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CLINICAL TRIAL AGREEMENT
PROTOCOL XXXXXX

SMLOUVA O KLINICKEM HODNOCENI
PROTOKOL XXXXXX

This clinical study agreement on conducting a
clinical study made in compliance with the provi-
sion of 8§ 1746, paragraph 2, Act No. 89/2012
Coll., Civil Code, as amended and in compliance
with Act No. 378/2007 Coll. on Pharmaceuticals,
as amended (the “Agreement”) is entered into as
of the date of last signature hereto (the “Effective
Date”) by and between Idorsia Pharmaceuticals
Ltd, having as a place of business Hegenheimer-
mattweg 91 CH — 4123 Allschwil, Switzerland
(“ldorsia”), University Hospital Brno located at
Jihlavska 20, 625 00 Brno, Czech Republic (the
“Institution”), and XXXXXX (the “Investigator”).
Idorsia, Institution and Investigator referred to in-
dividually herein as a “Party” or collectively as the
“Parties”

Tato smlouva o provedeni klinické studie
uzaviena dle ustanoveni § 1746 odstavec 2 za-
kona ¢&. 89/2012 Sb., ob&ansky zakonik, v
platném znéni a dle zakona €. 378/2007 Sb., o
IéCivech, v platném znéni o klinickém hodnoceni
(dale oznaCovana jen jako ,Smlouva‘) se
uzavira ke dni posledniho podpisu této Smlouvy
(dale oznaCovany jen jako ,Den uéinnosti)
mezi spole€nosti Idorsia Pharmaceuticals Ltd, s
mistem podnikani na adrese Hegenheimer-
mattweg 91, CH — 4123 Allschwil Svycarsko
(dale oznacovana jen jako ,ldorsia”), Fakultni
nemochnice Brno se sidlem Jihlavska 20, 625 00
Brno, Ceska republika (dale oznagované jen jako
.Zdravotnické zarizeni“) a XXXXXX (dale oz-
nacovanym jen jako ,Zkousejici“). Spole¢nost
Idorsia, Zdravotnické zafizeni a ZkouSejici jsou
dale samostatné oznaCovani jako ,Smluvni
strana“ nebo spolec¢né jako ,Smluvni strany®.

A. ldorsia is conducting a clinical research on
XXXXXX used in a single-dose integrated
drug device (the "Study Drug") in a clinical
study (the “Study") conducted according to
the provisions of this Agreement and protocol
XXXXXX (the "Protocol").

A. Spole¢nost Idorsia provadi v ramci klin-
ického hodnoceni (dale jen ,klinické hod-no-
ceni®) klinicky vyzkum pfipravku XXXXXX
(dale jen ,hodnoceny pfipravek®) pouZzitého
jako soucast integra-Iniho zdravotnického
prostfedku pro jed-nodavkové pouZiti. Klin-
ické hodnoceni je provadéno v souladu s
ustanovenimi této Smlouvy a protokolu
XXXXXX (dale jen ,Protokol®).

B. Idorsia has engaged Precision for Medicine
(SK) s.r.o., a clinical research organization
("CRQO") as an independent contractor and its
authorized representative to perform certain
services in connection with the Study.

A. Spoleénost Idorsia se zapojila do spoluprace
s Precision for Medicine (SK) s.r.o., organi-
zaci zabyvaijici se klinickym hodnocenim (a
clinical research organization, dale oznaco-
vana jen jako ,CROQO"), jako nezavislym doda-
vatelem a jejim zastupcem zmocnénym
k poskytovani urcitych sluzeb v souvislosti
s Klinickym hodnocenim.

B. The Study is of mutual interest and benefit to
the Parties and will further the research ob-
jectives of the Patrties.

C. Klinické hodnoceni je pfedmétem spole¢ného
zajmu Smluvnich stran a je pro vSechny
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1dorsia

prospésné, pficemz napomaha dosazeni
vyzkumnych cild Smluvnich stran.

C. Institution and Investigator desire to perform
such activities as a clinical site and principal
investigator, respectively, for the Study, all on
terms and conditions set forth herein.

D. Zdravotnické zafizeni jako pracovisté, kde
se provadi klinické hodnoceni, a ZkouSejici
jako hlavni ZkouSejici si preji realizovat
¢innosti vramci Klinického hodnoceni za
podminek stanovenych v této Smlouvé.

E. Idorsia and Investigator will enter into a sepa-
rate contract with the Investigator for Study
activities beyond the activities for which the In-
stitution is responsible under this Agreement
(hereinafter referred to as the "Investigator
Agreement"). This Investigator Agreement,
among other things, shall set the Investiga-
tor's remuneration for carrying out these activ-
ities. Idorsia acknowledges that the amount of
remuneration must be in accordance with the
internal regulations of the Institution through-
out the duration of the clinical trial, which is the
responsibility of the Investigator. Idorsia rep-
resents that, with the exception of the agree-
ment set forth above, Idorsia will not enter into
any other agreement with any employee of the
Institution with respect to this clinical trial.

E. Spole¢nost Idorsia a ZkouSejici uzaviou sa-
mostatnou smlouvu se ZkouSejicim na
¢innosti ve véci klinického hodnoceni nad
ramec cCinnosti, za které odpovida Zdravot-
nické zafizeni podle této smlouvy (dale oz-
natovana jen jako ,Smlouva se
zkousejicim®). Smlouva se zkouSejicim mj.
stanovi odménu ZkouSejiciho za provedeni
téchto Cinnosti. Spolednost Idorsia bere na
védomi, Ze vySe odmény musi byt po celou
dobu trvani klinického hodnoceni v souladu
s vnitfnimi pfedpisy Zdravotnického zafizeni,
za coz odpovida ZkouSejici. SpoleCnost
Idorsia prohlaSuje, ze s vyjimkou smlouvy dle
pfedchoziho textu neuzavie ve véci tohoto
klinického hodnoceni Zadnou dalSi smlouvu
s zadnym zaméstnancem Zdravotnického
zarfizeni.

The Parties agree as follows:

Smluvni strany se dohodly takto:

ARTICLE 1
CONDUCT OF THE STUDY

~_ CLANEK 1
PROVADENI KLINICKEHO HODNOCENI

1.1 Study Standards. Institution and Investigator
shall perform the Study in accordance with (i)
the terms and conditions of this Agreement;
(ii) the Protocol; (iii) Idorsia's reasonable writ-
ten instructions (iv) generally accepted stand-
ards of good clinical practice; (v) the Interna-
tional Council on Harmonization of Technical
Requirements of Pharmaceuticals for Human
Use Guideline for Good Clinical Practice
(“ICH-GCP”); and (vi) all national and interna-
tional laws, ordinances, rules, and regula-
tions of any governmental authority ("Regu-
latory Authority") and any other authority

1.1 Standardy Klinického hodnoceni. Zdravot-
nické zafizeni a Zkousejici provadéji Klinické
hodnoceni v souladu s (i) podminkami této
Smlouvy; (ii) Protokolem; (iii) oddvodnénymi
pisemnymi pokyny spolecnosti Idorsia; (iv)
vSeobecné pfijimanymi standardy spravné
klinické praxe; (v) smérnici pro spravnou Klin-
ickou praxi International Council on Harmoni-
zation of Technical Requirements of Pharma-
ceuticals for Human Use Guideline for Good
Clinical Practice (dale oznaCovana jen jako
,ICH-GCP*); a (vi) veSkerymi narodnimi a
mezinarodnimi pravnimi pFedpisy,
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that apply to the conduct of the Study or the

vyhlaskami, pravidly a smérnicemi jakéhokoli

activities contemplated hereunder ("Appli- statniho Ufadu (dale oznaCovany jen jako
cable Law"). .,Regulaéni organ“) a jakéhokoli jiného
Ufadu, které se vztahuji na provadéni Kilin-
ického hodnoceni nebo na c&innosti
zamys$lené touto Smlouvou (dale oznaco-
vané jen jako ,PFislusné pravni predpisy”).
1.2 IRB/IEC. 1.2 IRBJ/IEC.
1.2.1 |RB/IEC Review. Institution and Investiga- |1.2.1 Pfezkoumani ze strany IRB/IEC. Zdra-

1.2.2

tor are responsible for obtaining initial and
continuing review and approval of the
Study from the Institution's institutional re-
view board/Independent Ethics Commit-
tee ("IRB/IEC"), including obtaining
IRB/IEC approval of the Protocol and ICF
(defined below) and all materials in any
form to be used in recruiting participants
for the Study.

IRB/IEC Change/Withdrawal. Institution
will not replace its IRB/IEC without
Idorsia's prior written approval. Institution
or Investigator shall promptly notify
Idorsia of any refusal of, withdrawal of, or
suspension of IRB/IEC approval within
two (2) days following receipt of notice
thereof from the IRB/IEC.

1.2.2

votnické zafizeni a ZkouS$ejici nesou
odpovédnost za provedeni uvodniho a
pokracovaciho pfezkoumani a schval-
eni Klinického hodnoceni ze strany
Pfezkumné rady zdravotnického
zafizeni / Nezavislé etické komise
Zdravotnického zafizeni (dale oznaco-
vané jen jako ,IRB/IEC*), v¢&etné
ziskani schvéleni Protokolu a formu-
lafe ICF (jak je tento vyraz definovan
nize) a v8ech materialu v jakékoli
podobé, které budou vyuzivany pfi
naboru ucastnikG pro Klinické hod-
noceni ze strany IRB/IEC.

Zména/odvolani IRB/IEC. Zdravotnické
zafizeni nevyméni IRB/IEC bez pfed-
choziho pisemného souhlasu spolec-
nosti ldorsia. Zdravotnickeé zafizeni nebo
ZkouSejici okamzité uvédomi spolecnost
Idorsia o jakémkoli odmitnuti, odvolani
nebo pozastaveni schvaleni ze strany
IRB/IEC, a to do dvou (2) dnli od doru-
C¢eni oznameni o této skuteCnosti ze
strany IRB/IEC.

1.3 Protocol. The Protocol given to Institution and
Investigator by ldorsia is incorporated herein
by reference. Any amendments to the Proto-
col must be agreed to by Idorsia and the
IRB/IEC in writing. All such amendments will
be automatically incorporated as part of this
Agreement. Except solely to the extent nec-
essary to protect the safety, rights, or welfare
of Subjects (defined below) due to an emer-
gent medical condition, Institution and Inves-
tigator shall not deviate from the Protocol,

1.3 Protokol.
nickému zafizeni a ZkouSejicimu ze strany
spoleCnosti Idorsia se do této Smlouvy
zacleriuje odkazem. Jakékoli zmény Proto-
kolu musi nejdfive pisemné& odsouhlasit
spole¢nost Idorsia a IRB/IEC. VSechny ta-
kové zmény se automaticky zaclenuji jako

soucast této  Smlouvy. S vyjimkou
vrozsahu nezbytném pro  ochranu
bezpe€nosti, prav nebo prospéchu

Subjektu (jak je tento vyraz definovan nize)

Protokol poskytnuty Zdravot-
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without prior written approval from Idorsia
and the IRB/IEC. Notwithstanding the forego-
ing, to the extent a deviation from the Proto-
col occurs during the Study, Institution or In-
vestigator shall promptly report such devia-
tion and the reason therefore to ldorsia and,
if required by the IRB/IEC policies, the
IRB/IEC.

v akutni zdravotni situaci se Zdravotnické
zarizeni ani ZkouSejici bez pfedchoziho
pisemného souhlasu spole¢nosti Idorsia a
IRB/IEC neodchyli od Protokolu. Bez
ohledu na vy$e uvedené plati, ze v rozsahu,
v némz dojde v pribéhu Klinického hod-
noceni k odchyleni se od Protokolu, Zdra-
votnické zafizeni nebo ZkouSejici okamzité
toto odchyleni a jeho duvod nahlasi
spolecnosti Idorsia, pfipadné také — pokud
to pozaduiji smérnice IRB/IEC — IRB/IEC.

1.4 Facilities. The Study will be conducted solely
at the Institution's facilities that are found to
be adequate by Idorsia.

14

Zazemi/zarizeni. Klinické hodnoceni se
provadi vyhradné& v zazemi/prostorach
Zdravotnického zarizeni, které
spole¢nost ldorsia vyhodnoti jako od-
povidajici.

1.5 Investigator

1.5.1 Role as Principal Investigator. Investigator
shall serve as the principal investigator for
the Study at Institution, and shall person-
ally conduct and/or supervise all aspects
of the Study, including reviewing, signing,
and dating Idorsia supplied case report
forms which record all of the Protocol-re-
quired information to be reported to Idorsia
for each Subject (defined below) ("CRFs").
Prior to commencing the Study, Investiga-
tor shall have read and understood the in-
formation contained in the Investigator's
brochure. Institution or Investigator shall
submit the following to Idorsia before con-
ducting the Study and shall retain copies
for Regulatory Authority review: (i) Investi-
gator's current curriculum vitae, (ii) docu-
mentation of all IRB/IEC approvals in ac-
cordance with Section 1.2.1 (IRB/IEC re-
view), and (iii) a copy of the IRB/IEC-ap-
proved ICF (as defined below) to be used
in the Study. Investigator shall use his/her
best efforts to recruit Study Subjects (as
defined below), who are in Investigator's
reasonable judgment, likely to be eligible
and sufficiently reliable to complete the en-
tire Study.

1.5 Zkousejici.

1.5.1 Role Hlavniho zkouSejiciho. ZkouSe-

jici pasobi jako hlavni ZkouSejici pro
Klinické hodnoceni ve Zdravotnickém
zarizeni a osobné provadi a/nebo do-
hlizi na v8echny aspekty Klinického
hodnoceni, v€etné pfezkoumani, pod-
pist a datovani formulard pfipadové
zpréavy (case report forms, déle ozna-
Cované jen jako ,CRF*) spoleCnosti
Idorsia, kam se zaznamenavaji ves-
keré informace pozadované pro ve-
deni Protokolu, jez se hlasi spolec-
nosti ldorsia u kazdého Subjektu (jak
je tento vyraz definovan nize). Pred
zahajenim Klinického hodnoceni si
ZkouSejici precetl a pochopil infor-
mace obsazené v broZufe Zkouseji-
ciho. Zdravotnické zafizeni nebo
ZkouSejici predlozi dale uvedené ma-
terialy prfed zahajenim Klinického
hodnoceni spoleénosti Idorsia a ucho-
vaji jejich kopie pro ucely prezkou-
mani materiall ze strany Regulaéniho
organu: (i) aktualni zivotopis ZkouSe-
jiciho, (ii) dokumentace ke vSem
schvalenim ze strany IRB/IEC v sou-
ladu s ustanovenimi ¢&lanku 1.2.1
(pfezkoumani ze strany IRB/IEC), a
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1.5.2 Study Investigator Meetings. Idorsia will
from time to time hold Study investigator
meetings. If Investigator or applicable em-
ployees, contractors and agents involved
in the conduct of the Study under the In-
vestigator's supervision ("Study Person-
nel") attend such a meeting, ldorsia will re-
imburse any reasonable, verifiable travel-
related costs and expenses incurred by
the Investigator or Study Personnel re-
quested by Idorsia to attend the meeting
(excluding any off-site meals), provided
that such expenses have been approved
in advance by Idorsia and comply with
Idorsia’s then-current travel policy (if any).

1.5.3 Replacement of Investigator. If Investiga-
tor cannot carry out the duties under this
Agreement, or leaves the Institution, or no-
tifies Institution that he/she is likely to
leave, Institution will immediately notify
Idorsia, and Institution and ldorsia shall
endeavor to agree upon a successor. If,
within fifteen (15) days, Institution and
Idorsia are unable to jointly agree upon a
successor for any reason, then lIdorsia

152

153

(iii) kopie formulafe ICF (jak je tento
vyraz definovan nize) schvaleného ze
strany IRB/IEC, ktery se bude v rdmci
Klinického hodnoceni vyuZivat. Zkou-
Sejici vyvine maximalni usili, aby zis-
kal Subjekty (jak je tento vyraz defino-
van nize) Klinického hodnoceni, které
budou podle odivodnéného usudku
ZkouSejiciho pravdépodobné vhodné
a dostateCné spolehlivé, a tedy vyuzi-
telné k uspésnému absolvovani Kii-
nického hodnoceni

Porady se ZkouS$ejicim v rdmci Klinic-
kého hodnoceni. Spole¢nost Idorsia
prubézné porada vramci Klinického
hodnoceni porady se Zkou$ejicim. Jest-
lizZe se ZkouSejici nebo pfislusni za-
meéstnanci, dodavatelé a zastupci, ktefi
jsou zapojeni do provadéni Klinického
hodnoceni pod dohledem ZkouS$ejiciho
(dale oznacovani jen jako ,Pracovnici
podilejici se na klinickém hodno-
ceni“), takové porady zuc€astni, pak jim
spole¢nost ldorsia poskytne nahradu
v8ech pfiméfenych dolozitelnych na-
kladl a vydajl na cestu, které vznikly
Zkousejicimu nebo Pracovnikim podi-
lejicim se na klinickém hodnoceni, je-
jichZ ucast na poradé si vyZadala spo-
le¢nost Idorsia (kromé jakéhokoli stra-
vovani mimo pracovisté, kde se porada
kona), ovSem s tim, ze takové vydaje
spole¢nost Idorsia pfedem odsouhlasila
a odpovidaji pfipadné aktualni smérnici
o nahradé cestovnich vydaji spolec-
nosti ldorsia.

Vyména Zkousejiciho. Jestlize Zkouse-
jici jiz nemUze vykonavat své povinnosti
z této Smlouvy, nebo pokud odejde ze
Zdravotnického zafizeni, pfipadné po-
kud informuje Zdravotnické zafizeni o
tom, ze pravdépodobné odejde, pak
Zdravotnické zafizeni o této skuteCnosti
okamzité uvédomi spolecnost Idorsia.
Zdravotnické zafizeni a spolecnost
Idorsia se spole¢né pokusi dohodnout
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may terminate this Agreement as set forth
in Section 13.1 (Termination by ldorsia).

na nastupci Zkoudejiciho. Jestlize se
Zdravotnickému zafizeni a spole€nosti
Idorsia nepodaii z jakéhokoli divodu do
patnacti (15) dnd dohodnout na osobé
nastupce Zkousejiciho, pak je spolec-
nost Idorsia opravnéna tuto Smlouvu
vypovédét v souladu s ustanovenimi
Clanku 13.1 (Vypovéd smlouvy ze
strany spole¢nosti Idorsia).

1.6 Subjects. Prior to screening a Study partici-

pant ("Subject") for enrollment into the
Study, Institution and Investigator shall obtain
from such Subject or Subject's legal repre-
sentative, a signed patient consent form
meeting all requirements under Applicable
Law and previously approved by IRB/IEC and
Idorsia ("ICF"). Institution or Investigator shall
promptly, but in any event within five (5) work-
ing days after discovery of a Study participant
receipt of the drug, report to Idorsia and the
IRB/IEC any failure to obtain a signed ICF
from such Subject.

1.6 Subjekty. Pred screeningem kazdého z

ucastnik Klinického hodnoceni (dale oz-
nacovany jen jako ,Subjekt”) kvlli naboru
do Klinického hodnoceni ziskd Zdravot-
nické zafizeni a ZkouSejici od kazdého
Subjektu nebo jeho zékonného zastupce
podepsany formular informovaného
souhlasu pacienta, ktery splfiuje vSechny
pozadavky PfisluSnych pravnich predpis( a
byl jiz schvalen IRB/IEC a spoleCnosti
Idorsia (informed consent form, déle oz-
nacovany jen jako ,ICF“). Zdravotnické
zarizeni nebo  ZkouSejici  urychleng,
v kazdém pfipadé v8ak do péti (5) pracov-
nich dnu od zjisténi uziti 1&Civa ze strany
ucastnika Klinického hodnoceni, nahlasi
spoleCnosti Idorsia a IRB/IEC jakékoli
neziskani podepsaného formulafe ICF od
takového Subjektu.

1.7 Study Drug.

1.7.1 Supply and Use. ldorsia owns or has the

necessary rights to the Study Drug. Idorsia
or its corporate affiliate will provide the
Study Drug to Institution at no cost. Institu-
tion and Investigator; (i) will verify to
Idorsia receipt of the Study Drug; (ii) will
store the Study Drug in a safe and se-
curely-locked area as per Protocol require-
ments; (iii) will use Study Drug only for
Study purposes and according to the Pro-
tocol; (iv) will limit access to the Study
Drug only to those Study Personnel who
are under Investigator's direct control; (v)
will not dispense expired Study Drug to
Subjects; and (vi) will not transfer the

1.7 Hodnoceny pfipravek.

1.7.1 Dodani _a uzivani. Spole€nost Idorsia

vlastni Hodnoceny pfipravek nebo ma
k nému v8echna nezbytna prava. Spo-
le€nost Idorsia nebo jeji spfiznéna spo-
le€nost poskytne Zdravotnickému zafi-
zeni Hodnoceny pfipravek bezplatné.
Zdravotnické zafizeni a ZkouSejici: (i)
potvrdi spole€nosti Idorsia prevzeti Hod-
noceného pripravku; (ii) uchovavaji Hod-
noceny pfipravek na bezpe¢ném a bez-
pec¢né uzaméeném misté v souladu
s pozadavky Protokolu; (iii) uzivaji Hod-
noceny pripravek vyhradné pro ucely
provadéni Klinického hodnoceni a v sou-
ladu s Protokolem; (iv) omezi pfistup
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1.7.2

1.7.3

Study Drug or any portion thereof to any
third party without first obtaining written
approval from Idorsia.

Pharmacy Services: Institution shall en-
sure that its Pharmacy (the “Pharmacy”)
performs services required by the Institu-
tion and/or Investigator in compliance with
the Protocol (the “Pharmacy Services”).
The Pharmacy Services shall include:
Study Drug consignment, storage control,
dispatch of Study Drug.

Unused Drug. If the Study is terminated,
suspended, discontinued, or completed,
Institution or Investigator shall return to
Idorsia or its designee any unused quanti-
ties of the Study Drug, or upon Idorsia's re-
quest, properly dispose of unused quanti-
ties, in each case in accordance with
Idorsia’s instructions and together with a
written certification thereof, at Idorsia's
reasonable expense.

1.7.2

1.7.3

k Hodnocenému pfipravku pouze na ty
Pracovniky podilejici se na klinickém
hodnoceni, ktefi jsou pod pfimou kontro-
lou Zkousejiciho; (v) nevydavaji Subjek-
tim exspirované Hodnoceny pfipravek;
a (vi) bez predchoziho pisemného sou-
hlasu spole¢nosti Idorsia nepfedavaji
zadné treti osobé Hodnoceny pfipravek
ani zadnou jeho ¢ast.

Sluzby Iékarny: Zdravotnické zafizeni
zajisti, aby nemocni¢ni |ékarna (“Lé-
karna”) poskytovala sluzby pozadované
Zdravotnickym zafizenim a/nebo Zkou-
Sejicim v souladu s Protokolem (“Sluzby
Iékarny”). Sluzby Lékarny zahrnuji: (po-
pis sluzby lékarny): pfijem léciva, kon-
trolu uchovani IéCiva, vydej I1éCiva.

Nevyuzité léCivo. Jestlize je ukonceno,
pozastaveno, preruseno nebo dokon-
¢eno provadéni Klinického hodnoceni,
Zdravotnické zafizeni nebo ZkouSejici
vrati spoleénosti Idorsia nebo ji jmenova-
nému zastupci veskeré nevyuzivané
Hodnoceny pripravek, pfipadné na zZa-
dost spole¢nosti Idorsia fadné zlikviduji
jeho nevyuzitou &ast, v kazdém pfipadé
v8ak v souladu s pokyny spoleCnosti
Idorsia a spolu s vystavenim pisemného
potvrzeni o tomto vraceni, pfiemz toto
v8e probiha na naklady spolenosti
Idorsia, které museji byt pfimérené.

1.8 Publication of this Agreement. The Institution

and the Investigator shall only initiate the con-
duct of the Study after this Agreement has
been published in the contract register ac-
cording to the Applicable Law.

1.8 Uverejnéni

této Smlouvy. Zdravotnické

zarizeni a ZkouS$ejici zahaji provadéni Klin-
ického hodnoceni az po uvefejnéni této
Smlouvy vregistru smluv v souladu s
PFisluSnymi pravnimi pfedpisy.

1.9 IT security. Idorsia represents that by the date
of signing the contract it has met all IT equipment

requirements,

including system and access

rights, confirms their functionality and that no fur-
ther requirements and conditions will be required
in the future. Idorsia understands that potential

19 1T

bezpelnost.  Spole€nost  Idorsia

prohladuje, Ze do dne podpisu smlouvy

vznesla

vSechny pozZadavky na |IT

vybaveni, vCetné systémovych a pfristu-
povych prav, potvrzuje jejich funkénost a v

budoucnu

nebude vyZadovat dalsi
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future requirements may not be accommodated
by the Institution.

pozadavky a podminky. Spole€nost Idorsia
si je védoma, ze pfi pfipadnych budoucich
pozadavcich ji nemusi byt ze strany Zdra-
votnického zafizeni vyhovéno.

ARTICLE 2
RECORDS AND REPORTS

~ CLANEK2
ZAZNAMY A HLASENI

2.1 Records and Reports. Institution and Investi-

gator shall generate, maintain, retain and
promptly submit, as requested by Idorsia or
required by the Protocol or Applicable Law or
Regulatory Authority, the following data (the
"ldorsia Data"), which shall be complete, cur-
rent, accurate, organized and legible:

211

21.2

2.1.3

Disposition of Study Drug. Records of the
disposition of the Study Drug including
dates, quantity, and receipt by Subjects;

Data. Study lab test results, CRFs, dates
of and reasons for any deviation from the
Protocol, all observations or records per-
tinent to the Study or required by the Pro-
tocol or Applicable Law or Idorsia’s written
instructions including progress notes of
Investigator, the Subject's hospital
chart(s), nurses' notes and the like, and
records concerning any adverse event
("AE"), excluding Source Documents (as
defined below).

IRB/IEC Related Matters. IRB/IEC ap-
proval of Protocol, ICF and all Study-re-
lated correspondence between Institu-
tion, Investigator and IRB/IEC;

2.1.2

2.1.3

2.1 Zaznamy a hlaseni. Zdravotnické zafizeni a

ZkouSejici vytvori, udrzuji, uchovavaji a
urychlené predlozi na zadost spole¢nosti
Idorsia nebo na zakladé pozadavku v ramci
Protokolu nebo v Pfislusnych pravnich
pfedpisech nebo na vyzvu Regulacniho or-
ganu tato data (dale oznaCovana jen jako
.Data spoleénosti ldorsia“), ktera jsou
uplna, aktualni, presna, uspofadana a
Citelna:

2.1.1 Likvidace Hodnoceného pfipravku. Za-

znamy o likvidaci Hodnoceného pfi-
pravku, v€etné dat, mnozstvi a pfevzeti
ze strany Subjekt(;

Data. Vysledky laboratornich zkouSek
v ramci Klinického hodnoceni, formu-
lafe pfipadovych zprav CRF, data a di-
vody jakychkoli odchylek od Protokolu,
vSechna pozorovani nebo zaznamy ty-
kajici se Klinického hodnoceni nebo po-
Zadované Protokolem nebo Pfislusnymi
pravnimi pfedpisy nebo pisemnymi po-
kyny spole€nosti Idorsia, v€etné pozna-
mek ZkousSejiciho o postupu, nemocnic-
nich karet Subjektu, poznamek zdravot-
nich sester a podobné, a také zaznamy
tykajici se jakékoli nezadouci pfihody
(dale oznaCovana jen jako ,Nezadouci
pfihoda“), s vyjimkou Zdrojovych doku-
mentd (jak je tento vyraz definovan
nize).

Zalezitosti souvisejici s IRB/IEC. Schva-
leni Protokolu, formulare ICF a veskeré
korespondence mezi Zdravotnickym za-
fizenim, ZkouSejicim a IRB/IEC souvi-
sejici s Klinickym hodnocenim ze strany
IRB/IEC;
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2.1.4 Progress Reports. Institution or Investiga-
tor shall provide ldorsia periodic written
progress reports containing such infor-
mation as required by Idorsia to meet its
reporting obligations to the FDA or other
Regulatory Authorities on the progress of
the Study.

2.1.5 Safety Reports. Institution and Investiga-
tor must record and report all serious AEs
in accordance with the Protocol.

2.1.6 Financial Disclosure. Sufficient accurate
financial information to allow Idorsia to
submit complete and accurate certifica-
tion or disclosure statements as required
by Applicable Law, including notification
to Idorsia if any relevant changes occur
during the course of the Study and for one
(1) year following the completion or dis-
continuation of the Study.

2.1.4 Zpravy o vyvoji. Zdravotnické zafizeni
nebo ZkousSejici poskytuji spolecnosti
Idorsia pravidelné pisemné zpravy o vy-
voji, které obsahuji takové informace,
jez spole€nost Idorsia potfebuje k tomu,
aby mohla plnit svoji ohlaSovaci povin-
nost vl¢i FDA nebo jinym Regulaénim
organiim ve vztahu k pribéhu Kilinic-
kého hodnoceni.

2.1.5 Bezpecnostni hlaseni. Zdravotnické za-
fizeni a ZkousSejici musi zaznamenavat
a hlasit vSechny zavazné Nepfiznivé
udalosti v souladu s Protokolem.

2.1.6 Uvefejnéni informaci o finanénich ujed-
nanich. Dostate¢né presné informace o
finan¢nich ujednanich, které umozni
spole¢nosti Idorsia predlozit uplné a
pfesné potvrzeni nebo vyjadieni poza-
dované Pfislusnymi pravnimi pfedpisy,
vCetné oznameni spolecnosti ldorsia
v pfipadé, Ze v prabéhu Klinického hod-
noceni a po dobu jednoho (1) roku po
dokonc€eni nebo preruseni Klinického
hodnoceni nastanou jakékoli relevantni
zmény.

2.2 Source Documents. Institution and Investiga-
tor shall maintain and retain complete and ac-
curate source documents as defined by ICH-
GCP E6 1.52 ("Source Documents").

2.2 Zdrojové dokumenty. Zdravotnické zafizeni
a Zkousejici udrzuji a uchovavaji uplné a
pfesné zdrojové dokumenty, jak je definuje
smérnice spravné klinické praxe E6 ICH-
GCP 1.52 (dale oznaCované jen jako ,Zdro-
jové dokumenty*).

2.3 Period of Retention. Institution and Investiga-
tor shall retain the records and reports de-
scribed in this Article 2 (Records and Reports)
for twenty-five (25) years following the Study
completion. After such archiving period Insti-
tution shall send all Records and Reports to
Idorsia at Idorsia’s cost to the extent that will
be allowed by applicable law, and if Idorsia
asks for it after closing the study documenta-
tion.

2.3 Doba uchovani dokumentace. Zdravotnickeé
zafizeni a ZkouSejici uchovavaji zaznamy a
hla8eni popsané vtomto C&lanku 2 (Za-
znamy a hlaeni) po dobu dvaceti péti (25)
let od dokonceni Klinického hodnoceni. Po
uplynuti archivaéni Ihaty zaSle zdravotnické
zafizeni v8echny zdznamy a zpravy
spoleCnosti Idorsia na jeji naklady, a to v
rozsahu, v jakém to bude umoznovat platna
legislativa a jestlize o to spole¢nost Idorsia
po uzavreni studijni dokumentace pozada.
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2.4 Data Falsification. Institution and Investigator
will promptly report to Idorsia in writing any in-
formation it is aware of indicating that any per-
son has, or may have, engaged in falsification
of data (i.e. creating, altering, recording or
omitting data in such a way that the data do
not represent what actually occurred) in re-
porting ldorsia Data or in the course of per-
forming, recording, supervising, or reviewing
the Study.

2.4 FalSovani dat. Zdravotnické zafizeni a
ZkouSejici urychlené pisemné nahlasi
spolecnosti Idorsia jakékoli informace, které
ziskaji a které ukazuji na to, Ze se jakakoli
osoba zapojila nebo mozna zapojila do
falSovani dat (tj. vytvareni, pozménovani,
zaznamenavani nebo vynechavani dat ta-
kovym zplsobem, Ze data nevyjadfuiji to, co
se opravdu stalo) pfi vykazovani Dat
spolec¢nosti Idorsia nebo v pribéhu pro-
vadéni, zaznamenavani, dohledu nebo
vyhodnocovani Klinického hodnoceni.

2.5 Survival. This Article 2 (Records and Reports)
shall survive termination or expiration of this
Agreement.

2.5 Pretrvani_platnosti _nékterych ustanoveni.
Ustanoveni tohoto Clanku 2 (Zéaznamy a
hlaseni) zUstavaiji v platnosti i po ukonéeni
platnosti nebo vyprseni této Smlouvy.

ARTICLE 3
ACCESS, AUDITS, MONITORING, INSPEC-
TIONS

B CLANEK 3 o
PRISTUP, AUDITY, MONITOROVANI, KON-
TROLY

3.1 Access to Records. During the term of this
Agreement and for the period of record reten-
tion set forth in Section 2.3 (Period of Reten-
tion), Institution and Investigator shall make
available to Idorsia all Idorsia Data.

3.1 Pristup k zaznamim. Po dobu trvani této
Smlouvy a po dobu uchovani zaznami
stanovenou v ustanovenich ¢&lanku 2.3
(Doba uchovani dokumentace) poskytne
Zdravotnické  zafizeni a  ZkouSejici
spole¢nosti Idorsia vSechna Data
spolecnosti Idorsia.

3.2 Audits and Monitoring by Idorsia. Idorsia and
its directors, officers, employees, agents, and
financial, legal, and other advisors or consult-
ants (“Representatives”) may monitor and
audit Institution's and Investigator's perfor-
mance of the Study and use of Idorsia’s funds
from time to time in the facility(ies) where the
Study is conducted. ldorsia or its Represent-
atives will conduct such monitoring and audits
at mutually acceptable times during normal
business hours (except in safety-related
emergencies). Institution and Investigator
shall reasonably cooperate with monitors and
auditors and make all Study records and re-
ports available to Idorsia and to resolve any

3.2 Audity a monitorovéni ze strany spolecnosti
Idorsia. Spole¢nost Idorsia a €lenové jejiho
predstavenstva, funkcionafi, zaméstnanci,
zmocneénci a finanéni, pravni a jini poradci
nebo konzultanti (dale oznaCovani jen jako
»Zastupci“) mohou provést pribézné sle-
dovani a audit provadéni Klinického hod-
noceni u Zdravotnického =zafizeni a
Zkousejiciho a prabézné vyuzit finanéni
prostfedky spolecnosti Idorsia
v zafizeni(ch), kde se Klinické hodnoceni
provadi. Spole€nost Idorsia nebo jeji Za-
stupci provadeéji priibézné sledovani a au-
dity ve spole¢né dohodnutych terminech
v pribéhu bézné pracovni doby (s vyjimkou
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questions Idorsia may have, subject to appli-
cable confidentiality and privacy restrictions.

bezpecnostné rizikovych situaci). Zdravot-
nické zafizeni a Zkousejici pfiméfené spo-
lupracuji s osobami zodpovédnymi za
pribézné sledovani a s auditory a poskytuji
zaznamy a hlaseni z Klinického hodnoceni
spolec¢nosti ldorsia a zodpovidaji dotazy,
které spole¢nost Idorsia pfipadné ma,
ov§em pfi zachovani davérnosti a dodrzeni
omezeni v oblasti ochrany osobnich Gdaja.

3.3 Regulatory Inspections and Audits. Institution
or Investigator will promptly notify Idorsia if
any Regulatory Authority begins to conduct,
or gives notice of its intent to conduct, an in-
spection pertaining to the Study or that could
affect the Study. During such inspection, In-
stitution and Investigator shall cooperate with
Regulatory Authorities. To the extent allowed
by Applicable Law, Institution or Investigator
shall provide Idorsia with copies of all perti-
nent information and documentation issued
by any Regulatory Authority and any pro-
posed response, and ldorsia and/or its Rep-
resentatives shall have the right to review and
approve any responses that pertain to the
Study. In any event, no such response shall
contain any false or misleading information
with respect to the Study or Idorsia.

3.3 Regulaéni prohlidky a audity. Zdravotnické
zarizeni nebo  Zkou3ejici  urychlené
uvédomi spolecnost Idorsia, jestlize jakykoli
Regulacni organ zacne provadét kontrolu
nebo ohlasi svij zamér provést kontrolu
souvisejici s Klinickym  hodnocenim,
pfipadné kontrolu, ktera by mohla mit vliv
na Klinické hodnoceni. V pribéhu takové
kontroly Zdravotnické zafizeni a ZkouSejici
spolupracuji s Regulacnimi organy.
V rozsahu povoleném PfisluSnymi pravnimi
pfedpisy poskytne Zdravotnické zafizeni
nebo ZkousSejici spolecnosti ldorsia kopie
vSech pfislusnych informaci a dokumen-
tace vydané jakymkoli Regulaénim or-
ganem a jakykoli navrh odpovédi, pficemz
spole¢nost Idorsia a/nebo jeji Zastupci maji
pravo pfezkoumat a schvalit jakékoli od-
povédi, které se tykaji Klinického hod-
noceni. V kazdém pfipadé nesmi zadna ta-
kova odpovéd obsahovat Zadné nepravdivé
nebo zavadéjici informace tykajici se Klin-
ického hodnoceni nebo spole€nosti Idorsia.

3.4 Requlatory Assistance. Upon ldorsia's rea-
sonable request and at Idorsia's expense, In-
stitution and Investigator shall: (i) provide as-
sistance to support Idorsia's preparation and
submission of new drug applications and any
other pre-market or marketing applications
relating to the Study or Study Drug, and any
amendments or supplements thereto; (ii) at-
tend meetings with Regulatory Authorities re-
garding such applications and the associated
approvals; (iii) provide documentary and
other evidence of the proper conduct of the
Study in accordance with Applicable Laws as

3.4 Pomoc pfi plnéni_regulaénich pozadavku.
Na zakladé odldvodnéné Zadosti
spolecnosti Idorsia a na jeji naklady Zdra-
votnické zafizeni a Zkousejici: (i) poskytnou
spolec¢nosti ldorsia pomoc a podporu pfi
pfipravé a predkladani pfihladek novych
léCiv a jakychkoli jinych zadosti pfed
uvedenim na trh a v pribéhu prodeje na
trhu ve vztahu ke Klinickému hodnoceni
nebo k Hodnocenému pfipravku, a
jakychkoli zmén nebo doplnéni takovych
pfihlasek a zadosti; (ii) u€astni se jednani
s Regulacnimi organy tykajicich takovych
pfihlaSek a souvisejicich povoleni; (iii)
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may be required in connection with such ap-
plications; and (iv) provide other assistance
that Idorsia reasonably requests with respect
to regulatory matters relating to the Study or
Study Drug.

poskytuji dokladové a jiné dikazy o Fadném
provadéni Klinického hodnoceni v souladu
s Prislusnymi pravnimi predpisy, jak se
pfipadné pozaduji v souvislosti s takovymi
pfihlaSkami a Zzadostmi; a (iv) poskytuji

jakoukoli jinou pomoc, kterou spole€nost

Idorsia odUvodnéné pozaduje ve vztahu
k regulaénim zalezitostem souvisejicim s
Klinickym  hodnocenim nebo s Hod-
nocenym pfipravkem.

3.5 Survival. This Article 3 (Audits and Inspec-
tions) shall survive termination or expiration of
this Agreement.

3.5 Pretrvani platnosti nékterych ustanoveni.

Ustanoveni tohoto ¢lanku 3 (Audity a
kontroly) zUstavaji v platnosti i po ukonéeni
platnosti nebo vyprSeni této Smlouvy.

ARTICLE 4
COMPENSATION AND PAYMENT

~ CLANEK 4
NAHRADY A PLATBY

4.1 Payments. Payments shall be made quarterly
based on an invoice. The invoice is to be is-
sued by the Institution based on the calcula-
tion made by the Sponsor, within 15 days
from delivery of the calculation to the Institu-
tion (in which case the date of delivery shall
also be the date of taxable supply). The cal-
culation is to be provided for all items included
in the Exhibit A. The calculation for all items
included in the budget shall be provided by
Precision for Medicine (SK), s.r.o. and the
person responsible for presenting the calcu-
lation shall be XXXXXX. The Principal Inves-
tigator and the Institution will be immediately
notified about the CRA change in the Study.
The CRA change does not require an adden-
dum to the contract. The invoice maturity shall
be 30 days from delivery. In the case of late
payment, the Institution is entitled to charge
interest on late payment at the statutory rate.
Should the Sponsor fail to deliver the calcula-
tion to the Institution on time in compliance
with the schedule in the text above, and, fur-
ther, in the case of late payment, the Institu-
tion is entitled to suspend entering the data
into the database until the respective pay-
ment is made.

4.1 Platby. Platby budou provadény 4x ro¢né,

na zakladé faktury. Faktura bude
vystavena poskytovatelem na zakladé
kalkulace vytvofené zadavatelem, a to do
15 dnld od doruceni kalkulace poskyto-
vateli (pfi¢emz datum doruceni je zaroven
datem uskuteCnéni zdanitelného plnéni).
Kalkulace bude poskytnuta na veskeré
polozky uvedené v Pfiloze A. Kalkulaci na
veSkeré polozky uvedené v rozpoctu
poskytne spole¢nost Precision for Medi-
cine (SK), s.r.o., osoba zodpovédna za
predloZeni kalkulace je XXXXXX. P¥Fi
zméné CRA ve studii bude bude Hlavni
zkousejici a Zdravotnické zafizeni oka-
mzité¢  informovano. Zména  CRA
nevyZaduje dodatek ke smlouvé. Splatnost
faktury €ini 30 dni od doruceni. Pfi pozdni
uhradé je poskytovatel opravnén uctovat
urok z prodleni v zdkonné vysi. V pfipadé,
Ze zadavatel nedoruci kalkulaci v€as v
souladu s harmonogramem uvedenym v
pfedchozim textu, a dale v pfipadé pozdni
Uhrady poskytovatel opravnén pozastavit
zadavani dat do databaze, a to az do
provedeni pfislusné uhrady.
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Institution shall be compensated for services per-
formed pursuant to the requirements of the Pro-
tocol and this Agreement in accordance with the
payment schedule and budget attached hereto as
Exhibit A: Budget. Payments to Institution shall
be made to the bank account specified in Exhibit
B: Bank Transfer Details. Payment amounts will
be equal to listed in Exhibit A. All bank transfer
fees will be paid by Idorsia.

Zdravotnicke zafizeni obdrzi nahradu za sluzby
poskytované v souladu s pozadavky Protokolu
a této Smlouvy v souladu s harmonogramem
plateb a rozpoctem, které tvofi Prilohu A:
Rozpolet ktéto Smlouvé. Platby Zdravot-
nickému zafizeni se provadi na bankovni ucet
uvedeny v Pfiloze B: Podrobné informace
k bankovnim pfevodum. Platby se budou rov-
nat ¢astkam uvedenym v Pfiloze A. VSechny
poplatky za bankovni pfevody hradi spole¢nost
Idorsia.

4.2 VAT or Other Similar Taxes: All amounts paid
to Institution by Idorsia are expressed to be
exclusive of any value added taxes or other
similar taxes or levies that might be imposed
by a governmental authority on amounts paid
by Idorsia pursuant hereto.

4.2 DPH a jiné podobné dané: VSechny Castky
hrazené Zdravotnickému zafizeni ze strany
spoleCnosti Idorsia se uvadéji jako castky
bez dané z pfidané hodnoty a jakychkoli
jinych dani, které jsou pfipadné stanoveny
statnim orgdnem k ¢astkdm hrazenym
spole¢nosti Idorsia na zakladé této
Smlouvy.

4.3 Pass-Through Costs. Incurred Study-related
pass-through costs (e.g. IRB/IEC costs) shall
be promptly passed on to APA along with
specific payment details. Payment will be
made by APA within thirty (30) days upon re-
ceipt of the corresponding invoice and appro-
priate documentation.

4.4 Prbézné naklady. Vzniklé prabézné
naklady souvisejici s Klinickym  hod-
nocenim (napfiklad naklady na IRB/IEC) se
urychlené predavaji AZP spolu s konkré-
tnimi  podrobnymi informacemi k platbé.
Platbu provadi AZP do tficeti (30) dnu po
obdrZeni pfislusné faktury a pfisluSnych
dokumentu.

4.5 Fair Market Value. The amount of compensa-
tion to Institution represents the fair market
value for the services that Institution and/or
Investigator has agreed to perform.

4.5 Skute¢na trzni _hodnota. VySe nahrady
Zdravotnickému  zafizeni  predstavuje
realnou trzni hodnotu sluzeb, které se Zdra-
votnické zafizeni a/nebo ZkouSejici za-
vazal/o poskytovat.

4.6 Payment Disputes. Payment will be made
upon correct completion of all CRF pages,
and satisfactory resolution of any possible
gueries. In case of serious non-compliance
with the Protocol and/or Applicable Law by In-
stitution and/or Investigator, ldorsia has the
right to withhold parts of or all payments. Un-
less expressly directed otherwise by Idorsia
in writing, Institution and Investigator shall not
withhold Idorsia Data or otherwise suspend

4.6 Spory ohledné plateb. Platba se provadi na
zakladé spravného vyplnéni vSech stran
formulare CRF a uspokojivého
zodpovézeni jakychkoli pfipadnych dotazu.
V pfipadé zavazného nedodrzeni Protokolu
a/nebo PrisluSnych pravnich predpist ze
strany Zdravotnického zafizeni a/nebo
ZkouSejiciho ma spole€nost Idorsia pravo
zadrzet vSechny platby nebo Cast z nich.
Pokud spoleCnost Idorsia  vyslovné
pisemné nevyda jiny pokyn, nezadrZuje
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performance of the Study during the resolu-
tion of any dispute with respect to any amount
payable hereunder, provided that: (i) Idorsia
continues to make timely payments on all un-
disputed amounts and (i) such dispute is
made in good faith. The Parties shall use best
reasonable efforts to resolve any disputed
amount payable hereunder.

Zdravotnické zafizeni ani ZkouSejici Data
spolec¢nosti Idorsia ani jinak nepozastavi
provadéni Klinického hodnoceni na dobu
feSeni jakéhokoli sporu tykajiciho se ja-
kékoli Castky splatné na zakladé této
Smlouvy, ovSem za predpokladu, ze: (i)
spole¢nost Idorsia i nadale provadi v€asné
uhrady v8ech nespornych ¢astek a (ii) ta-
kovy spor je veden v dobré vife. Smluvni
strany vyvinou maximalni usili o vyfeSeni ja-
kékoli sporné Castky splatné na zakladé této
Smlouvy.

4.7 Third Party Payments; Reporting. Institution
and Investigator will not seek or accept from
Subijects or third-party payers compensation
for any Study Drug, procedure, test, treat-
ment, or other material or service provided or
paid for by Idorsia or APA.

4.7 Platby tfetich stran; hlaSeni. Zdravotnické
zafizeni a Zkousejici nepozaduji ani nepfij-
mou od Subjektld ani jinych tfetich osob
nahradu za jakékoli Hodnoceny pfipravek
ani za procedury, testovani, [éCbu ani jiny
material ¢i sluzby poskytované ¢&i hrazené
spolecnosti Idorsia nebo AZP.

4.8 Transparency Tracking and Reporting. The
Parties applicable agree to cooperate with
each other in their respective efforts to com-
ply with all Applicable Laws requiring financial
transparency.

4.8 Sledovani__transparentnosti _a__hlaseni.
Smluvni strany souhlasi, ze budou
vzajemné spolupracovat v usili o dodrzo-
vani vS8ech PfFislusnych pravnich predpis(
vyzadujicich finanéni transparentnost.

4.9 Electronic Data Capturing. Institution and In-
vestigator agree to use Electronic Data Cap-
turing system (“EDC”) in accordance to any
written specification and instructions provided
by Idorsia. Institution and Investigator here-
with confirm to have any and all infrastructure
necessary for the use of EDC. Institution and
Investigator shall ensure that such infrastruc-
ture is available throughout the duration of
Study (i.e., until acceptance of the final Study
report by ldorsia). Institution and Investigator
shall further ensure to have appropriate pro-
cedures and measures in place to control ac-
cess to the physical and electronic resources
used in connection with the EDC.

4.9 Elektronické zaznamenévéani dat. Zdravot-
nické zafizeni a ZkouS$ejici souhlasi s tim,
Ze budou vyuzivat systém Elektronického
zaznamenavani dat (Electronic Data Cap-
turing, dale ozna€ovany jen jako ,EDC*), a
to v souladu s jakoukoli pisemnou specif-
ikaci a pokyny spolecCnosti Idorsia. Zdravot-
nické zafizeni a Zkousejici timto potvrzuiji,
Ze maji veSkerou infrastrukturu potfebnou
pro vyuzivani EDC. Zdravotnické zafizeni a
ZkousSejici zajisti, aby byla tato infra-
struktura k dispozici po celou dobu pro-
vadéni Klinického hodnoceni (ij. az do doby
prijeti zavérecné zpravy o Klinickém hod-
noceni ze strany spole¢nosti Idorsia). Zdra-
votnické zafizeni a ZkouSejici dale zajisti
zavedeni odpovidajicich postupl a opatfeni
ke kontrole pfistupu k fyzickym a elektro-
nickym zdrojim pouzivanym v souvislosti s
EDC.

Confidential/ Davérné
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4.10 Survival. This Article 4 (Compensation
and Payment) shall survive termination or ex-
piration of this Agreement.

410 Pretrvani platnosti nékterych ustano-

veni. Ustanoveni tohoto ¢lanku 4 (Nahrady
a platby) zUstavaiji v platnosti i po ukonéeni
platnosti nebo vyprSeni této Smlouvy.

ARTICLE 5
CONFIDENTIALITY

CLANEK 5
ZACHOVANI DUVERNOSTI

5.1 Definition. "Confidential Information™
means all information received from or on be-
half of Idorsia or its corporate affiliates or
Representatives or generated in connection
with the Study including but not limited to the
budget, Protocol, Investigator's Brochure,
Idorsia Data, Inventions (as defined below),
and the terms and existence of this Agree-
ment but excluding any information that: (i)
was known to Institution or Investigator prior
to receiving that information either directly or
indirectly from Idorsia or its corporate affili-
ates or Representatives, as can be demon-
strated by competent documentary evidence
(provided that this exception shall not apply to
Idorsia Data or Inventions); (i) is generally
known to the public through no act or omis-
sion on the part of Institution or Investigator in
breach of this Agreement; (iii) was developed
independently, without reliance on Confiden-
tial Information, by Institution or Investigator,
as evidenced by written documentation con-
temporaneous with the development; (iv) is
disclosed to Institution or Investigator without
restriction at any time by a third party who had
a legal right to disclose it; or (v) Source Doc-
uments.

5.1 Definice. Vyraz ,Divérné informace® zna-

mena veskeré informace pfijaté od
spolecnosti Idorsia nebo jejich korporatnich
spfiznénych osob nebo Zastupct €i v jejich
zastoupeni, nebo informace vytvorené v
souvislosti s  Klinickym  hodnocenim,
zejména vcetné ve vztahu Kk rozpoctu,
Protokolu, Manualu ZkousSejiciho, Datium
spolecnosti ldorsia, Objevim (jak je tento
vyraz definovan nize), a dale informace o
podminkdch a existenci této Smlouvy,
ovSem s vyjimkou jakychkoli informaci,
které: (i) byly Zdravotnickému zafizeni nebo
ZkouSejicimu znamy jiz pfed jejich ob-
drzenim pfimo Ci nepfimo od spole€nosti
Idorsia nebo jejich korporatnich
spfiznénych osob nebo Zastupcl, coz je
mozné dolozit pfisludnymi doklady (ovSem
za predpokladu, Ze tato vyjimka se nevzta-
huje na Data spole¢nosti Idorsia ani na Ob-
jevy); (ii) jsou v8eobecné vefejné znamé
bez jakéhokoli jednani nebo opomenuti jed-
nat na strané Zdravotnického zafizeni nebo
ZkouSejiciho pfi poruseni této Smlouvy; (iii)
byly vytvofeny nezavisle, bez spoléhani se
na Duvérné informace, Zdravotnickym
zarizenim nebo ZkouSejicim, cozZ je mozné
dolozit pisemnou dokumentaci ¢asové od-
povidajici dobé vytvoreni téchto informaci;
(iv) byly Zdravotnickému zafizeni nebo
ZkouSejicimu kdykoli odhaleny bez ome-
zeni tfeti stranou, ktera méla zakonné pravo
tyto informace poskytnout; nebo (v) pfed-
stavuji Zdrojové dokumenty.

5.2 Ownership of Confidential Information. Insti-
tution and Investigator agree that ldorsia
holds a proprietary interest in the Confidential

5.2 Vlastnictvi DOvérnych informaci. Zdravot-

nické zafizeni a ZkouSejici se dohodli, Ze
spolecnost Idorsia je drzitelem vlastnického
prava na Davérné informace a ze Dlvérné
informace zlistanou, pokud jde o vztah mezi
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Information and that the Confidential Infor-
mation shall remain, as between the Parties,
the sole and exclusive property of ldorsia.

Smluvnimi stranami, vyhradnim vlastnic-
tvim spole€nosti Idorsia.

5.3 Permitted Disclosures and Use Restrictions.

5.3.1

Institution and Investigator shall not use
or disclose to any third parties any Confi-
dential Information, except as necessary
to fulfill their obligations or exercise their
rights under this Agreement. Confidential
Information may be disclosed to the ex-
tent reasonably necessary if it: (i) is re-
quired to be disclosed in accordance with
Applicable Law or by Regulatory Authori-
ties, provided that Institution and Investi-
gator will, to the extent legally permissi-
ble, give reasonable advance notice to
Idorsia of such disclosure and shall coop-
erate with Idorsia to secure confidential
treatment of such information; (ii) is re-
quired from a Subject by a third-party
payer, to the extent necessary to deter-
mine coverage; (iii) is required to verbally
answer Subject's reasonable questions
during the informed consent process; (iv)
is required by Institution, Investigator or
third-party physician for medical treat-
ment or counseling of Subjects exposed
to the Study Drug; (V) is required to be dis-
closed to protect the public's health; (vi) is
reasonably required for publication pur-
poses in accordance with Article 6 (Publi-
cation) of this Agreement, (vii) is required
by Institution or Investigator to defend it-
self in subject injury litigation, subject to
thirty (30) days prior written notification to
Idorsia and right to Idorsia to seek a pro-
tective order from a court of competent ju-
risdiction.

5.3 Povolena uvefejnéni informaci a omezeni

jejich vyuziti.

5.3.1 Zdravotnické zafizeni a ZkouSejici ne-

vyuziji ani neodhali zadnym tfetim oso-
bam zadné Davérné informace, s vyjim-
kou nutného poskytnuti k naplnéni jejich
povinnosti nebo uplatnéni jejich prav
podle této Smlouvy. Davérné informace
mohou byt odhaleny v pfiméfeném roz-
sahu, jestlize: (i) se jejich poskytnuti po-
Zaduje v souladu s Pfislusnymi prav-
nimi prfedpisy nebo je pozaduji Regu-
lacni organy, ovSem s tim, Zze Zdravot-
nické zafizeni a ZkouSejici v rozsahu
pfipustném zakonem pfiméfené pre-
dem o takovém poskytnuti informaci in-
formuji spole¢nost Idorsia a budou s ni
spolupracovat na zajisténi ddvérného
zachazeni s takovymi informacemi; (ii)
poskytnuti informaci poZzaduje od Sub-
jektu nezavisly platce, a to vrozsahu
nezbytném pro zjisténi kryti; (iii) je po-
trebné ke slovnimu zodpovézeni odl-
vodnénych dotaz(i Subjektu v pribéhu
procesu zajistovani informovaného
souhlasu; (iv) je poZaduje Zdravotnické
zafizeni, ZkouS$ejici nebo nezavisly |é-
kaf pro ucely zdravotni léCby nebo po-
radenstvi pro Subjekty vystavené Hod-
nocenému pfipravku; (v) se odhaleni
pozaduje kvuli ochrané vefejného
zdravi; (vi) se oduvodnéné pozaduje pro
Ucely publikovani v souladu s ustanove-
nimi ¢lanku 6 (Publikace) této Smiouvy;
(vii) poskytnuti informaci pozaduje
Zdravotnické zafizeni nebo ZkouSejici
kvuli vlastni obhajobé v soudnim Fizeni
tykajicim se Ujmy na zdravi subjektu, a
to s podminkou oznameni tficet (30) dni
pfed pisemnym oznamenim spolecnosti
Idorsia a s tim, ze spole€nost Idorsia ma
pravo zadat na soudu pfislusné ju-
risdikce o vydani pfikazu k ochrané.
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5.3.2 Institution and Investigator shall limit the
disclosure of Confidential Information to
those members of the Study Personnel
who need to know the Confidential Infor-
mation for the conduct of the Study and
are bound by written obligations of non-
disclosure and non-use no less stringent
than those contained in this Agreement.
Institution and Investigator shall take all
reasonable precautions to prevent the
disclosure or unauthorized use by any of
its employees or agents of the Confiden-
tial Information and shall promptly report
to Idorsia any actual or suspected viola-
tion of this Article 5 (Confidentiality) and
will take all reasonable further steps re-
quested by Idorsia to prevent, control or
remedy any such violation.

5.3.2 Zdravotnické zafizeni a ZkouSejici

omezi odhaleni Dlvérnych informaci na
ty Pracovniky podilejici se na klinickém
hodnoceni, ktefi potfebu;ji tyto Dlvérné
informace znat pro ucely provadéni Kili-
nického hodnoceni a jsou vazani pisem-
nymi zavazky neodhalovani a nevyuzi-
vani Davérnych informaci, které by byly
méné striktni neZ omezeni dana touto
Smlouvou. Zdravotnické zafizeni a
Zkousejici pfijmou v8echna pfimérena
opatfeni k tomu, aby zabranili odhaleni
nebo nepovolenému uziti Davérnych in-
formaci kterymkoli ze svych zamést-
nancu nebo zastupcd, a urychlené uveé-
domi spole€nost Idorsia o jakémkoli
skute¢ném poruseni ustanoveni tohoto
¢lanku 5 (Zachovani divérnosti) nebo o
jakémkoli podezfeni na takové poru-
Seni, pficemz ucini vSechny pfiméfené
dalsi kroky pozadované spoleénosti
Idorsia k tomu, aby zabranili jakémukoli
takovému poruseni, dostali jej pod kon-
trolu nebo jej napravili.

5.4 Return or Destruction of Confidential Infor-

5.4 Vraceni nebo zni¢eni Duvérnych informaci.

mation. Within thirty (30) days following expi-
ration or termination of this Agreement for any
reason, Institution and Investigator will return
to Idorsia or destroy (with written certification
of destruction to Idorsia) all Confidential Infor-
mation in its or its Study Personnel's posses-
sion, custody or control. Institution may retain
one (1) securely archived copy of Confidential
Information for its records in a secure location
for the sole purpose of determining the scope
of its obligations under this Agreement.

Do ftficeti (30) dnl od vyprSeni nebo
ukonc&eni této Smlouvy z jakéhokoli divodu
vrati Zdravotnické zafizeni a ZkouSejici
spole¢nosti Idorsia vS§echny Duvérné infor-
mace, které ma v drZeni, v uschové nebo
pod kontrolou Zdravotnické zafizeni nebo
ZkouSejici nebo jeho Pracovnici podilejici
se na klinickém hodnoceni, pfipadné tyto
Duvérné informace zni¢i (s pFedanim
pisemného potvrzeni o jejich zniCeni
spolecnosti Idorsia). Zdravotnické zafizeni
si mUze ponechat jednu (1) bezpecéné ar-
chivovanou kopii Davérnych informaci do
svych zaznamd, a to na bezpe¢ném misté
a vyhradné pro ucel uréeni rozsahu svych
zavazku z této Smlouvy.

5.5 Right to Equitable Relief. Investigator and In-
stitution acknowledge and agree that in the
event of a breach or threatened breach of any
provision of this Article 5 (Confidentiality),

5.5 Pravo na napravu podle ekvity. ZkouSejici a

Zdravotnické zafizeni berou na védomi a
souhlasi s tim, Ze v pfipadé poruseni nebo
hroziciho poruseni jakéhokoli ustanoveni
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Idorsia shall be entitled to injunctive relief
without the necessity of proving irreparable
injury or actual damages and without the ne-
cessity of posting a bond. The rights under
this Section 5.5 (Right to Equitable Relief)
shall be cumulative and in addition to any
other rights or remedies to which ldorsia may
be entitled.

tohoto ¢lanku 5 (Zachovani davérnosti) je
spolecnost Idorsia opravnéna ziskat soudni
zakaz, aniz musi prokazovat nenapravi-
telnou Skodu nebo skute¢nou Skodu, a bez
nutnosti slozeni kauce. Prava vyplyvajici
Z tohoto ¢lanku 5.5 (Pravo na napravu po-
dle ekvity) jsou kumulativni a existuji jako
prava dodate¢na k jakymkoli jinym pravim
nebo opravnym prostfedkim, na néz ma
spolecnost Idorsia pfipadné narok.

5.6 Expiry of certain provisions. The provisions of
this Article 5 (Confidentiality) remain in force
even after termination or expiration of this
Agreement.

5.6 Pretrvani platnosti nékterych ustanoveni.

Ustanoveni tohoto ¢&lanku 5 (Zachovani
Davérnosti) zlstavaji v platnosti i po
ukonéeni nebo vyprSeni této Smlouvy.

ARTICLE 6
PUBLICATION

CLANEK 6
PUBLIKACE

6.1 Publication. The Parties acknowledge that
the Study is part of a multi-center research
study and the first publication of the results of
the Study will be made by Idorsia with the in-
vestigators involved in the Study as outlined
in the Protocol. If, within eighteen (18) months
of submission of final Study report (i) no joint
publication is submitted for publication; (ii)
Idorsia informs Institution that no joint publi-
cation will be produced; (iii) Idorsia gives writ-
ten permission; or (iv) a joint publication is is-
sued, Institution and/or Investigator may indi-
vidually publish data generated by it in con-
nection with the Study. Any such proposed
publication or presentation, paper, abstract,
or other materials to be presented must be re-
viewed by Idorsia prior to submission or dis-
closure to any third party and a period of sixty
(60) days shall be provided for Idorsia to com-
plete its review. Upon ldorsia's request, any
Confidential Information shall be removed by
Institution and/or Investigator and, if patenta-
ble inventions are identified, any such publi-
cation or presentation shall be delayed up to
ninety (90) more days to allow for the filing of
appropriate patent applications. Institution
and Investigator agree that if either publishes
the results of the Study, Idorsia is hereby
granted an irrevocable, royalty-free license to

6.1 Publikace. Smluvni strany berou na

védomi, ze Klinické hodnoceni je soucasti
multicentrického vyzkumného klinického
hodnoceni a Ze prvni uverejnéni vysledku
Klinického hodnoceni provede spolecnost
Idorsia spolu se ZkouSejicimi zapojenymi
do Klinického hodnoceni tak, jak je stano-
veno v Protokolu. Jestlize do osmnacti (18)
mésicl od predlozeni zavéreCné zpravy z
Klinického hodnoceni (i) nedojde
k zadnému spoleénému predlozeni vystupl
k uvefejnéni; (ii) spole¢nost Idorsia infor-
muje Zdravotnické zafizeni, Ze nebude
predlozena zadna spole¢na publikace
vystupU; (iii) spole¢nost Idorsia poskytne
pisemny souhlas; nebo (iv) je vydana
spole¢na publikace vystupu, pak Zdravot-
nické zafizeni a/nebo ZkousSejici mohou sa-
mostatné uverejnit data jimi vytvofena v
souvislosti s Klinickym hodnocenim. Ja-
kékoli takové navrhované uveiejnéni nebo
prezentace, €lanek, dokument nebo jiné
materialy, které maji byt uvefejnény,
podléhaji pfezkoumani ze strany
spoleCnosti  Idorsia jeSté prfed jejich
predanim nebo poskytnutim jakékoli treti
osobé, pficemz na provedeni tohoto prez-
koumani ma spole¢nost Idorsia |hatu
Sedesati (60) dnd. Na zadost spolecnosti
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make and distribute copies of such publica-
tion under any copyright privileges that the In-
stitution and/or Investigator may have. Idorsia
shall also have the right to publish inde-
pendently the results of the Study.

Idorsia odstrani Zdravotnické zafizeni
a/nebo Zkousejici jakékoli Duvérné infor-
mace V nich obsazené, a pokud jsou
zjistény jakékoli patentovatelné objevy,
bude takova publikace nebo prezentace od-
loZzena az o dalSich devadesat (90) dnu, aby
bylo mozné podat pfisludné patentové
prihlasky.  Zdravotnické  zafizeni a
ZkouSejici souhlasi stim, ze pokud
kterykoli z nich uvefejni vysledky Klinického
hodnoceni, ma spole¢nost Idorsia timto
udélené pravo na  neodvolatelnou
bezplatnou licenci k vytvoreni a Sifeni kopii
takové publikace, a to s jakymikoli vysa-
dami autorskych prav, které pfipadné
nalezeji Zdravotnickému zafizeni a/nebo
ZkousSejicimu. Spolecnost Idorsia ma takeé
pravo nezavisle publikovat vysledky Klin-
ického hodnoceni.

6.2 Guidelines. Unless otherwise required by the
journal, authorship will comply with the re-
quirements of the International Committee of
Medical Journal Editors ("ICMJE"). In any
publication or presentation based in whole or
in part on data generated from the Study, In-
vestigator will include a statement that crea-
tion of the data was supported in part by
Idorsia, in accordance with ICMJE guidelines.

6.2 Smérnice. Pokud konkrétni list nevyZaduje

néco jiného, musi autorstvi splhovat
pozadavky Mezinarodniho vyboru
Séfredaktor(l Iékarskych €asopist (Interna-
tional Committee of Medical Journal Edi-
tors, dale oznaCovany jen jako ,ICMJE®).
Do jakékoli publikace nebo prezentace
zaloZzené zcela ¢&i CasteCné na datech
vytvofenych v rdmci Klinického hodnoceni
zahrne Zkousejici prohlaseni o tom, ze
vytvofeni dat podpofila spole€nost Idorsia,
a to v souladu s pokyny ICMJE.

6.3 Survival. This Article 6 (Publication) shall sur-
vive termination or expiration of this Agree-
ment.

6.3 Pretrvani platnosti nékterych ustanoveni.

Ustanoveni tohoto c&lanku 6 (Publikace)
zustavaji v platnosti i po ukonéeni platnosti
nebo vyprSeni této Smiouvy.

ARTICLE 7
INTELLECTUAL PROPERTY

CLANEK 7
DUSEVNI VLASTNICTVI

7.1 Definition. "Invention" means any and all dis-
coveries, inventions and other subject matter
(whether patentable or not) conceived, re-
duced to practice, or otherwise discovered by
Investigator, Study Personnel or an em-

7.1 Definice. Vyraz ,Objev® znamena veskeré

objevy, vynalezy a jiné pfedméty (at jiz pa-
tentovatelné, & nikoli) formulované,
uvedené do praxe nebo jinak objevené
Zkousejicim, Pracovniky podilejicimi se na
klinickém hodnoceni nebo zaméstnancem,
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ployee, contractor or agent of Institution or In-
vestigator, alone or jointly with others, in con-
nection with performing the Study and/or from
use of the Study Drug or the Confidential In-
formation, in each case together with all intel-
lectual property rights in any of the foregoing.

dodavatelem nebo zastupcem Zdravot-
nického zafizeni nebo ZkousSejiciho, at jiz
samostatné nebo spole¢né s jinymi oso-
bami, v souvislosti s provadénim Klinického
hodnoceni a/nebo v dusledku uzivani Hod-
noceného pfipravku nebo Dvérnych infor-
maci, v kazdém pfipadé spolu s veSkerymi
pravy z dusevniho vlastnictvi vztahujicimi
se na cokoli z vySe uvedeného..

7.2 Ownership. Institution and Investigator agree
that Idorsia Data and Inventions shall be the
sole and exclusive property of ldorsia. Each
of Institution and Investigator shall assign and
hereby assigns to Idorsia all right, title and in-
terest in and to the Idorsia Data and Inven-
tions. Institution shall ensure that Study Per-
sonnel members, other employees or agents
are contractually obligated to hereby assign
and transfer to Institution all right, title and in-
terest to the Idorsia Data and Inventions. In-
stitution and Investigator shall promptly dis-
close to Idorsia the Idorsia Data and Inven-
tions and further agree to execute or have ex-
ecuted any and all papers and documents
which are necessary or convenient to perfect
the foregoing assignment and fully implement
Idorsia’s proprietary rights in and to the
Idorsia Data and Inventions and to fully coop-
erate in the prosecution, enforcement and de-
fense of such proprietary rights. For clarity, In-
stitution shall own all Source Documents.

7.2 Vlastnictvi.  Zdravotnické zafizeni a

ZkouSejici souhlasi stim, Zze Data
spoleCnosti  Idorsia a Objevy jsou
vyhradnim vlastnictvim spole€nosti Idorsia.
Jak Zdravotnické zafizeni, tak ZkouSejici
postoupi a timto postupuje na spoleénost
Idorsia vSechna prava, vlastnicka prava
k Datum spolecnosti Idorsia a k Objevim a
také veskeré podily na nich. Zdravotnické
zafizeni zajisti, aby Pracovnici podilejici se
na klinickém hodnoceni, jini zaméstnanci
nebo zastupci byli smluvné vazani, Ze timto
postupuji a prevadéji na Zdravotnické
zafizeni veSkera prava a vlastnicka prava
k Datim spole¢nosti Idorsia a Objevim a
podily na nich. Zdravotnické zafizeni a
ZkousSejici urychlené poskytnou spolecnosti
Idorsia Data spolecnosti Idorsia a Objevy a
dale souhlasi s tim, Zze vyhotovi a podepisi
nebo nechaji vyhotovit a podepsat veskeré
doklady a dokumenty, které jsou nezbytné
nebo vhodné pro dokonani vySe uvedeného
postoupeni a k Uplné realizaci vlastnickych
prav  spole¢nosti Idorsia k Datdm
spole¢nosti Idorsia a k Objevim, a dale ze
budou pIné spolupracovat pfi provozovani,
vymahani a obhajobé takovych vlast-
nickych prav. Pro ujasnéni plati, Ze vlast-
nikem vsSech Zdrojovych dokumentl je
Zdravotnické zafizeni.

7.3 To the extent that the Applicable Law does
not allow for a transfer of any of the Idorsia
Data and Inventions, the Institution and In-
vestigator hereby grants ldorsia an exclusive,
perpetual, irrevocable, worldwide and royalty
free license, with the right to sublicense to any

7.3V rozsahu, vnémz Pfislusné pravni

pfedpisy neumoznuji pfevedeni jakychkoli
Dat spoleCnosti Idorsia a Objevad, timto
Zdravotnické zafizeni a ZkouSejici udéluji
spole¢nosti ldorsia vyhradni, trvalou, ne-
odvolatelnou, celosvétové plathou a
bezplatnou licenci k uzivani takovych Dat
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third party, to use such Idorsia Data and In-
ventions for any purposes.

spoleCnosti Idorsia a ObjevU pro jakékoli
Ucely, a to spolu s pravem udélit jakékoli
tfeti osobé sublicenci.

7.4 Survival. This Article 7 (Intellectual Property)
shall survive termination or expiration of this
Agreement.

7.4 Pretrvani_platnosti _nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 7 (Dusevni vlast-
nictvi) zUstavaji v platnosti i po ukonéeni
platnosti nebo vyprSeni této Smlouvy.

ARTICLE 8
REPRESENTATIONS AND WARRANTIES

ELANEK 8
PROHLASENI A ZARUKY

8.1 General Representations and Warranties.

8.1 VSeobecna prohlaseni a zaruky.

8.1.1 Each Party represents and warrants that;
(i) it has the legal authority to enter into
this Agreement; (ii) the execution and de-
livery of this Agreement and the perfor-
mance of its obligations hereunder do not
conflict with, or constitute a default under,
other contractual arrangements to which
it is a party or by which it may be bound
and; (iii) it will comply with Applicable
Law.

8.1.2 Institution and Investigator represent,
warrant and covenant to Idorsia that: (i)
Investigator and each other member of
the Study Personnel, is qualified by train-
ing, expertise and experience to conduct
the Study and at all times during the term
of this Agreement have the appropriate li-
censes, approvals and certifications nec-
essary to safely and lawfully perform the
Study. Institution or Investigator shall im-
mediately report to Idorsia in writing of
any withdrawal of Investigator's privi-
leges, sanction against the Institution or
Investigator by a Regulatory Authority, or
similar enforcement; and (ii) to the best of
its knowledge, Institution's personnel, fa-
cilities and patient population are ade-
quate to perform its obligations under the
Protocol and this Agreement.

8.1.1 Kazda ze Smluvnich stran prohlaSuje a
zaru€uje, Ze: (i) ma pravni pravomoc
uzavrit tuto Smlouvu; (ii) podepsani a
doruceni této Smlouvy a pInéni jejich
zavazku z ni neni vrozporu s jinymi
smluvnimi ujednanimi, jichz je smluvni
stranou nebo jimiz je pfipadné vazana,
ani nepredstavuje poruseni takovych ji-
nych smluvnich ujednéni; (iii) bude do-
drzovat ustanoveni Pfislusnych prav-
nich predpisa.

8.1.2 Zdravotnické zafizeni a ZkouSejici pro-

hlaSuje a zaruCuje vuci spole€nosti

Idorsia, ze: (i) ZkouSejici a kazdy dalsi

Pracovnik podilejici se na klinickém

hodnoceni je zpuUsobily z hlediska za-

Skoleni, odbornych znalosti i zkuSenosti

provadét Klinické hodnoceni, a kdykoli

v pribéhu doby trvani této Smlouvy ma

k dispozici pfislusné licence, povoleni a

osvédc&eni potfebné pro bezpetné a za-

konné provadéni Klinického hodnoceni.

Zdravotnické zafizeni nebo ZkousSejici

okamzité pisemné nahlasi spoleCnosti

Idorsia informaci o jakémkoli odebrani

vysad ZkousSejiciho, o sankcich vici

Zdravotnickému zafizeni nebo Zkouse-

jicimu uvalenych ze strany Regulaéniho

organu nebo o podobném vymahani
prava; a (ii) podle jeho nejlepsiho vé-
domi pracovnici, zafizeni a pacienti
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Zdravotnického zafizeni odpovidaji po-
zadavkam na pInéni povinnosti vyplyva-
jicich z Protokolu a této Smlouvy.

8.2 Debarment. "Debarment” shall have the
meaning given to it under the Applicable Law.
Institution and Investigator hereby represent,
warrant and covenant to ldorsia that:

8.2 Vylouc€eni z Cinnosti. Vyraz ,Vylouéeni z
¢innosti* ma vyznam mu pfifazeny v
PrisluSnych pravnich predpisech. Zdravot-
nické zafizeni a ZkousSejici timto prohlasuiji,
zaruCuji a zavazuji se vlc&i spolecnosti
Idorsia takto:

8.2.1 Investigator has not been Debarred.

8.2.2 Institution and Investigator shall not, in the
course of performing the Study, use in
any capacity any person or entity who has
been Debarred.

8.2.1 ZkouSejici nebyl Vylou€en z Cinnosti.

8.2.2 Zdravotnické zafizeni a ZkouSejici
v pribéhu provadéni Klinického hodno-
ceni nevyuzije v zadné pozici zadnou
osobu ani subjekt, ktery/a byl/a Vylou-
¢en/a z Cinnosti.

8.2.3 Institution and Investigator shall (i) | 8.2.3 Zdravotnické zafizeni a Zkousejici (i)
promptly notify ldorsia in writing upon be- urychlené pisemné uvédomi spole¢nost
coming aware of any Debarment as out- Idorsia, jakmile se dozvi o jakémkoli Vy-
lined in this Section 8.2 (Debarment) or if lou€eni z ¢innosti, jak je tento vyraz de-
proceedings have been initiated with re- finovan v ¢lanku 8.2 (Vylouéeni z €in-
spect to Debarment whether each Debar- nosti), jestlize bylo zahajeno fizeni sou-
ment or initiation of proceedings occurs visejici s Vylou¢enim z €innosti, at jiz
during or after the performance of the Vylou€eni z €innosti nebo zahgjeni Fi-
Study and (ii) certify in writing that Institu- zeni nastane v prubéhu provadéni Kili-
tion, Investigator and any persons or enti- nického hodnoceni nebo po ném, a (ii)
ties involved in the Study have not been pisemné potvrdi, ze Zdravotnické zafi-
Debarred, if requested by Idorsia in con- zeni, Zkousejici ani Zzadné osoby nebo
nection with any certification Idorsia may subjekty zapojené do Klinického hodno-
make to a Regulatory Authority. ceni nebyly Vylou€eny z €innosti, jest-

lize si spole€nost Idorsia vyzada toto
potvrzeni v souvislosti s jakoukoli certi-
fikaci spole¢nosti Idorsia smérem k Re-
gulaénimu organu.

8.3 DISCLAIMER. EXCEPT AS SET FORTH IN | 8.3 OMEZEN| ODPOVEDNOSTI. S VYJIM-
THIS ARTICLE 8 (REPRESENTATIONS KOU USTANOVENI OBSAZENYCH
AND WARRANTIES), NO PARTY MAKES V TOMTO CLANKU 8 (PROHLASENI A
ANY WARRANTIES (EXPRESS, IMPLIED ZARUKY) NECINI ZADNA ZE

STATUTORY OR OTHERWISE) WITH RE-
SPECT TO THE SUBJECT MATTER
HEREOF AND EACH PARTY EXPRESSLY
DISCLAIMS ANY SUCH ADDITIONAL WAR-
RANTIES INCLUDING IMPLIED WARRAN-
TIES OF MERCHANTABILITY, FITNESS

SMLUVNICH STRAN ZADNE ZARUKY
(VYSLOVNE, MLEKY PREDPOKLADANE,
VYPLYVAJICI ZE ZAKONA ANI JINE),
POKUD JDE O PREDMET TETO
SMLOUVY. KAZDA ZE SMLUVNICH
STRAN TETO SMLOUVY SE VYSLOVNE
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FOR A PARTICULAR PURPOSE AND NON-
INFRINGEMENT  OF INTELLECTUAL
PROPERTY RIGHTS OF THIRD PARTIES.

VZDAVA JAKYCHKOLI TAKOVYCH DO-
DATECNYCH ZARUK, VCETNE MLCKY
PREDPOKLADANYCH ZARUK
PRODEJNOSTI, VHODNOSTI  PRO
URCITY UCEL A NEPORUSENiI PRAV
Z DUSEVNIHO VLASTNICTViI TRETICH
OSOB.

8.4 Anti-Bribery and Anti-Corruption. Institution
and Investigator hereby represent and war-
rant that neither themselves nor their Repre-
sentatives, including but not limited to the
Study Personnel, have offered, promised,
given, authorized, solicited or accepted any
undue pecuniary or other advantage of any
kind (or implied that they will or might do any
such thing at any time in the future) in any
way connected with this Agreement, and that
it has taken reasonable measures to prevent
subcontractors, Representatives or any other
third parties, subject to its control or determin-
ing influence, from doing so. Institution and
the Investigator shall immediately notify
Idorsia in case they learn that any activities re-
lated to the Study constitute a violation of the
applicable anti-bribery and anti-corruption
laws.

8.4 Protiuplatkaiska a protikorup€ni opatreni.
Zdravotnické zafizeni a ZkouSejici timto
prohladuji a zaruduji, Zze Zadny z nich ani
Zadny jejich Zastupce, zejména vcetné
Pracovnikll podilejicich se na klinickém
hodnoceni, nenabidl, nepfislibil, neposkytl,
neschvalil, nevyzadal ani nepfijal zadnou
nepfislusejici penézni ani jinou odménu
zadného charakteru (ani nenaznadil, ze
cokoli takového kdykoli v budoucnu ucini
nebo by mohl udinit) jakkoli souvisejici
stouto Smlouvou, a dale ze ucinil
pfiméfena opatfeni k tomu, aby zabranil
svym subdodavatelim, Zastupcum nebo
jakymkoli jinym tfetim osobam, které jsou
pod jeho kontrolou nebo rozhodujicim
vlivem, aby tak ucinili. Zdravotnické zafizeni
a ZkousSejici okamzité uvédomi spolecnost
Idorsia v pfipadé, Zze se dozvi, ze jakékoli
¢innosti souvisejici s Klinickym hodnocenim
predstavuji poruSeni pfislusnych pravnich
predpisu proti Uplatkarstvi a proti korupci.

8.5 Survival. This Article 8 (Anti-Bribery and Anti-
Corruption) shall survive termination or expi-
ration of this Agreement.

8.5 Pretrvani_platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 8 (Prohlaseni a
zaruky) zustavaji v platnosti i po ukonceni
platnosti nebo vyprSeni této Smlouvy.

ARTICLE 9
INDEMNIFICATION

~ CLANEK 9
NAHRADA SKODY

9.1 By lIdorsia. Subject to Section 9.3 (Proce-
dure), Idorsia shall indemnify, defend and
hold harmless Institution and its officers, di-
rectors, trustees, employees contractors and
agents and Investigator (the "Institution In-
demnitees"”), from and against any and all
losses, damages, liabilities, court costs and

9.1 Ze strany spole€nosti Idorsia. V souladu
s ustanovenimi  ¢lanku 9.3  (Postup)
spole¢nost Idorsia odSkodni, obhaji a
pfevezme odpovédnost za Zdravotnické
zarizeni a jeho funkcionare, €leny pred-
stavenstva, spravce, zaméstnance, doda-
vatele a zastupce a za Zkousejiciho (dale
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expenses paid to third parties (including rea-
sonable attorneys' fees) (collectively "Liabili-
ties") as a result of a claim, action, or suit, in
each case brought by a third party (each, a
"Claim") made or filed against the Institution
Indemnitees by reason of personal injury, in-
cluding death, to any person, or damage to
property, arising out of, or caused directly by,
the Study Drug or its use in accordance with
the Protocol; except in each case to the ex-
tent such liability arises from the Subject's un-
derlying iliness, or any diagnosis, treatment or
therapeutic measures not specifically re-
quired by the Protocol, and in each case to
the extent that Institution is obligated to in-
demnify Idorsia for such Claims under Sec-
tion 9.2 (By Institution) below.

oznacované jen jako ,Osoby odskodno-
vané Zdravotnickym zafizenim®) ve vzt-
ahu kveSkerym ztratdm, Skodam, za-
vazklm, soudnim nakladim a vydajim hra-
zenym tfetim osobam (vCetné pfimérfenych
poplatkl za pravni zastoupeni) (dale
souhrnné oznacované jen jako ,Zavazky“)
v dusledku naroku, zaloby nebo soudniho
sporu, v jednotlivych pfipadech vznesenych
nebo podanych tfeti osobou (kazdy z nich
dale oznacovany jen jako ,Narok®) proti
Osobé odSkodriované  Zdravotnickym
zarizenim z ddvodu Ujmy na zdravi (v€etné
umrti) jakékoli osoby, pfipadné z divodu
Skody na majetku, vzniklych v dusledku
uzivani Hodnoceného pfipravku nebo
zpusobenych pfimo uzivanim Hodnocen-
ého pfipravku v souladu s Protokolem;
v kazdém pfipadé s vyjimkou v rozsahu,
v némz takova odpovédnost Ci zavazek
vznikne z dlvodu zakladni nemoci nebo
z davodu jakékoli diagnozy, Ié¢by nebo
IéEebnych opatfeni, které Protokol konkré-
tné nevyZaduje, a vkazdém pfipadé
v rozsahu, v némz je Zdravotnické zafizeni
povinno odskodnit spole€nost Idorsia za ta-
kové Naroky v souladu s ustanovenimi
Clanku 9.2 (Ze strany Zdravotnického
zafizeni) nize.

9.2 By Institution. Subject to Section 9.3 (Proce-
dure), Institution and Investigator each shall
indemnify, defend and hold harmless Idorsia
and its corporate affiliates, officers, directors,
employees, contractors and agents of each
(the "Idorsia Indemnitees"), from and
against Liabilities as a result of any Claims
made or filed against any of the Idorsia In-
demnitees arising out of, or caused directly by
Institution's or Investigator's (i) breach of this
Agreement, including but not limited to failure
to obtain IRB/IEC approvals or a signed ICF
from each Subject and/or failure to adhere to
the terms of the Protocol or to Idorsia's other
written instructions concerning the Study
Drug; (ii) failure to comply with Applicable
Laws; (iii) negligence or willful misconduct; or
(iv) use of a product (including the Study

9.2 Ze strany Zdravotnického zafizeni. V sou-

ladu s ustanovenimi ¢lanku 9.3 (Postup) jak
Zdravotnické zafizeni, tak ZkouSejici
odskodni, obhaji a pfevezme odpovédnost
za spole¢nost Idorsia a jeji korporatni
spfiznéné osoby, funkcionare, Cleny pfred-
stavenstva, zaméstnance, dodavatele a za-
stupce kazdé z nich (dale oznaCované jen
jako ,0Osoby odsSkodnované spoleénosti
Idorsia“) ve vztahu k veSkerym Zavazkim
vzniklym v dusledku jakychkoli Naroki
vznesenych nebo podanych proti kterékoli z
Osob odskodriovanych spolecnosti Idorsia
a vzniklych v disledku nebo zplUsobenych
pfimo (i) z poruSeni této Smlouvy Zdravot-
nickym zafizenim nebo ZkouS$ejicim,
zejména vcetné jejich nezajiSténi souhlasu
IRB/IEC nebo podepsaného formulare ICF
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Drug) other than those produced or supplied
by ldorsia.

od kazdého Subjektu a/nebo nedodrzeni
podminek Protokolu nebo jinych pisemnych
pokynll spole¢nosti ldorsia tykajicich se
Hodnoceného pfipravku; (ii) nedodrzenim
PrisluSnych pravnich predpist ze strany
Zdravotnického zafizeni nebo
ZkouSejiciho; (iii) nedbalosti nebo za-
mérnym pochybenim ze strany Zdravot-
nického zafizeni nebo Zkousejiciho; nebo
(iv) uzivanim produktu (v€etné Hodnocen-
eého pfipravku) jiného, nez jsou produkty
vyrabéné nebo dodavané spolecnosti
Idorsia.

9.3 Procedure. Each Party shall promptly notify

the indemnifying Party in writing of any Claim
triggering any indemnification obligations
hereunder. The indemnifying Party shall have
sole control of the defence and settlement of
the Claim; provided that the indemnifying
Party shall not enter into any settlement that
admits the fault of or creates financial or other
obligations for such Indemnitee, or otherwise
materially adversely prejudices Indemnitee
without such Indemnitee's prior written con-
sent, such consent not to be unreasonably
withheld or delayed. The Indemnitee shall
have the right to participate, at its own ex-
pense and with counsel of its own choosing,
in the defense or settlement of the Claim. The
indemnification obligations under this Article
9 (Indemnification) shall not apply to amounts
paid in the settlement of any Claim if such set-
tlement is effected without the consent of the
indemnifying Party. Indemnitees, at the in-
demnifying Party's request and expense,
shall provide full information and reasonable
assistance to the indemnifying Party and its
legal representatives with respect to Claims.

9.3 Postup. Kazda ze Smluvnich stran urych-

lené pisemné uvédomi odskodnujici
Smluvni stranu o jakémkoli Naroku, ktery
vytvari jakékoli zavazky odSkodnéni na za-
kladé této Smlouvy. OdSkodnujici Smluvni
strana ma vyhradni kontrolu nad obhajobou
a vyrovnanim Naroku; ovdem stim, Ze
odSkodriujici Smluvni strana neuzavira
zZadné vyrovnani, které pfipousti pochybeni
nebo vytvafi finanéni ¢&i jiné zavazky pro ta-
kovou OdSkodnovanou osobu, pfipadné
jinak podstatné negativné poSkozuje
OdSkodriovanou  osobu bez  jejiho
predchoziho pisemného souhlasu, pficemz
tento souhlas nesmi byt bezdivodné od-
piran nebo zadrzovan. Odskodnovana
osoba ma pravo ucastnit se dle svého vlast-
niho rozhodnuti, na své naklady a s pravni
podporou odbornika dle svého vlastniho
vybéru na obhajobé nebo vyrovnani
Naroku. Zavazky odSkodnéni podle tohoto
¢lanku 9 (Nahrada Skody) se nevztahuji na
Castky hrazené pfi vyrovnani jakéhokoli
Naroku, pokud je takové vyrovnani real-
izovano bez souhlasu odskodnujici Smluvni
strany. OdsSkodniované osoby poskytnou
odSkodfujici  Smluvni strané a jejim
pravnim zastupcim, na jeji zadost a na jeji
naklady, veskeré informace a pfiméfenou
pomoc ve vztahu k Narokim.
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9.4 Survival. This Article 9 (Indemnification) shall
survive termination or expiration of this
Agreement.

9.4 Pretrvani_platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 9 (Nahrada
Skody) zUstavaji v platnosti i po ukon&eni
platnosti nebo vyprseni této Smlouvy.

ARTICLE 10
SUBJECT INJURY

CLANEK 10
UJMA NA ZDRAVi SUBJEKTU

10.1 Payment. Idorsia agrees, without admis-
sion of wrongdoing, to pay all reasonable
medical expenses incurred as a result of nec-
essary medical treatment of injuries that are
not covered by the Subject's medical or hos-
pital insurance or governmental programs
providing such coverage; provided that: (i)
the Subject is enrolled in the Study in accord-
ance with the Protocol; (ii) the injury is a di-
rect result of receiving the Study Drug admin-
istered in accordance with the Protocol and
this Agreement, or research procedures re-
guired and conducted in accordance with the
Protocol and this Agreement; and (iii) the in-
jury is not caused in any ways by Investiga-
tor's or Study Personnel's or Institution's or
its trustees', officers', agents' or employees'
gross negligence, willful misconduct or fail-
ure to adhere to the Protocol or terms and
conditions of this Agreement. ldorsia shall
not be obligated to pay for the treatment of
medical complications that are a part of the
natural course of the primary disease. No
other compensation of any type shall be pro-
vided by ldorsia to any Subject with respect
to any injury.

10.1 Platba. Spole€nost Idorsia souhlasi,
pficemz tim nepfipousti Zadné pochybeni, Ze
uhradi vSechny odlavodnéné vydaje na
lékafskou péc¢i potfebnou v dasledku
nezbytné lIéCby urazu ¢i Ujmy na zdravi, které
nejsou kryty zdravotnim ani nemocenskym
pojisténim Subjektu ani statnimi programy,
jez takové kryti poskytuji; ovSem za
predpokladu, Ze: (i) Subjekt je zapojen do
Klinického hodnoceni v souladu s Protoko-
lem; (ii) Ujma na zdravi je pfimym dusledkem
uzivani Hodnoceného pfipravku a podava-
ného v souladu s Protokolem a touto Smlou-
vou, pfipadné s vyzkumnymi postupy poza-
dovanymi a provadénymi v souladu s Proto-
kolem a touto Smilouvou; a (i) Gjma na
zdravi nebyla nijak zpUsobena nedbalosti,
zamérnym pochybenim ani nedodrzenim
Protokolu nebo podminek této Smlouvy ze
strany  ZkouSejiciho ani  Pracovniku
podilejicich se na klinickém hodnoceni ani
Zdravotnického zafizeni ani jeho spravcu,
funkcionard, zastupcl nebo zaméstnancu.
Spolec¢nost Idorsia neni povinna hradit Ié¢bu
zdravotnich komplikaci, které jsou soucasti
pfirozeného prabéhu primarniho onem-
ocnéni. Spole¢nost Idorsia neposkytuje
Zadnému Subjektu ve vztahu k jakékoli ujmé
na zdravi zadnou dal$i kompenzaci, at iz ja-
kéhokoli charakteru.

10.2 Procedure. Institution or Investigator shall
promptly notify ldorsia of any such apparent
impending need for treatment or such treat-
ment. Institution agrees that it will provide to
Idorsia any necessary information upon re-
guest so that Idorsia may comply with Appli-

cable Law.

10.2 Postup. Zdravotnické zafizeni nebo
ZkousSejici urychlené uveédomi spoleCnost
Idorsia o jakeékoli takové ziejmé potiebé
[éCby nebo o takové lécbé. Zdravotnické
zafizeni souhlasi stim, Ze na vyzadani
poskytne spoleCnosti Idorsia  jakékoli
nezbytné informace tak, aby spole€nost
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Idorsia mohla splnit pozadavky Pfislusnych
pravnich predpisU.

10.3  Survival. This Article 10 (Subject Injury)
shall survive termination or expiration of this

10.3 Pretrvani platnosti nékter\'/c;h ustanoveni.
Ustanoveni tohoto ¢lanku 10 (Ujma na zdravi

Agreement. Subjektu) zUstavaji v platnosti i po ukonéeni
platnosti nebo vyprSeni této Smlouvy.
ARTICLE 11 (':LANvEKv 11
INSURANCE POJISTENI
11.1 Idorsia agrees to carry insurance at levels | 11.1  Idorsia prohlasuje, Ze bude udrzovat od-

reasonable and customary in the industry to
cover potential liabilities arising under this
Study. The Institution declares that it has in-
surance coverage of its liability for damage
caused by the provision of health services.

povidajici pojisténi obvyklé v daném oboru,
které bude kryt potencialni odpovédnost vy-
plyvajici z tohoto Klinického hodnoceni.
Zdravotnické zafizeni prohladuje, ze ma
uzavieno pojisténi své odpovédnosti za
Skody zplsobené pfi poskytovani zdra-
votnich sluzeb.

11.2 The Parties shall provide each other with
a valid certificate of insurance upon written
request. In addition, the Parties shall provide
each other with at least thirty (30) days prior
written notice of cancellation, non-renewal,
or other material change in such insurance.

11.2 Smluvni strany si na zakladé pisemné
Zadosti vzajemné poskytnou platné pot-
vrzeni o existenci pojisténi. Kromé toho si
Smluvni strany vzajemné poskytnou
pisemné oznameni o zruSeni, neobnoveni
nebo jiné podstatné zméné takového
pojisténi, a to alespon tficet (30) dni pfed ta-
kovou zménou.

11.3  Survival. This Article 11 (Insurance) shall
survive termination or expiration of this
Agreement.

11.3 Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 11 (Pojisténi)
zUstavaji v platnosti i po ukon&eni platnosti
nebo vyprSeni této Smiouvy.

ARTICLE 12
USE OF NAME AND PUBLICITY

_ CLANEK 12
POUZITi NAZVU A PUBLICITA

12.1 _Use of Name. Each Party shall not, with-
out the prior written consent of the other
Party, use in advertising, publicity or other-
wise, any trade names, trademarks, logos,
symbols, or other images of Idorsia or an
Idorsia employee or agent ("Marks") unless
designated in this Agreement. Notwithstand-
ing the foregoing, a Party may use the name
of the other Party and, in the case of Idorsia,

12.1  Pouziti ndzvu. Zadna ze Smluvnich stran
nesmi bez pfedchoziho pisemného souhlasu
druhé Smluvni strany pouzivat v reklamé,
propagaci ani jinak zadné obchodni nazvy,
ochranné znamky, loga, symboly ani jiné
obrazy spojené se spoleCnosti Idorsia ani
zaméstnance ¢i zastupce spole¢nosti Idorsia
(dale oznaCované jen jako ,Znamky*), pokud
tak neni stanoveno touto Smlouvou. Bez
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of Investigator, as necessary for (i) filings with
Regulatory Authorities; (i) in the case of
Idorsia, filing patent applications covering or
claiming Inventions; (iii) prosecuting or de-
fending litigation; (iv) complying with Applica-
ble Law; or (v) in the case of Idorsia, Study
newsletters circulated solely to Institutions
participating in the Study.

ohledu na vySe uvedené je Smluvni strana
opravnéna pouzit jméno druhé Smluvni
strany, a v pfipadé spole¢nosti Idorsia také
ZkouSejiciho, v rozsahu nezbytném pro (i)
podani k Regulaénim organam; (ii) v pfipadé
spole€nosti Idorsia k podani patentovych
prihlasek, kryjicich nebo narokujicich Ob-
jevy; (iii) realizaci obzaloby nebo obhajoby
v soudnim sporu; (iv) dodrzovani
Prislusnych pravnich predpist; nebo (v)
v pfipadé spoleCnosti Idorsia informacni
dopisy o Klinickém hodnoceni, které se
vydavaji do obéhu vyhradné smérem ke
Zdravotnickym zafizenim zapojenym do
Klinického hodnoceni.

12.2 Publicity. Each Party shall not, and shall
not authorize or assist any third party to, orig-
inate or produce any written publicity, news
release, advertisement, marketing collateral,
or other publication announcement, relating
in any way to this Agreement, without the
prior written approval of the other Party,
which approval shall not be unreasonably
withheld, provided however, that Idorsia shall
have the right to identify the Institution as a
site at which the Study was conducted and to
identify those individuals responsible for con-
ducting the Study. For clarity, no advertise-
ment may be used in the Study unless prior
written approval is received from Idorsia.

12.2 Publicita. Zadna ze Smluvnich stran
nesmi bez pfedchoziho pisemného souhlasu
druhé Smluvni strany, ktery nesmi byt
bezdlvodné odpiran, vytvofit ani vyrobit zad-
nou pisemnou propagaci, tiskovou zpravu,
reklamu, marketingové materialy ani jiné
uverejnéni prohlaseni, které se jakkoli tyka
této Smlouvy, ani nedovoli zadné tfeti osobé
toto vytvorit ¢i vyrobit, ani ji v tom neni napo-
mocnha, ovSsem za predpokladu, ze
spoleCnost Idorsia je opravnéna oznacit
Zdravotnické zafizeni jako pracovisté, kde se
Klinické hodnoceni provadi, a identifikovat
také ty osoby, které jsou odpovédné za pro-
vadéni Klinického hodnoceni. Pro ujasnéni
plati, ze v Klinickém hodnoceni se nesmi
pouzivat zZadna reklama, pokud Kk tomu
spole¢nost Idorsia neposkytne pisemny
souhlas pfedem.

12.3 Survival. This Article 12 (Use of Name
and Publicity) shall survive termination or ex-
piration of this Agreement.

12.3 Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 12 (Pouziti nazvu
a publicita) zUstavaiji v platnosti i po ukonéeni
platnosti nebo vyprseni této Smlouvy.

ARTICLE 13
TERM AND TERMINATION

CLANEK 13
DOBA TRVANI A UKONCENIi PLATNOSTI
SMLOUVY

13.1 Term. Unless terminated earlier by written
notice of one Party to the other in accordance

13.1 Doba trvani platnosti Smlouvy. Pokud
nebude vypovézena piedfasné pisemnou
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with this Article 13, this Agreement will expire
upon the later of the date on which: (i) Idorsia
has received all properly completed CRFs
from Institution and Investigator; (ii) Institution
and Investigator have resolved all data clarifi-
cation queries, and submitted the closeout re-
ports to the IRB/IEC and to Idorsia to Idorsia’s
satisfaction; (iii) all Institution and other Study
sites closeout activities have been com-
pleted; and (iv) Idorsia has made all pay-
ments and reimbursements and collected all
refunds due under this Agreement.

vypovédi jedné Smluvni strany druhé
Smluvni strané v souladu s ustanovenimi
tohoto €lanku 13, pak tato Smlouva vyprsi
k takovému ztéchto dat, které nastane
pozdéji: (i) spoleCnost Idorsia obdrzela
vSechny fadné vyplnéné formulafe CRF od
Zdravotnického zafizeni a Zkousejiciho; (ii)
Zdravotnické zafizeni a ZkouSejici vyFesil/o
vSechny dotazy na vyjasnéni dat a pred-
lozillo IRB/IEC a spole€nosti ldorsia za-
véreCné zpravy dostateCné uspokojivé pro
spolecnost Idorsia; (iii) byly dokon&eny za-
vérecné cinnosti ve vSech Zdravotnickych
zafizenich a na dalSich pracovistich, kde se
provadi Klinické hodnoceni; a (iv) spoleCnost
Idorsia provedla vesSkereé platby a nahrady a
inkasovala veSkeré ¢astky a nahrady splatné
podle této Smlouvy.

13.2 Termination by ldorsia. Idorsia reserves
the right to terminate this Agreement at any
time with or without cause upon thirty (30)
days written notice to Institution and Investi-
gator. Notwithstanding the foregoing, Idorsia
may terminate this Agreement immediately
upon written notice to Institution and Investi-
gator, if: (i) the events described under Sec-
tion 1.5.3 (Replacement of Investigator) occur
and a replacement Investigator is not agreed-
upon; (i) monitoring by Idorsia's Representa-
tive and/or inspection by any Regulatory Au-
thority identifies serious and/or persistent
noncompliance with the terms of this Agree-
ment on the part of the Investigator and/or the
Institution. The Study will be completed within
the expected deadline of approx. months
after the Study start.

13.2 Vypovéd smlouvy ze strany spole€nosti
Idorsia. Spole€nost Idorsia si vyhrazuje pravo
kdykoli vypovédét tuto Smlouvu s uvedenim
divodu ¢i bez uvedeni diivodu, a to vypovédi
s tficetidenni (30 dni) vypovédni Ihitou
predanou Zdravotnickému zafizeni a
ZkouSejicimu. Bez ohledu na vySe uvedené
je spolecnost ldorsia opravnéna vypovédét
tuto Smlouvu okamzité na zakladé pisemné
vypovédi  Zdravotnickému  zafizeni a
Zkousejicimu, jestlize: (i) nastaly udalosti
popsané v ¢lanku 1.5.3 (Vyména
ZkouSejiciho) a nedoslo k dohodé o vyméné
Zkousejiciho; (ii) monitorovanim ze strany
Zastupce  spole¢nosti Idorsia  a/nebo
kontrolou ze strany jakéhokoli Regula¢niho
organu je zjisténo zavazné a/nebo trvalé ne-
dodrzovani podminek této Smlouvy na strané
ZkousSejiciho a/nebo Zdravotnického
zarizeni. Klinické hodnoceni bude dokonceno
v predpokladaném terminu pfiblizné 30
meésicu od jeho zahjjeni.

13.3 Termination by Institution or Investigator.
Institution or Investigator may terminate this
Agreement upon thirty (30) days written no-
tice to Idorsia if Institution or Investigator has
reasonable medical basis based on data to
believe that the continuation of the Protocol is

13.3 Vypovéd smlouvy ze strany Zdravot-
nického zafizeni nebo Zkousejiciho. Zdravot-
nické zafizeni nebo ZkouSejici mulze
vypovédét tuto Smlouvu na zakladé vypovédi
s ftficetidenni (30 dnu) vypovédni |hatou
spole¢nosti Idorsia, jestlize Zdravotnické
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detrimental to the health or safety of Sub-
ject(s) participating in the Study.

zafizeni nebo ZkousSejici ma oduvodnény
zdravotni davod, vychazejici z dostupnych
dat, ktomu, aby byl/o prfesvédcen/o, ze
pokraCovani Protokolu je zdravi Skodlivé
nebo je v neprospéch bezpecénosti Subjektu
nebo Subjektd ucastnicich/ho se Klinického
hodnoceni.

13.4 Termination for Breach. Either Party may
terminate this Agreement if the other Party
materially breaches this Agreement and fails
to cure such breach within thirty (30) days of
receipt of prior written notice from such Party
thereof.

13.4 Vypovéd smlouvy zdlvodu _jejiho
poruseni. Kterakoli ze Smluvnich stran maze
tuto Smlouvu vypovédét, jestlize druha
Smiluvni strana podstatné porusi tuto
Smlouvu a nenapravi takové poruseni do tfi-
ceti (30) dnG od doruceni pisemného oz-
nameni takové Smluvni strany o tomto
poruseni.

13.5 Effects of Termination/Expiration. In the
event of termination of this Agreement, for
any reason:

13.5 Uginky vypovédi / vyprseni platnosti.
V pfipadé ukon&eni platnosti této Smlouvy
Z jakéhokoli davodu:

13.5.1 Institution or Investigator shall: (i) notify
the IRB/IEC that the Study has been ter-
minated; (ii) cease enrolling further Sub-
jects into the Study; (iii) cease treating
Subjects according to the Protocol to the
extent medically permissible and appro-
priate, but in no event more than thirty
(30) days after effective date of termina-
tion or expiration; (iv) terminate as soon
as practicable, but in no event more than
thirty (30) days after the effective date of
termination or expiration, all other Study
activities; provided however, that upon
Idorsia's request, Institution and Investi-
gator shall continue to collect Subject
data and prepare CRFs for Subjects
treated in the Study prior to termination;
(v) within ninety (90) days after the effec-
tive date of termination or expiration of
this Agreement, provide to Idorsia all
Idorsia Data and shall return or destroy
any Confidential Information as outlined in
Section 5.4 (Return of Confidential Infor-
mation) and Equipment as outline in Sec-
tion 1.8 (Equipment); and (vi) within thirty
(30) days after the effective date of termi-

13.5.1 Zdravotnické zafizeni nebo Zkousejici: (i)
uvédomi IRB/IEC, Ze Klinické hodnoceni
bylo ukoné&eno; (ii) ukonéi nabor dalSich
Subjekttd do Klinického hodnoceni; (iii)
ukonéi lé¢eni Subjekttd podle Protokolu
v rozsahu lékafsky pfipustném a vhod-
ném, ale v zadném pfipadé ne pozdéji
nez tficet (30) dnd od data ucinnosti ta-
kové vypovédi nebo vyprsSeni platnosti;
(iv) co mozna nejdfive, ale v zadném pfi-
padé ne pozdéji nez tficet (30) dnu od
data ucinnosti takové vypovédi nebo vy-
prSeni platnosti, ukonci vSechny ostatni
aktivity vramci Klinického hodnoceni;
ovSem za predpokladu, ze na zadost spo-
leCnosti ldorsia Zdravotnické zafizeni a
ZkouSejici nadale provadéji sbér dat Sub-
jektld a pfipravuji formulafe CRF pro Sub-
jekty lé€ené v Klinickém hodnoceni pfed
ukonc&enim platnosti Smlouvy; (v) do de-
vadesati (90) dnl od data ucinnosti vypo-
védi nebo vyprseni této Smlouvy poskyt-
nou spolecnosti Idorsia vSechna Data
spolecnosti Idorsia a vrati nebo znici ves-
keré Duvérné informace, jak je uvedeno
v €lanku 5.4 (Vraceni nebo zni¢eni Daveér-
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13.5.2

nation or expiration of this Agreement, In-
stitution shall deliver to Idorsia a final ac-
counting, along with detailed supporting
documentation, of the Study and within
thirty (30) days after Idorsia's receipt, In-
stitution shall refund to Idorsia any excess
amounts paid by Idorsia or ldorsia shall
pay any additional amounts owed to Insti-
tution.

Idorsia shall remain liable for any pay-
ments due for CRFs submitted prior to the
effective date of termination or expiration,
or within ninety (90) days thereafter, in
compliance with the terms of this Agree-
ment. Except in the event Idorsia termi-
nates this Agreement in accordance with
Section 13.4 (Termination for Breach),
Idorsia agrees to reimburse Institution or
Investigator, as applicable, for reasonable
non-cancelable obligations properly in-
curred by the Study by Institution or Inves-
tigator prior to the effective date of termi-
nation or expiration; provided that such
amounts are not in excess of the budget
set forth in Exhibit A.

13.5.2

nych informaci) a Vybaveni, jak je uve-
deno v ¢lanku 1.8 (Vybaveni); a (vi) do tfi-
ceti (30) dnli od data ucinnosti takové vy-
povédi nebo vyprSeni platnosti této
Smlouvy dorugi Zdravotnické zafizeni
spolec¢nosti Idorsia kone¢né vyuctovani
Klinického hodnoceni, spolu s podrob-
nymi podklady k vyuctovani, a do ftficeti
(30) dnu od jeho prevzeti spolecnosti
Idorsia Zdravotnické zafizeni vrati spoleg-
nosti ldorsia jakékoli nadbyte¢né Castky
vyplacené spolecnosti Idorsia, nebo spo-
le¢nost Idorsia uhradi jakékoli dodateéné
Castky dluZzené Zdravotnickému zafizeni.

Spole¢nost Idorsia nadale nese odpovéd-
nost za veSkeré platby splatné za formu-
lafe CRF predlozené pred datem ucin-
nosti vypovédi nebo datem vyprSeni
smlouvy, nebo do devadesati (90) dnu
poté, vsouladu s podminkami této
Smlouvy. S vyjimkou pfipadu, kdy spolec-
nost ldorsia vypovi tuto Smlouvu v sou-
ladu s ustanovenimi ¢lanku 13.4 (Vypo-
véd smlouvy z davodu jejiho poruseni),
spole¢nost Idorsia souhlasi s tim, Ze na-
hradi Zdravotnickému zafizeni nebo
ZkouSejicimu, podle konkrétni situace,
vSechny odUvodnéné nezruSitelné za-
vazky fadné vzniklé vramci provadéni
Klinického hodnoceni ze strany Zdravot-
nického zafizeni nebo Zkous$ejiciho pred
datem ucinnosti vypovédi nebo vyprSeni
platnosti Smlouvy; ovSem za pfedpo-
kladu, Ze takové €astky nejsou nad ramec
rozpoctu uvedeného v PFiloze A.

13.6

Survival. Section 13.5 (Effects of Termi-

nation) of this Agreement shall survive termi-
nation or expiration of this Agreement.

13.6

Pretrvani platnosti nékterych ustanoveni.

Ustanoveni ¢&lanku 13.5 (Uginky ukon&eni
platnosti Smlouvy) této Smlouvy zustavaji v

platnosti i

po ukon&eni platnosti nebo

vyprdeni této Smlouvy.

ARTICLE 14
DATA PRIVACY

CLANEK 14
OCHRANA OSOBNICH UDAJU
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14.1 Each Party agrees that its collection, pro-
cessing and disclosure of any data relating to
an identified or identifiable individual (the
"Personal Data") in connection with this
Agreement is and will be in compliance with
applicable data protection laws, including the
EU General Data Protection Regulation
(GDPR) (collectively the “Data Protection
Laws”), and that it has obtained all rights and
consents necessary to collect, process and
disclose the Personal Data. When collecting
and processing Personal Data, the parties
are responsible for complying with their re-
spective obligations, as a data controller or
as a data processor, as the case may be, un-
der the Data Protection Laws, agree to take
appropriate measures to safeguard the Per-
sonal Data, to maintain the confidentiality of
Subject-related health and medical infor-
mation, to properly inform the concerned
Subjects about the collection and processing
of their Personal Data, to grant Subjects ac-
cess to their Personal Data under the Data
Protection Laws, to address any Subjects’
rights as per applicable law, and to prevent
access by unauthorized persons.

14.1 Kazda smluvni strana souhlasi s tim, Ze-
shromazdovani, zpracovavani a zvefejno-
vani Udajl tykajicich se identifikované nebo
identifikovatelné osoby (dale jen "Osobni
Gdaje") v souvislosti s touto Smlouvou je a
bude v souladu s platnymi zakony o ochrané
osobnich udaju, v€etné evropského Obec-
ného nafizeni na ochranu osobnich udajl
(GDPR) (dale jen "zakony o ochrané osob-
nich udaji") a zZe ziskala veskera prava a
souhlasy nezbytné pro shromazdovani,
zpracovani a sdélovani osobnich udajd. Pri
shromazdovani a zpracovavani osobnich
udaja jsou strany zodpovédné za plnéni
pFislusnych povinnosti jako spravci udaja
nebo jako zpracovatelé udaji podle platné
legislativy, a souhlasi s pfijetim vhodnych
opatfeni k ochrané osobnich udaju, za-
chovani davérnosti  zdravotnickych a
lékarfskych informaci Subjektl, fadnym in-
formovanim Subjektd o shromazdovani a
zpracovani jejich osobnich udajl, poskytnu-
tim pFistupu Subjektim k jejich osobnim uda-
jum, FeSenim pfipadnych prav Subjektl , vSe
podle platné legislativy a zabranénim
pfistupu neopravnénych osob k osobnim
udajum.

14.2 The Parties shall comply with the applica-
ble data protection principles. In particular, In-
stitution and Investigator shall only process
Personal Data pursuant to the instructions
provided by Idorsia and shall adopt the appro-
priate technical and organisational security
measures in order to protect the Personal
Data against accidental or unlawful destruc-
tion or accidental loss, alteration, unauthor-
ized disclosure or access and against all
other unlawful forms of processing.

14.2 Smluvni strany dodrzuji pfislusné zasady
ochrany osobnich udaji. Zejména plati, ze
Zdravotnické zafizeni a ZkousSejici zpraco-
vavaji Osobni Udaje pouze v souladu s
pokyny poskytnutymi spolecnosti Idorsia a
pfijimaji pfislusna technicka a organizacné
bezpeCnostni opatfeni, ktera zajisti ochranu
Osobnich 4daju proti nahodnému nebo
nezakonnému zni¢eni nebo nahodné ztraté,
pozménéni, neopravnénému uvefejnéni nebo
pfistupu a proti vSem jinym nezdkonnym
formam zpracovani.

14.3 Institution and Investigator shall identify to
Idorsia an e-mail address within its organiza-
tion to act as a point of contact for any en-
quiries from ldorsia or data protection author-
ities relating to Personal Data.

The designated point of contact shall be:

XXXXXX.

14.3  Zdravotnické zafizeni a ZkouSejici urci e-
mailovou adresu pro spolecnost Idorsia pro
jeji pfipadné dotazy nebo pro dotazy uradu
pro ochranu osobnich udaju, tykajici se
osobnich udaja.

Kontaktni adresa: XXXXXX.
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14.4 Institution and Investigator undertake,

prior to any processing, any technical and or-
ganizational measures as required under Art.
32 GDPR and specified in Exhibit C hereto
and incorporated herein to protect the trans-
ferred Personal Data from unauthorized pro-
cessing, including any processing not ex-
pressly authorized by this Agreement, and
accidental loss or destruction of, or damage
to, such Personal Data. Idorsia has the right
to, in any reasonable manner and with Insti-
tution and Investigator’s full cooperation, au-
dit Institution and Investigator's compliance
with this Section 14. The audit costs will be
borne by Idorsia.

14.4  Zdravotnické zafizeni a ZkouSejici se

zavazuji k tomu, ze pred jakymkoli zpraco-
vanim, technickymi a organiza¢nimi
opatfenimi vyzadovanymi dle ¢l. 32 GDPR a
specifikovanymi v Pfiloze C této Smlouvy, k
ochrané pfedavanych osobnich udaju pred
neopravnénym zpracovanim, v€etné jakého-
koli zpracovani, které neni vyslovné povo-
leno touto Smlouvou, pfed pfipadnou
ztratou, zni€enim nebo poskozenim téchto
osobnich udaju. Spole¢nost Idorsia ma pravo
z opodstatnénych divodd a s plnou spo-
lupraci Zdravotnického zarizeni a
ZkousSejiciho kontrolovat soucinnost Zdra-
votnického zafizeni a ZkouSejiciho s
Clankem 14 této smlouvy. N&klady této
kontroly ponese spole¢nost Idorsia.

14.5 Institution and Investigator represents,

warrants and covenants that Personal Data
related to Subjects, when supplied to Idorsia,
will be pseudonymized to replace any infor-
mation that directly identifies a Subject with a
subject identification code. Investigator will
not provide Idorsia with the key or code that
enables Subijects to be re-identified. Institu-
tion and Investigator will notify Idorsia imme-
diately if Institution and/or Investigator dis-
covers that any ldorsia Data concerning Sub-
jects provided to Idorsia does not satisfy this
requirement. Investigator will cooperate with
all Idorsia requests to mitigate any harm re-
sulting from any such disclosure of Idorsia
Data. In such an event, Institution and Inves-
tigator will deliver corrected Idorsia Data to
Idorsia as promptly as possible at no extra
expense to Idorsia.

14.5 Zdravotnické zafizeni a ZkouSejici

prohlasuji, zaru€uji a potvrzuji, Zze osobni
Udaje tykajici se Subjektd poskytnuté
spole€nosti  Idorsia budou pseudony-
mizovany identifikaénim kédem tak, aby
nahradily veSkeré informace, které pfimo
identifikuji Subjekt. ZkouSejici neposkytne
spole¢nosti Idorsia kli¢ nebo kod, ktery
umozfuje identifikaci Subjektl. Zdravotnické
zafizeni a ZkouSejici okamzité oznami
spole¢nosti ldorsia, pokud Zdravotnické
zafizeni a/nebo ZkouSejici zjisti, Ze udaje
tykajici se Subjektl poskytnuté spolecnosti
Idorsia nesplhuji  tento pozadavek.
ZkousSejici bude spolupracovat se
spole€nosti ldorsia na zmirnéni jakychkoli
Skod zpusobenych poskytnutim osobnich
udaja spole¢nosti Idorsia. V takovém pfipadé
Zdravotnické zafizeni a ZkouSejici predaji
opravené Udaje spoleCnosti Idorsia co
nejrychleji, a to bez dalSich vydaju pro
spole€nost Idorsia.

14.6 In case of a breach of security leading to

the accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or ac-
cess to, Personal Data transmitted, stored or
otherwise processed ("Privacy Incident"), In-
stitution and/or Investigator will immediately
after becoming aware of a Privacy Incident

14.6 V pfipadé poruSeni bezpecnosti vedouci

k ndhodnému nebo protipravnimu odhalent,
ztraté, zméné, neopravnénému zverejnéni
nebo pfistupu k osobnim  Udajim
pfenasenym, ulozenym nebo jinak zpraco-
vanym (dale také jen "poruSeni ochrany
soukromi"), Zdravotnické zafizeni a/nebo
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notify Idorsia. Such notification shall specify
the nature of the Privacy Incident, the cate-
gories and approximate number of Subjects
and Personal Data records impacted by such
Privacy Incident. Institution and Investigator
agree to fully cooperate with ldorsia, investi-
gate and resolve any such Privacy Incident
and provide Idorsia any information neces-
sary to provide notifications to Subjects and
data protection authorities required under the
Data Protection Laws.

ZkouSejici okamzité po tomto zjisténi
poruSeni ochrany soukromi upozorni
spole€nost Idorsia. Toto oznameni musi
specifikovat povahu poruSeni ochrany
soukromi, zplsob poruseni a pfiblizny pocet
Subjektt a jejich zaznam, kterych se toto
poruSeni tyka. Zdravotnické zafizeni a
ZkouSejici souhlasi s tim, Ze budou pIné spo-
lupracovat se spoleCnosti Idorsia, vySetfi a
vyfeSi jakykoli takovy pfipad poruSeni
ochrany soukromi a poskytnou spole€nosti
Idorsia vesSkeré informace nezbytné k oz-
nameni Subjektlim a organim pro ochranu
osobnich udaji pozadovanych platnou legis-
lativou.

14.7 Institution and Investigator agree to fully
cooperate with respect to any data protection
impact assessments and/or prior consulta-
tions that may be required with respect to the
processing of Personal Data under the
Agreement.

14.7 Zdravotnické zafizeni a ZkouSejici
souhlasi s tim, Ze budou pIné spolupracovat
pfi posuzovani jakychkoli ovlivnéni ochrany
udajl; a/nebo pfi konzultacich pozado-
vanych v souvislosti se zpracovanim osob-
nich adajua dle Smlouvy.

14.8 Institution and Investigator shall not en-
gage any third party, including any affiliate or
subcontractor, as data processor (as defined
under the Data Protection Laws) for the per-
formance of their respective activities under
this Agreement, without ldorsia's prior written
approval. In the event Idorsia consents to
such third-party data processor, Institution
and Investigator (i) shall undertake that the
subcontracting of the processing of Personal
Data may only consist of the processing op-
erations agreed in this Agreement; (ii) shall
ensure that any permitted third-party data
processor complies with this Agreement and
the Data Protection Laws, and (iii) shall be
fully liable to Idorsia for all actions of such
third-party data processors.

14.8 Zdravotnické zafizeni a ZkouS$ejici nean-
gazuji zadnou tfeti stranu, v€etné jakékoli
pfidruzené spolecnosti nebo subdodavatele,
jako zpracovatele udaju (jak je definovano
platnou legislativou o ochrané osobnich
udaja) pro vykon vlastnich €innosti dle této
Smlouvy bez pfedchoziho pisemného
souhlasu spoleénosti Idorsia. V pfipadé, ze
spole¢nost Idorsia souhlasi s externim
zpracovanim Udajl, pak se Zdravotnické
zafizeni a ZkouSejici (i) zavazuji, ze externi
zpracovani osobnich udaji se bude tykat
pouze zpracovatelskych €inosti dohodnutych
v této Smlouve; (i) zajisti, aby jakykoli
schvéleny externi zpracovatel osobnich
udaja postupoval v souladu s touto Smlou-
vou a se zakony o ochrané osobnich udaju a
(iii) budou plné odpovédni spole¢nosti Idorsia
za v8echny ¢innosti externich zpracovatelu
osobnich udaja.

14.9 Personal Data related to Investigator and
any Study Personnel (e.g. name, hospital or
clinic address and phone number, curriculum
vitae) may be transferred to Idorsia's corpo-
rate affiliates, contractors and agents for pur-
poses of drug monitoring, implementation,
documentation and control of clinical studies,

14.9 Osobni udaje tykajici se Zkousejiciho a
jakéhokoli Pracovnika podilejiciho se na klin-
ickém hodnoceni (napf. jméno, nemocnice
nebo adresa Zdravotnického zafizeni, tele-
fonni €islo, Zivotopis) mohou byt poskytnuty
firemnim pobockam spolec¢nosti Idorsia,
dodavatellm a zastupcim spolecnosti za
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as well as for contacting them and their re-
spective agencies around the world in case
of other future studies or investigations in
which they may be involved. The parties also
agree to use Personal Data provided by the
Investigator for managing internal studies
and ensuring that contact information is con-
tained in a faithful and complete way in other
systems, in compliance with this Section.

ucelem monitorovani IéCivych pFipravku, pro-
vadéni, dokumentovani a kontroly klinickych
hodnoceni, jakoz i pro kontakt s nimi a
pFisluSnymi agenturami po celém svété v
pfipadé dalSich budoucich klinickych hod-
noceni nebo vyzkum, do kterych se mohou
zapojit. Smluvni strany se rovnéz zavazuji,
Ze pouZiji osobni Udaje poskytnuté
ZkouS$ejicimu ke spravé internich hodnoceni
a zajisti, aby kontaktni informace byly pfesné
a uplné i v dalSich systémech.

14.10 Investigator shall obtain and file a data
privacy consent from each member of the
Study Personnel whose Personal Data is be-
ing processed in connection with the Study.

14.10 ZkouSejici ziska a zalozi souhlas s
ochranou osobnich (daji od kazdého
Pracovnika podilejiciho se na klinickém hod-
noceni, jehoz osobni Udaje jsou zpraco-
vavany v souvislosti s klinickym hodnocenim.

14.11 Idorsia may transmit Personal Data to
other corporate affiliates, contractors or
agents of Idorsia. Accordingly, Personal
Data may be transmitted to countries outside
the European Union/the European Economic
Area (EEA). Notwithstanding the above,
Idorsia and its corporate affiliates, contrac-
tors or respective agents will apply adequate
privacy safeguards to protect such Personal
Data as required by the Data Protection
Laws. Personal Data may also be disclosed
as required by individual regulatory agencies
or applicable law, such as to report serious
adverse events.

14.11 Spole€nost Idorsia muze predavat osobni
Udaje  dalsim  korporatnim  dcefinym
spole¢nostem, dodavatelim nebo za-
stupclim spole€nosti Idorsia. V souladu s tim
mohou byt osobni udaje pfedavany do zemi
mimo Evropskou unii/Evropsky hospodaisky
prostor (EHP). Bez ohledu na vySe uvedené
spole€nost Idorsia a jeji korporatni dcefiné
spole¢nosti, dodavatelé nebo pfislusni za-
stupci budou uplatriovat pfiméfenou ochranu
soukromi a osobnich udaju dle zakond o
ochrané udajua. Osobni udaje mohou byt také
sdéleny na vyzadani jednotlivych regu-
lacnich agentur nebo dle platnych zakonda,
napfiklad v pfipadé hlaSeni zavaznych
nezadoucich pfihod.

14.12 Idorsia as the data controller is responsi-
ble to respond to requests by affected Sub-
jects to exercise their rights under the Data
Protection Laws. Institution and Investigator
will fully and without delay cooperate with
Idorsia in fulfilling such requests as required
by the Data Protection Laws.

14.12 Spole¢nost Idorsia jako spravce udajl je
odpovédna reagovat na zadost dotéenych
Subjektd hodnoceni o uplatnéni jejich prav
podle zakon( o ochrané udaji. Zdravotnické
zafizeni a ZkouSejici budou plné a nepro-
dlené spolupracovat se spole€nosti ldorsia
pfi plnéni takovych pozadavki tak, jak to
vyZaduji zakony o ochrané udaju.

ARTICLE 15
GENERAL PROVISIONS

i CLANEK 15
VSEOBECNA USTANOVENI
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151

Notices. All notices given or required to be
given under this Agreement shall be in writ-
ing sent by overnight courier, registered or
certified airmail (postage prepaid), or by fac-
simile (receipt confirmed) and addressed as

15.1

Dorucovani. VSechna oznameni
podavana nebo pozadovana na zakladé této
Smlouvy se vyhotovuji pisemné a zasilaji se
expresnim kuryrem, doporu¢enou postou
nebo doporuCenou leteckou postou (s

follows: pfedem vyplacenym postovnym), pfipadné
faxem, a adresovéana budou takto:
If to Idorsia: XXXXXX Pro spole¢nost Idorsia: | XXXXXX
Associate Director, Associate Director,
Expert Clinical Expert Clinical
Operations Manager Operations Manager
Idorsia Idorsia
Pharmaceuticals Ltd Pharmaceuticals Ltd
Hegenheimermattweg Hegenheimermattweg
91, CH-4123 91, CH-4123
Allschwil, Switzerland Allschwil, Svycarsko
Facsimile: +41 61
565 52 40 Tel: +41 61 565 52 40
With a copy to: XXXXXX S kopii pro: XXXXXX
Director, Senior Legal Director, Senior Legal
Counsel Counsel
Idorsia Idorsia
Pharmaceuticals Ltd Pharmaceuticals Ltd
Hegenheimermattweg Hegenheimermattweg
91, CH-4123 91, CH-4123
Allschwil, Switzerland Allschwil, Svycarsko
If to Institution: Director’s attention Pro zdravotnické K rukam feditele
University Hospital zafizeni: Fakultni nemocnice
Brno Brno
Jihlavska 20 Jihlavska 20
664 49 Brno 625 00 Brno
Czech Republic Ceska republika
If to Investigator: XXXXXX Pro zkousSejiciho: XXXXXX
University Hospital Fakultni nemocnice
Brno Brno
Internal Cardiology Interni kardiologicka
Clinic klinika
Jihlavska 20 Jihlavska 20
664 49 Brno 625 00 Brno
Czech Republic Ceska republika
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All notices shall be deemed to be effective (i)
on the business day after delivery of such no-
tice to the overnight courier, (ii) the day such
notice is received by the addressee via regis-
tered or certified mail, or (iii) the day on which
such notice is sent by facsimile. In case any
Party changes address at which notices are
to be received, written notice of such change
shall be given as soon as practicable to the
other Parties.

Ma se za to, Zze veSkera oznameni nabyvaji
ucinnosti v pracovni den nasledujici po doruceni
pfislusného oznameni expresnimu kuryrovi,
nebo v den, kdy adresat toto oznameni obdrzel
doporucenou postou, pfipadné v den, kdy bylo
takové oznameni odeslano faxem. V pfipadé, ze
kterakoli ze Smluvnich stran zméni adresu, kam
se dorucuji oznameni, co nejdfive oznami tuto
zménu  pisemnym  oznamenim  ostatnim
Smluvnim stranam.

15.2 Governing Law. This Agreement will be
governed by the laws of Czech Republic
without regard to its conflict of law principles.
The exclusive venue of jurisdiction shall be

Brno, Czec Republic.

15.2 Rozhodné pravo. Tato Smlouva se fidi
pravnim fadem Ceské republiky bez ohledu
na jeho zasady o kolizi pravnich norem.
Vyhradnim mistem jurisdikce je Brno, Ceska

republika.

15.3 Headings. The headings contained in this
Agreement have been inserted for conven-
ience of reference only and shall in no way
define, limit or affect the scope and intent of
this Agreement.

15.3 Nadpisy. Nadpisy obsazené v této
Smlouvé byly vlioZzeny pouze pro pfehlednost
a v zadném pfipadé nedefinuji, neomezu;ji
ani neovliviiuji rozsah ani zamér této
Smlouvy.

15.4 Independent Contractor. For the pur-
poses of this Agreement, the Parties are in-
dependent contractors and nothing con-
tained in this Agreement shall be construed
to place them in the relationship of partners,
principal and agent, employer/employee or
joint ventures. The Parties also agree that
neither shall have the power or right to bind
or obligate the other and that they shall not

hold themselves out as having such author-
ity.

15.4 Nezavisly dodavatel. Pro ucely této
Smlouvy jsou Smluvni strany nezavislymi
smluvnimi stranami a nic obsazeného v této
Smlouvé se nevyklada tak, aby je postavilo
do vztahu mezi partnery, zmocnitelem a
zmocnéncem, zaméstnavatelem a zamést-
nancem nebo uUcCastniky spoleCného pod-
niku. Smluvni strany také souhlasi s tim, ze
zadna znich nem& pravomoc ani pravo
zavazovat nebo vazat druhou Smluvni stranu
a ze zadna z nich nebude vystupovat tak,
jako by takovou pravomoc méla.

15.5 Assignment. This Agreement shall not be
assignable by Institution or Investigator with-
out the prior written consent of Idorsia.
Idorsia may assign this Agreement. Any pur-
ported assignment or delegation without

Idorsia's written consent is null and void.

15.5 Postoupeni. Zdravotnické zafizeni ani
Zkousejici nesmi tuto Smlouvu postoupit bez
predchoziho pisemného souhlasu
spoleCnosti Idorsia. Spole¢nost Idorsia je
opravnéna tuto Smlouvu postoupit. Jakékoli
zamyslené postoupeni nebo delegovani bez
pisemného souhlasu spole€nosti Idorsia je

neplatné a nulitni.

15.6 Subcontracting. With Idorsia’s prior writ-

ten consent in each instance, Institution

15.6 Subdodavky. S pfedchozim

pisemnym souhlasem spole¢nosti Idorsia
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and/or Investigator may subcontract the per-
formance of certain activities under this
Agreement to qualified third parties, provided
that (i) such third parties perform the activi-
ties in a manner consistent with the terms
and conditions of this Agreement, (i) Institu-
tion remains fully liable for such third parties’
performance, and (iii) Investigator has no di-
rect or indirect financial interest in any such

v kazdém konkrétnim pfipadé smi Zdra-
votnické zafizeni a/nebo Zkousejici sub-
dodavatelsky zajistit vykon nékterych
¢innosti podle této Smlouvy ze strany
tfetich osob, ovSem za pfedpokladu, ze
(i) takové ftreti osoby tyto Cinnosti vy-
konavaji zplsobem odpovidajicim pod-
minkam této Smlouvy, (ii) Zdravotnické
zafizeni zUstava i nadale odpovédnym za

third parties. plnéni takovych tfetich osob a (iii)
ZkouSejici nema zadny pfimy ani
nepfimy finanéni podil na jakékoli takové
treti osobé.

15.7 Third Party Beneficiaries. Nothing herein | 15.7 ObmySlené tfeti osoby. Nic obsazeného

shall be deemed to create (by implication or
otherwise) any right on behalf of any third
party to enforce any provision of this Agree-
ment or any other right.

v této Smlouvé se nepovazuje za vznik
(nepfimo nebo jinak) jakéhokoli prava
v zastoupeni jakékoli tfeti osoby k vyméahani
jakéhokoli ustanoveni této Smlouvy nebo ja-
kéhokoli jiného prava.

15.8 Severability; Waiver. Wherever possible,
each provision of this Agreement shall be in-
terpreted so that it is valid under the Applica-
ble Law. If any one or more of the provisions
of this Agreement is held invalid, illegal, or
unenforceable by a court of competent juris-
diction, the remainder of this Agreement shall
remain in full force and effect without said
provision. The Parties shall negotiate in good
faith a substitute clause for any provision de-
clared illegal, invalid, or unenforceable,
which shall most nearly approximate the orig-
inal intent of the Parties in entering this
Agreement. The failure of a Party to enforce
any provision of this Agreement shall not be
construed to be a waiver of the right of such
Party to thereafter enforce that provision or
any other provision or right.

15.8 Oddélitelnost; vzdani se prava. Kdykoli je
to mozné, kazdé ustanoveni této Smlouvy se
vyklada tak, zZe je platné podle Pfislusnych
pravnich predpist. Jestlize je kterékoli
ustanoveni této Smlouvy (nebo vice jejich
ustanoveni) soudem pfislusné jurisdikce
prohlaSeno za neplatné, nezakonné nebo
nevymahatelné, zbyvajici ¢ast této Smlouvy
zUstava v plné platnosti a uc€innosti bez
uvedeného ustanoveni. Smluvni strany
vyjednaji v dobré vife nahradni ustanoveni
za takové ustanoveni prohlasené za
neplatné, nezdkonné nebo nevymahatelné,
a toto nové ustanoveni bude co mozna
nejbliz8i plivodnimu zaméru Smluvnich stran
v dob& uzavirani této Smlouvy. Zadny
pfipad, kdy Smluvni strana nevymaha ja-
kékoli ustanoveni této Smlouvy, se
nevykladd jako vzdani se prava takové
Smluvni strany na nasledné vymahani tako-
vého ustanoveni nebo jakéhokoli jiného
ustanoveni nebo prava.

15.9 Entire Adgreement; Modification. This
Agreement, its Exhibits and the Protocol,
contain the entire understanding of the Par-

ties with respect to the subject matter

15.9 Uplna dohoda; zmény ve Smiouvé. Tato
Smlouva, jeji Prilohy a Protokol obsahuiji
Uplnou dohodu Smluvnich stran ve vztahu
Kk jejich pfedmétu a nahrazuji vSechna
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thereof, and supersede all prior discussions,
agreements and writings in respect to such
subject matter. In the event of any incon-
sistency between this Agreement and the Ex-
hibits, the terms of this Agreement shall gov-
ern except that the terms of the Protocol will
govern with respect to all scientific, medical
and/or technical matters. No amendments or
changes to the Agreement shall be effective
unless made in writing and signed by author-
ized representatives of the Parties.

pfedchozi jednani, dohody a pisemna
ujednani ve vztahu k takovému predmétu.
V pfipadé jakéhokoli rozporu mezi touto
Smlouvou a jejimi Pfilohami jsou rozhodujici
podminky této Smlouvy, ovSem s tou vyjim-
kou, ze podminky Protokolu jsou rozhoduijici,
pokud jde o vedkeré védecké, lekafské
a/nebo technické zaleZitosti. Zadné zmény
ani Upravy této Smlouvy nejsou UCinné,
pokud nebyly sepsany pisemné a podepsany
zmocnénymi zastupci Smluvnich stran.

15.10 Counterparts. This Agreement may be ex-
ecuted in three (3) counterparts, each of the
Party receive one counterpart. The signatory
for each Party below represents and war-
rants that they have full authority and power
to execute this Agreement on behalf of that
Party.

15.10 Vyhotoveni. Tato Smlouva se vyhotovuje
ve tfech (3) stejnopisech, z nichz kazda
smluvni strana obdrzi po jednom. Osoba po-
depisujici tuto Smlouvu za kazdou Smluvni
stranu prohladuje a zaruluje, Ze ma piné
zmocnéni a pravomoc tuto Smlouvu jménem
dané Smluvni strany podepsat.

[The remainder of this page left blank intention-
ally. Signatures follow on next page]

[Zbyvajici ¢ast této strany byla umysiné pone-
chana prazdna. Podpisy jsou na dalSi strané]
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IN WITNESS WHEREOF, the Parties have
entered into this Agreement under seal as of
the Effective Date by their duly authorized

NA DUKAZ CEHOZ Smluvni strany uzavrely tuto
Smlouvu ve formé verejné listiny ke Dni ucinnosti
skrze své fadné zmocnéné zastupce.

representatives.

INSTITUTION/ ZDRAVOTNICKE
ZARIZENi

By/ Podpis:

Name/ Iméno: XXXXXX
Title/ Funkce: Director/ Reditel

Date/ Datum:

INVESTIGATOR/ ZKOUSEJICi:

Signature/ Podpis

Name/ Iméno: XXXXXX
Date/ Datum:

Confidential/ Davérné

IDORSIA

By/ Podpis:

Name/ Jméno:
Title/ Funkce:

Date/ Datum:

and/a

By/ Podpis:

Name/ Jméno:

Title/ Funkce:

Date/ Datum:
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EXHIBIT A
PAYMENT SCHEDULE AND BUDGET

Idorsia has contracted SOCAR RESEARCH
SA, Chemin de Chantemerle 18, 1260,
Nyon, Switzerland, as its administrative pay-
ment agent (“APA”). APA will receive invoi-
ces and process payments on behalf of
Idorsia unless otherwise agreed. Any que-
ries regarding invoices or payment should be
directed to APA at the contact details stated
below.

1. PAYMENTS

1.1  Visit Payments

The payments shall be based on the number
of Study Subjects enrolled into the Study in
compliance with the Protocol and the num-
ber of visits performed with respect to these
Study Subjects. Such payments, which are
inclusive of all applicable overhead, will be
paid based on EDC completion in accor-
dance with the following table:

PRILOHA A i
HARMONOGRAM PLATEB A ROZPOCET

Spole¢nost Idorsia uzaviela smlouvu se spo-
le¢nosti SOCAR RESEARCH, SA, Chemin
de Chantemerle 18, 1260, Nyon, Switzer-
land, ktera je jejim administrativnim zastup-
cem v zalezitosti plateb (,AZP*). Faktury bu-
dou odesilany AZP, ktery bude uskutecrovat
platby jménem spoleCnosti ldorsia, pokud
nebude dohodnuto jinak. Jakékoli dotazy oh-
ledné faktur a plateb by mély proto byt smé-
fovany pfimo na AZP, jehoZ kontaktni udaje
jsou uvedeny nize.

1. PLATBY

1.1  Platby za navstévy

Platby vychazeji z poctu subjektu klinického
hodnoceni zapojenych do tohoto klinického
hodnoceni v souladu s Protokolem a z poctu
navstév realizovanych kazdym ze subjektd
tohoto klinického hodnoceni. Tyto platby,
které zahrnuji veSkeré pfisludné rezijni na-
klady, budou vyplaceny na zakladé udaju
vyplnénych do systému EDC podle nasle-
dujici tabulky:
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Fee (inclusive of ap-
plicable overhead) /
Poplatek (véetné pri-
slusnych rezijnich na-
kladt)

CZK without VAT /
Platba v K¢, bez DPH

XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX

In case of Event (cost per episode) / V pripadé prihody (naklady

na epizodu)

XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX

e ——

XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX

(*) Post-treatment visit includes preparation
of the adjudicated event dossier (collection
of data and medical records). Payment for
the visit will be done when sponsor confirms
that adjudication dossier is complete (ready
for adjudication).

Visit fees includes potential administrative
cost for transmission of medical records to
the investigational site.

(*) Navstéva po skonceni 1éEby zahrnuje pfi-
pravu dokumentace posuzované piihody
(shromazdéni udaji a zdravotnich za-
znamU). Platba za navstévu se uskutecni,
kdyz zadavatel potvrdi, Ze dokumentace k
posouzeni je uplna (pfipravena k posou-
zeni).

Poplatky za navstévy zahrnuji pfipadné ad-
ministrativni naklady na pfenos zdravotnich
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1.1  Site Costs: All fees described in the
“Site Costs” table below. which are
inclusive of all applicable overhead,
will only be paid upon receipt of valid
invoice and in no case prior to the
execution of this Agreement, except
Start-up Fee.

zaznamu na pracovisté provadeéjici klinické
hodnoceni.

11

Naklady pracovisté: Veskeré po-

platky popsané v tabulce ,Naklady
pracovisté* nize, které zahrnuji ves-
keré pfislusné rezijni naklady, budou
uhrazeny pouze po pfijeti platné fak-
tury a v zadném pfipadé pred podpi-
sem této Smlouvy, kromé Start-up
poplatku.

Site costs including overhead/ Naklad . .
pro nen?ocnici ok y CZK without VAT / Platba v K¢, bez DPH
XXXXXX XXXXXX
HXXXXXX XXXXXX
HXXXXXX XXXXXX
XXXXXX XXXXX
XXXXXX KXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX
XXXXXX XXXXXX

* Payment before signing the Contract based on an invoice separately issued by the Institution./
* Uhrada pred podpisem smlouvy na zakladé samostatné vystavené faktury Zdravotnickym zafizenim.

** Payments shall be made 4 times a year / or specific date can be determined, if applicable) based on
an invoice. The invoice is to be issued by the Institution based on the calculation made by the Sponsor,
within 15 days from delivery of the calculation to the Institution (in which case the date of delivery shall
also be the date of taxable supply). The calculation is to be provided for all items included in the budget.
The calculation for all items included in the budget shall be provided by Precision for Medicine (SK),
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s.r.0., and the person responsible for presenting the calculation shall be XXXXXX. The invoice maturity
shall be 30 days from delivery. In the case of late payment, the Institution is entitled to charge interest
on late payment at the statutory rate. Should the Sponsor fail to deliver the calculation to the Institution
on time in compliance with the schedule in the text above, and, further, in the case of late payment, the
Institution is entitled to suspend entering the data into the database until the respective payment is made.
The contact person for sending billing documents is XXXXXX.

** Platby budou provadeény 4x ro¢né / pripadné mozno stanovit konkrétni data) na zakladé faktury. Faktura
bude vystavena poskytovatelem na zakladé kalkulace vytvorené zadavatelem, a to do 15 dnt od doruceni
kalkulace poskytovateli (pficemz datum doruceni je zarover datem uskuteénéni zdanitelného plnéni). Kal-
kulace bude poskytnuta na veSkeré polozky uvedené v rozpoctu. Kalkulaci na veSkeré poloZzky uvedené v
rozpoctu poskytne spole¢nost Precision for Medicine (SK), s.r.0., osoba zodpovédna za predloZeni kalkulace
j& XXXXXX. Splatnost faktury ¢ini 30 dni od doruéeni. Pri pozdni uhradé je poskytovatel opravnén uctovat
urok z prodleni v zakonné vySi. V pripadé, Ze zadavatel nedoruci poskytovateli kalkulaci véas v souladu s
harmonogramem uvedenym v pfedchozim textu, a dale v pfipadé pozdni thrady je poskytovatel opravnén
pozastavit zadavani dat do databaze, a to az do provedeni prislusné thrady. Kontaktni osoba pro zasilani
podkladi k fakturaci je XXXXXX.

1.2  Currency: ldorsia through APA shall 1.2 Ména: Spole¢nosti Idorsia hradi veSkeré
make all payments in CZK. platby prostfednictvim AZP v K&.

1.3 Screening Failure: 1.3 NeuUspésny screening:

In case of screening failures ldorsia reser- V pfipadé neuspésného screeningu si spolec-
ves the right to reasonably limit the number nost ldorsia vyhrazuje pravo pfiméfené ome-
of screening failures payments by notifying zit pocet plateb za neuspésny screening, coz
previously IN WRITING the Institution and | oznami s pfedstihem PISEMNE Zdravotnic-
the Investigator. kému zafizeni a ZkouSejicimu.

1.4 Study Subject Travel Expenses Re- 1.4 Nahrada cestovnich nakladi subjektim
imbursement: hodnoceni:

Study Subject travel expenses reimburse- Nahrada cestovnich nakladu subjektim hod-
ment has not been included in the visit cost noceni neni zaclenéna do nakladd na na-
in the amount of XXXXXX for each in office vStévu, a byla stanovena ve vySi XXXXXX za
visit. Subject reimbursement will be paid per kazdou navstévu na pracovisti. Nahrady sub-
the completed eCRF for the following visits: | jektim se uhradi za vyplnény eCRF u nasle-
V1 screening/randomization, V1 screen dujicich navstév: N1 screening/randomizace,
failed, on-site Unscheduled visit (when en- N1 neusp. screening, Neplanovana navstéva
tered in eCRF) and final study visit. No sub- pracovisté (je-li zadand do eCRF) a zaveé-
ject reimbursement is being provided for | recna navstéva v klinickém hodnoceni. Za te-
phone calls or other expenses. lefonaty ani jiné vydaje se neposkytuje zadna
nahrada subjektim hodnoceni.

For higher costs, prior approval from the
Sponsor is required. U vySSich nakladu je nutny pfedchozi souhlas
Zadavatele.
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The Sponsor further undertakes under this
clinical trial to pay the Institution a flat rate in
the amount of XXXXXX to cover the costs of
the clinical trial Subjects associated with
travelling to and from the Institution (herein-
after referred to as the “Travel Costs”). The
flat rate to cover the Travel Costs (hereinaf-
ter referred to as the “Flat Rate”) shall be
paid by the Sponsor based on an invoice is-
sued by the Institution after the conclusion of
this Contract. Pursuant to Section 36(13) of
Act No. 235/2004 Coll., on Value Added Tax,
as amended, the Flat Rate shall not be in-
cluded in the value added tax base. After
three quarters of the Flat Rate is used up, the
Institution is entitled to issue another invoice
in the same amount as the previous one.

1.5 Final Payment:

The final payment shall be contingent upon
the following additional conditions:
¢ All Required Study Subject visits have
been completed
¢ Idorsia has received all Study Subject
Data in a form suitable for analysis inc-
luding all source documentation
required for event adjudication.
¢ All data clarification queries have been
resolved to Idorsia’s satisfaction
e The Study close-out visit has been com-
pleted

Institution shall have sixty (60 days) from
the receipt of the final payment under this
Agreement to identify discrepancies and re-
solve any payment disputes with Idorsia or
its designee.

2. INVOICING

2.1  All payments shall be made quarterly
by ldorsia through APA based on Visit Bud-
gets and terms described above (following

V réamci tohoto klinického hodnoceni se Zada-
vatel dale zavazuje vyplatit Zdravotnickému za-
fizeni pauSalni Castku ve vySi XXXXXX na
Uhradu nakladl subjektd klinického hodnoceni
spojenych s cestou do Zdravotnického zafizeni
a zpét (dale jen ,cestovni naklady“). Pausalni
¢astka na uhradu cestovnich nakladd (dale jen
.paudal’) bude Zadavatelem vyplacena na za-
kladé faktury vystavené Zdravotnickym zafize-
nim po uzavieni této smlouvy. Pausal se v sou-
ladu s § 36 odst. 13 zakona €. 235/2004 Sb., o
dani z pfidané hodnoty, ve znéni pozdéjSich
predpisU, nezahrnuje do zakladu dané z pfidané
hodnoty. Po vyCerpani tfi Ctvrtin pauSalu je
Zdravotnické zafizeni opravnéno vystavit dalsi
fakturu, a to ve stejné vySi jako pfedchozi.

1.5 Konec¢na uhrada:

Koneé¢na platba vyzaduje splnéni nasleduji-

cich podminek:

e Probéhly vSechny pozadované navstévy
subjektt hodnoceni

e Spole¢nost Idorsia obdrzela veSkeré udaje
o subjektech hodnoceni v podobé vhodné
k analyze, v€etné vSech zdrojovych doku-
mentU nezbytnych pro posouzeni pfihod.

o VeSkeré otazky tykajici se ujasnéni udajd
byly zodpovézeny ke spokojenosti spolec-
nosti ldorsia

e Probéhla uzaviraci navstéva pracovisté
(Close-out visit)

Zdravotnické zafizeni ma Sedesat (60) dni od
obdrZeni kone¢né platby dle této Smlouvy k
urCeni nesrovnalosti a vyfeSeni veSkerych
sporl ohledné plateb se spole€nosti Idorsia
nebo jejim zastupcem.

2. FAKTURACE

2.1 VesSkeré platby hradi Ctvrtletné spolec-
nost Idorsia prostfednictvim AZP, a to na za-
kladé podminek a rozpoctl navstév uvede-
nych vySe (po kontrole povéfenym zastupcem

Confidential/ Davérné

Page/ Strana 45 of/z 51

XXXXXX_ Czech Republic Tripartite + Investigator Agreement_XXXXXX_31May2022




1dorsia

validation by a designated representative of
Idorsia). Such Payments will be made within
thirty days (30) upon reception of invoices.

2.2 The Principal Investigator will be invi-
ted to review and approve the payments due
— this will be done by electronic signature
within the eSOCDAT system.

If it is required by the Institution to issue an
invoice, the following information should be
included on the invoice:
o Complete Institution and/or Investigator
name
e A unique invoice number
¢ Invoice Date
¢ Payee Name (must match Payee indica-
ted on Vendor Forms)
e Payment Amount
e Description of payment (i.e. patients, vi-
sits) — a PDF can be created from eSO-
CDAT detailing the patients / visits for
which payments will be made - this can
be attached to the invoice; PDF will be
send by XXXXXX.
Study Protocol Number
o Invoice is to be addressed to:

Idorsia Pharmaceuticals Ltd
VAT Number: CHE-464.823.420
Hegenheimermattweg 91

4123 Allschwil

Switzerland

Invoices to be provided by:
e email to: admin@socar.ch

Invoices submitted via or email will be im-
mediately acknowledged with a reference
number for future reference.

For questions regarding invoices or pay-
ments, please contact the XXXXXX.

spole¢nosti Idorsia). Tyto platby budou uhra-
zeny do tficeti (30) dni od pfijeti faktur.

2.2 Hlavni zkouSejici bude vyzvan, aby pre-
zkoumal a schvalil splatné platby, a to pomoci
elektronického podpisu v systému eSOCDAT.

Pokud zdravotnické zafizeni vyzaduje vysta-

veni faktury, musi faktura obsahovat nasle-

dujici informace:

e Cely nazev Zdravotnického zafizeni
a/nebo jméno Zkousejiciho

o Jedineéné Cislo faktury

o Datum faktury

e Jméno pfijemce platby (musi odpovidat
identifikaci pfijemce platby na formulafich
dodavatele)

e Castka k uhradé

o Popis platby (tj. pacienti, navstévy) — ze
systému eSOCDAT lIze vytvofit PDF s po-
drobnymi Udaji o pacientech/navstévach,
za néz ma byt platba uhrazena — PDF Ize
pfilozit k faktufe; PDF zaSle XXXXXX.

e Cislo protokolu klinického hodnoceni

e  Fakturu vystavit na adresu:

Idorsia Pharmaceuticals Ltd
DIC: CHE-464.823.420
Hegenheimermattweg 91
4123 Allschwil

Svycarsko

Faktury zaslat nasledujicimzplisobem:
e e-mailem na adresu: admin@socar.ch

Faktury pfedlozené prostfednictvim e-mailem
(budou okam?zité potvrzeny a bude jim pfidé-
leno Cislo jednaci pro budouci potfebu. S do-
tazy ohledné faktur a plateb se prosim obra-

cejte na XXXXXX.
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2.3  The reimbursement of expenses that
exceed the maximum amounts described in
this Agreement require prior approval from
Idorsia.

2.4  The same invoicing address applies
to any pass-through costs as specified in Ar-
ticle 4.4 of this Agreement.

2.5 Idorsia/ APA will cover its wire trans-
fer fees charged by ldorsia’s / APA’ bank.
Bank charges of a corresponding Institution
or Investigator’s bank and/or any other inter-
mediary bank, will be the responsibility of the
Institution or Investigator, as the case may
be.

2.3 K nahradé nakladl pfevySujicich maxi-
malni ¢astky uvedené v této Smlouvé je po-
tfebny prfedchozi souhlas spole¢nosti Idorsia.

2.4 Pro veSkeré pribézné naklady plati ta-
taz fakturaCni adresa, jako je uvedeno v
¢lanku 4.4 této Smiouvy.

2.5 Idorsia/AZP hradi poplatky za bankovni
pfevody u€tované bankou spolecnosti
Idorsia/AZP na své strané. Bankovni poplatky
pfislusné banky Zdravotnického  zafi-
zeni/Zkousejiciho a/nebo jakékoliv zprostfed-
kujici banky hradi Zdravotnické zafizeni nebo
pfipadné Zkousejici.
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EXHIBIT B
BANK TRANSFER DETAILS /
PRILOHA B
PODROBNE INFORMACE K BANKOVNIM PREVODUM

Wire transfer is the preferred method of payment / Upfednostfiovanou platebni metodou je
bankovni pfevod

Site # / Cislo pracovisté XXXXXX

Bank account holder (Insti- XXXXXX
tution/Hospital name) / Majitel
bankovniho uctu (nazev
Zdravotnického zafizeni/Ne-
mocnice)

Bank name / XXXXXX
Nazev banky

Bank address / XXXXXX
Adresa banky

Bank Zip code / city / XXXXXX
PSC / obec banky

Bank Country / XXXXXX
Zemeé banky

Bank account number/ Cislo | XXXXXX
bankovniho Uctu

BIC/SWIFT / XXXXXX
BIC/SWIFT

IBAN #/ XXXXXX
C. IBAN

Please enter/ Prosim uvadét:

Payment Identification/ Invoice number / Cislo faktury
/ Variabilni symbol
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Kontaktni informace (Contact Information)

Jmeéno pfijemce faktury, ktery zasila faktury
(Name of Invoice Recipient sending in-
voices) XXXXXX
E-mail (E-mail) XXXXXX
Preferovany jazyk (Language Preference) Czech
Jméno pfijemce plateb, ktery bude dostavat
oznameni o platbach a detailni informace.

(Name of Payment Recipient to receive
payment notification and details) XXXXXX

Telefon a e-mail (Phone Number & Email) XXXXXX
Preferovany jazyk (Language Preference) Czech
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EXHIBIT C

TECHNICAL AND ORGANIZATIONAL MEASURES IMPLEMENTED
BY THE DATA PROCESSOR ACCORDING TO ART. 32 GDPR

XXXXX
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PRILOHA C

TECHNICKA A ORGANIZACNi OPATRENI VYKONAVANA
ZPRACOVATELEM UDAJU PODLE CL. 32 GDPR

XXXXX
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