred. Participants should perform planned
activities for the EDV if 56 + 3 days have not elapsed since the last dose. These participants will no
longer receive efgartigimod PH20 SC and return for the SFV 56 + 3 days after their last dose. If 56 + 3
days have already elapsed since the last injection, the EDV becomes the SFV and the SFV activities must
be performed. Participants who decide to discontinue treatment between visits should attend the SFV at
least 56 + 3 days after their final injection. If 56 + 3 days have elapsed since that injection, the SFV will
be planned as soon as possible.
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Exhibit B
Anti-Corruption Compliance

Ptiloha B
Dodrzovéni protikorup¢nich zasad

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 (i) is illegal under any laws,
rules, or (ii) would have the effect of causing PPD or
the Sponsor 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.1 Poskytovatel a Hlavni zkouSejici se zavazuji, Ze
nebudou vykonavat, nezpiisobi ani nedovoli, aby byla
pfimo nebo nepfimo prostfednictvim tfeti strany
vykonavéana jakakoli cinnost, ktera: (i) je podle
jakychkoli zakont ¢i pravidel nezadkonna nebo (ii) by
vedla ktomu, Ze by PPD nebo Zadavatel porusili
americky  zdkon o zahrani¢nich  korupc¢nich
praktikach, britsky zakon o uplatkarstvi nebo jiné
platné¢ protikorupéni zdkony (dale spolecné jen
,Protikorup¢ni zakony”).

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 (i) influence any
official act or decision of such government official, or
(if) otherwise assist PPD, Sponsor or PPD local
affiliate, in obtaining or retaining business, in
directing business to any person, or in securing an
improper advantage.

B.2 Poskytovatel a Hlavni zkousejici pfimo ani
nepiimo prostfednictvim tfeti strany neposkytnou,
nenabidnou ani nepfislibi zadné ,,afedni osob&* (podle
definice nize) Zadnou platbu, dar ani jinou hodnotnou
véc s cilem nepatficné (i) ovlivnit jakékoli oficialni
jednéni ¢i rozhodnuti této Giedni osoby nebo (ii) jinak
napomoci PPD, Zadavateli ¢i mistni dcefiné
spolecnosti PPD ziskat ¢i si udrzet obchodni ¢innost,
smeérovat obchodni ¢innost na kteroukoliv osobu nebo

ziskat neopravnénou vyhodu.

B.3 Institution and Principal Investigator shall not
engage or otherwise use any third-party agents in
connection with its performance hereunder without the
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, Sponsor, or PPD local affiliate, without PPD’s
advance written approval (which may be withheld by
PPD in its sole discretion).

B.3 Poskytovatel a Hlavni zkousejici nenajmou ani
jinak nevyuZziji zastupce zadné tifeti strany
v souvislosti s plnénim podle této smlouvy bez
pfedchoziho pisemného souhlasu spolecnosti PPD
(ktery miize spolecnost PPD podle svého vyhradniho
uvazeni odeptit). Poskytovatel a Hlavni zkousejici se
dale zavazuji, Ze bez ptedchoziho pisemného souhlasu
spolecnosti PPD (ktery mulze spole¢nost PPD podle
svého vyhradniho uvazeni odepfit) neposkytnou
jménem nebo ve prospéch spolecnosti PPD,
Zadavatele ¢i mistni poboc¢ky spole¢nosti PPD zadné
treti strané z4dné penize, dary ani jiné cennosti.

B.4 Institution and Principal Investigator represent,
warrant and covenant that no officer, director, or
employee of the Institution or Principal Investigator is
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

B.4 Poskytovatel aHlavni zkousSejici prohlasuji,
zarucuji a zavazuji se, Ze zadny vedouci pracovnik,
feditel nebo zameéstnanec Poskytovatele nebo
Hlavniho zkousSejictho neni ,ufedni osobou" dle
definice vtéto Smlouveé, v jakémkoli postaveni,
s vyjimkou toho, Ze je zaméstnancem vefejné
nemocnice; a Poskytovatel zapoji své vedouci
pracovniky, feditele nebo zaméstnance do Klinického

Strana 38 z 45




Agreement. The Institution and Principal Investigator
also covenant that they shall not employ or engage any
“government official” to act for or on behalf of PPD
or the Sponsor 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.

hodnoceni pouze za ucelem provadéni Sluzeb
v rozsahu této Smlouvy. Poskytovatel a Hlavni
zkousejici se dale zavazuji, Ze bez piedchoziho
pisemného souhlasu spole¢nosti PPD (ktery miize
spolecnost PPD podle svého vyhradniho uvézeni
odepfit) nezaméstnaji ani nevyuziji sluzeb ,,ufedni
osoby®, aby jednala za spolecnost PPD nebo jejim
jménem. Poskytovatel a Hlavni zkousSejici se dale
zavazuji, ze zadna ,,ufedni osoba“ nema ani nebude
mit Zzadny osobni prospéch, at’ uz piimy nebo nepiimy,
zodmény, kterou Zadavatel prostfednictvim
spolecnosti PPD vyplaci Poskytovateli a Hlavnimu
zkousejicimu 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: (i) 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 (ii) all obligations of PPD and
of the Sponsor to compensate Institution for services
provided under this Agreement shall cease.

B.5 Pokud Poskytovatel nebo Hlavni zkouSejici
kterékoli prohlaseni, zaruku ¢i zavazek uvedeny v této
Ptiloze B porusi: (i) Spole¢nost PPD ma okamzité
pravo tuto Smlouvu odtvodnéné vypovédét a uplatnit
jakékoli veskerd dalsi napravnd opatieni, jeZ ma podle
zakona ¢i zvykového prava k dispozici; a (i) zrusi se
veskeré zavazky PPD  a Zadavatele uhradit
Poskytovateli odménu za sluzby poskytnuté podle této
Smiouvy.

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 an Anti-Corruption Law shall not be
subject to any limitation of liability set out in the
Agreement.

B.6 Poskytovatel aHlavni zkousejici v rozsahu
povoleném Platnymi zdkony spole¢nost PPD
odskodni, budou hgit azbavi odpovédnosti
v souvislosti s jakymikoliv  pokutami, ztratami,
zavazky avydaji, které spolecnosti PPD vzniknou
v dusledku  poruseni  kterékoli  z povinnosti
Poskytovatele a Hlavniho zkousSejiciho podle této
Ptilohy B. Povinnost zbavit spolecnost PPD
odpovédnosti podle této Piilohy B v souvislosti
s jakymkoliv  poruSenim protikorupéniho zékona
nebude podléhat omezeni odpovédnosti, jez je
stanoveno touto Smlouvou.

B.7 For the purpose of this Exhibit B, the term
“government official” means (i) 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); (iii) any political party or official

B.7 Pro tucely této Ptilohy B se vyrazem ,ufedni
osoba“ rozumi (i) jakykoli ufednik, zaméstnanec nebo
jind osoba jednajici v Gfedni funkci za vladu nebo za
jakékoli jeji ministerstvo, ufad nebo podiizenou vladni
organizaci, ptipadné jednajici jejich jménem; (i)
jakykoli ufednik, zaméstnanec nebo jind osoba
jednajici v ufedni funkci za vefejnou mezinarodni
organizaci (napi. Spojené narody, Sve€tovou banku
nebo Svétovou zdravotnickou organizaci); (iii)

Strana 39 z 45




thereof or any candidate for political office; and (iv)
any family members or representatives of any of the
individuals listed above.

jakakoli politickd strana nebo jeji predstavitel nebo
jakykoli kandidat na politickou funkci; a (iv) rodinni
prislusnici nebo zastupci kterékoli z vySe uvedenych
osob.
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Exhibit C — EU/EEA countries
Data Protection

Ptiloha C — UK/EU/Zem¢ EHS
Ochrana osobnich tidaji

C.1 Definitions

C.1 Definice

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)
any legislation transposing the Regulation or related
legislation of any member state of the European
Economic Area; or (c) 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.

C.1.1 ,,Pravni predpisy o ochrané osobnich
udaju a soukromi “ jsou vSechny platné zakony,
predpisy aregulacni pozadavky tykajici se ochrany
osobnich udaji a soukromi na celém svéte, véetné a)
Obecného nafizeni o0 ochran¢ osobnich tdaji
2016/679 (,,Narizeni); (b) jakékoli pravni piedpisy
provad¢jici Natizeni nebo souvisejici pravni predpisy
kteréhokoli ¢lenského statu Evropského
hospodartského prostoru; nebo (c) jakékoli jiné pravni
ptedpisy, které jsou platné v soucasnosti nebo mohou
vstoupit v platnost v budoucnu v jakékoli piislusné
jurisdikci, akteré upravuji zpracovani Osobnich
udaji, jez se vztahuji na kteroukoli smluvni stranu této
Smiouvy.

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.l2 Vyrazy »Osobni udaje*,
wZpracovavat/Zpracovani®, »Spravee a
»Zpracovatel“ maji stejny vyznam jako v Natizeni
apojem Ucastnik klinického hodnoceni ma stejny
vyznam jako ,Subjekt udajia“, jak je tomu
Vv Nafizeni. Sem patii také tyto pojmy nebo
odpovidajici pojmy, jak jsou definovany podle
jakychkoli jinych Pravnich pfedpist o ochrané
osobnich udajii a soukromi. Mezi Osobni Udaje patii
I zakodované daje a snimky pacientu.

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.2 Soulad s piedpisy. Smluvni strany si vzajemné
zarucuji, Ze budou Osobni udaje zpracovavat
v souladu se vSemi Pravnimi piedpisy o ochrané
osobnich udaji a soukromi a v souladu s ICH-GCP.

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 independent Controllers
(unless national law provisions stipulate that the
Institution and Sponsor shall be considered as joint
controllers pursuant to Article 26 of the Regulation);

C.3 Role aodpovédnosti Smluvnich stran
vsouladu s Nafizenim. Smluvni strany berou na
védomi, ze sohledem na plnéni ucelu klinického
vyzkumu, jak je popsan v Protokolu, v souladu s touto
Smlouvou nebo jakoukoli jinou platnou smlouvou
(smlouvami), jsou  Poskytovatel a Zadavatel
nezavislymi Spravci (pokud vnitrostatni pravni
ptredpisy nestanovi, ze Poskytovatel a Zadavatel jsou
povazovdni za spole¢né spravce podle clanku 26
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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). Where joint Controllership
applies, the Controllers shall determine their
respective responsibilities for compliance with the
Regulation through an arrangement between them.
Pursuant to t the above objectives, the following
allocation of responsibility is agreed:

Natizeni); Spole¢nost PPD je Zpracovatelem
jednajicim podle pokynt Zadavatele v souvislosti se
Zpracovanim Osobnich udajt, které je nezbytné pro
poskytovani sluzeb Zadavateli podle této Smlouvy
a/nebo jakychkoli dalSich platnych smluv. V pfiipadg,
ze se uplatnuje spolecnd sprava, ur¢i spravei své
prislusné odpovédnosti za dodrzovani Nafizeni
prostfednictvim vzajemného ujednani. V souladu
s témito cili bylo dohodnuto nasledujici rozdéleni
odpovédnosti:

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 the Data
Protection Officer (“DPQO”) that is appointed by the
Institution under Article 37 of the Regulation. The
DPO will act as an intermediary to manage and resolve
requests from a Study participant, as the case may be,
to access, modify, transfer, block, or delete of her/his
personal data, and that he/she will contact the DPO of
Sponsor in such case (DPO@argenx.com). 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.

C.3.1 Uplatnéni prav na ochranu osobnich
udaji. Vzhledem k tomu, Ze Poskytovatel a Hlavni
zkousejici budou mit vyhradni pfistup k totoznosti
Ugastniki klinického hodnoceni, budou odpovidat za
dodrzovani povinnosti podle Nafizeni, pokud jde
o uplatiiovani prav na ochranu udaji Ugastnikl
klinického hodnoceni. Ugastnici klinického hodnoceni
by se méli nejprve pokusit uplatnit sva prava
kontaktovanim Hlavniho zkousejiciho
a prostfednictvim Povéfence pro ochranu osobnich
udaju  (,,DPO*), kterého Poskytovatel jmenuje
v souladu s ¢lankem 37 Natizeni. DPO bude puisobit
coby prostiednik pro spravu a fedeni zadosti U¢astnika
klinického hodnoceni o pfistup kjeho osobnim
udajiim, jejich Gipravu, prenos, blokovani nebo vymaz,
a Vv kazdém takovém piipadé bude kontaktovat DPO
Zadavatele. (DPO@argenx.com). Pokud dotaz
nemuze zodpovédét ani Hlavni zkouSejici, ani DPO
Poskytovatele, mtize se Hlavni zkousSejici jménem
Ugastniki klinického hodnoceni obratit na Zadavatele
tak, aby byla zachovadna dvérnost jejich totoZznosti,
jak predepisuje ICH-GCP. Smluvni strany souhlasi, Ze
budou spolupracovat, aby v co nejvétsi mite vyhovély
74dostem Ugastniki klinického hodnoceni.

C.3.2 Provision of Information to Study
Subject. Sponsor shall include the information that
must be provided to Study Subjects as required by
Article 13 of the Regulation in subject informed
consent forms. Institution via the Principal
Investigator or delegate, shall gain necessary informed
consents from Study Subjects to ensure the lawfulness
of data Processing.

C.3.2 Poskytovani informaci U&astniku
klinického hodnoceni. Zadavatel zahrne informace,
které musi byt poskytnuty Ucastnikim klinického
hodnoceni podle ¢lankd 13 Nafizeni, do formulafi
informovaného souhlasu pro pacienty. Poskytovatel
prostfednictvim  Hlavniho  zkouSejiciho  nebo
povéfeného pracovnika ziska od Ugastniki klinického
hodnoceni nezbytné informované souhlasy, aby byla
zajiSténa zakonnost Zpracovani tidaju.
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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.

Institution shall notify Sponsor immediately, within
twenty-four (24) hours of discovery, of any Security
Incident. Such notice shall be sent by email to
DPO@argenx.com and 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.

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.

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.

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.3.3 Oznameni incidenti tykajicich se
bezpecnosti udaji. Poskytovatel je odpovédny za
vySetieni anapravu jakéhokoli skute¢ného nebo
domnélého bezpecnostniho incidentu, ktery zahrnuje
nebo o kterém se Poskytovatel divodné domniva, ze
zahrnuje neopravnény piistup, pouziti, zvefejnéni,
ztratu, zniCeni nebo zménu Osobnich udaja
a Informaci (,,Bezpecnostni incident”), k némuz
doslo v souvislosti s ¢innostmi  provadénymi
Poskytovatelem aktery ovlivnil systémy, vcetné
papirovych,  vlastnéné  Poskytovatelem  nebo
pouzivané Poskytovatelem a poskytnuté Zadavatelem
nebo tfetimi stranami pro ucely provadéni Klinického
hodnoceni.

Poskytovatel neprodlené informuje Zadavatele
0 jakémkoli Bezpe¢nostnim incidentu, a to do dvaceti
Ctyt (24) hodin od jeho zjisténi. Toto oznameni bude
odeslano e-mailem na adresu DPO@argenx.com
a pfiméfen¢ podrobné shrne dopad Bezpecnostniho
incidentu na Zadavatele a spole¢nost PPD (a jeji
pfidruzené spolecnosti) a napravna opatieni, ktera
Poskytovatel ptijme.

Pokud to vyzaduji Pravni pfedpisy o ochrané osobnich
udaji a soukromi, nahléasi Poskytovatel Bezpec¢nostni
incidenty, které maji vliv na systémy vlastnéné
Poskytovatelem, dotéenym osobam a piisluSnému
dozorovému utadu.

Zadavatel je odpovédny za vySetfeni a napravu

jakéhokoli skute¢ného nebo domnélého
Bezpecnostniho incidentu, ktery se tyka bud’ systému
vlastnénych Zadavatelem, nebo systémut

poskytovanych tietimi stranami, které Zadavatel najal
pro ucely provadeéni Klinického hodnoceni.

Pokud to vyZaduji Pravni ptedpisy o ochrané osobnich
udajii a soukromi, nahldsi Zadavatel Bezpecnostni
incidenty, které maji vliv na systémy vlastnéné
Zadavatelem, dotéenym osobdm prostiednictvim
Hlavniho zkouSejictho nebo DPO Poskytovatele,
a dale ptislusnému dozorovému tradu.

Communication
Institution shall

C.3.4 Responding to
Related to Data Protection.

C.3.4 Reakce na sdéleni tykajici se Ochrany
osobnich 1daji. Pokud Poskytovatel obdrzi od
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promptly, at the latest within three (3) days after
receiving such request, notify the Sponsor in writing,
at DPO@argenx.com if 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 PPD or Sponsor.

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.

Utastnika klinického hodnoceni, dozorového tfadu
nebo jiného Regulac¢niho orgénu jakékoliv sdéleni
tykajici se ochrany osobnich udaji vztahujici se ke
sluzbam (véetn¢ zadosti o seznameni se s obsahem
ujednani nebo stiznosti tykajicich se spole¢né spravy),
uvédomi o tom neprodlené nejpozdéji do tii (3) dni
pisemné Zadavatele na adrese DPO@argenx.com
a poskytne Zadavateli a spole¢nosti PPD v tomto
sméru plnou soucinnost a pomoc, aniz by to pro
spole¢nost PPD nebo pro Zadavatele ptredstavovalo
dalsi naklady.

V piipadé stiznosti na to, jak Poskytovatel zpracoval
osobni udaje Ucastnika klinického hodnoceni, bude
takovou stiznost spravovat Poskytovatel a bude
Zadavatele pravidelné¢ informovat az do uzavieni
zaleZitosti.

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.3.5 Odpovédnost avedeni zdznami.
Poskytovatel i Zadavatel provadéji nezavisle na sobé
vlastni posouzeni vlivu na Ochranu osobnich udaji
avedou zaznamy o Cinnostech tykajicich se
zpracovani, jak vyzaduji Pravni ptedpisy o ochrané
osobnich idaju a soukromi.

C.3.6 Disclosing Content of Joint
Controllership Arrangements to Study Subjects.
Where joint Controllership arrangements apply, the
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.3.6 Zpristupnéni obsahu ujednani
tykajicich se spole¢né spravy Ucastnikiim
klinického hodnoceni. Pokud se pouZiji ujednéni
0 spole¢né sprave, zptistupni Poskytovatel
prostiednictvim Hlavniho zkouSejiciho nebo DPO
Poskytovatele na pozadani obsah ujednani podle této
Casti C.3 Ugastnikim  klinického hodnoceni
a pfipadné tak ucini formou odkazu na formulaf
informovaného souhlasu.

C.3.7 Processing of Research Staff Personal
Data. Both prior to and during the course of the Study,
the Institution, the Principal Investigator and/or the
Research Staff may be called upon to share personal
data of the Principal Investigator, the Research Staff
and other employees/contractors of the Institution or
of the Principal Investigator to the Sponsor, PPD and
other third parties involved in the conduct of the
Study. The Institution and Principal Investigator shall
provide the information reasonably requested by
Sponsor and/or PPD and shall authorize the processing

C.3.7 Zpracovani Osobnich  udaji
Vyzkumnych  pracovniki. Prfed zahajenim
Klinického hodnoceni iV jeho pribéhu mohou byt
Poskytovatel, Hlavni zkouSejici a/nebo Vyzkumni
pracovnici vyzvani, aby pfedali osobni idaje Hlavniho
zkousejiciho, Vyzkumnych pracovnikii a dalSich
zameéstnancl / smluvnich partnerti Poskytovatele nebo
Hlavniho zkouSejiciho Zadavateli, spole¢nosti PPD
a dalSim tfetim strandm zapojenym do provadéni
Klinického  hodnoceni.  Poskytovatel a Hlavni
zkouSejici  poskytnou informace  odlivodnéné
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and storage of certain personal data of the Principal
Investigator, the Research Staff and other
employees/contractors of the Institution or of the
Principal Investigator for the performance of this
Agreement and to the extent permitted by Data
Protection and Privacy Laws. The Institution through
the Principal Investigator will assist the Sponsor in
providing such notice to the Research Staff.

pozadované Zadavatelem a/nebo spole¢nosti PPD
a povoli zpracovani a uchovavani urcéitych osobnich
udaji Hlavniho  zkouSejiciho,  Vyzkumnych
pracovniki a dalSich zaméstnanci/ smluvnich
partnertt Poskytovatele nebo Hlavniho zkousejiciho
pro ucely plnéni této Smlouvy a v rozsahu povoleném
Pravnimi  pfedpisy o ochran¢ osobnich udaja
a soukromi. Poskytovatel poskytne prostiednictvim
Hlavniho zkousejicitho Zadavateli pti poskytovani
tohoto  oznameni  Vyzkumnym  pracovnikiim
soucinnost.

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.4 Zabezpeceni informaci. Vsechny Smluvni
strany zavedou odpovidajici technicka a organizacni
opatieni na Ochranu osobnich udaji a Informaci podle
pozadavkl ICH-GCP a Pravnich ptedpisi o ochrané
osobnich daji a soukromi. Smluvni strany zajisti,
aby se osoby opravnéné zpracovavat Osobni udaje
zavazaly zachovavat divérnost nebo aby se na né
vztahovala piislusnd zdkonna povinnost zachovéni
mlcenlivosti. Poskytovatel zejména uplatni ptisné
kontrolni mechanismy, které =zajisti, ze pluvodni
zdravotni zaznamy Ucastnikil klinického hodnoceni
budou zabezpecené pred neopravnénym piistupem
a nahodnou ztratou. Zadavatel a/nebo spolecnost PPD
mohou mit pfistup k ptivodnim 1ékarskym zaznamim
za ucelem provadéni monitorovani a budou s témito
dokumenty nakladat v naprosté diivérnosti.

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 set out in
this Agreement or the Protocol or where required by
Union or Member State law. In doing so, Institution
shall be responsible for compliance with the
requirements of Chapter V of the Regulation.
Moreover, the Institution shall inform the Sponsor in
writing of the applicable legal requirement(s) before
processing.

C.5 Prevody udaju. Poskytovatel bude zpracovavat
nebo jinak pfevadét Osobni udaje mimo Evropsky
hospodarsky prostor (¢lenské staty Evropské unie plus
Norsko, Island a Lichtenstejnsko) pouze tak, jak je
stanoveno V této Smlouvé nebo v Protokolu nebo
pokud si to vyzadaji pravni piedpisy Unie ¢i
jednotlivych ¢Elenskych statd. Poskytovatel ptitom
odpovida za dodrzovani pozadavkll kapitoly V
Natizeni. Kromé toho Poskytovatel pfed zpracovanim
pisemné informuje Zadavatele o pfislusnych pravnich
pozadavcich.

C.6 Consequences of Expiry or Termination. The
obligations contained in this Exhibit C shall survive
the termination or expiry of this Agreement.

C.6 Disledky vyprSeni nebo vypovézeni smlouvy.
Zavazky obsazené v této Priloze C zistavaji
v platnosti i po ukoncéeni nebo vyprseni platnosti této
Smlouvy.
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