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CLINICAL TRIAL AGREEMENT

Protocol 1D-054-304

SMLOUVA O KLINICKEM HODNOCENI

Protocol 1D-054-304

This clinical study agreement on conducting a

clinical

study made in compliance with the

provision of § 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”), and shall take effect on the day of its
publication in the register of contracts, by and
between Idorsia Pharmaceuticals Ltd, having as a
place of business Hegenheimermattweg 91 CH —
4123 Alischwil, Switzerland (“ldorsia”), Faculty
Hospital Hradec Kralové, Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kréalové, Czech
Republic, represents by prof. MUDr. Viadimir
Palicka, CSc., dr. h. c., Director, VAT/Tax ID

CZ00179906

(the “Institution”), and [

(the “Investigator”).

Idorsia, Institution and Investigator referred to
individually herein as a “Party” or collectively as
the “Parties”

Tato smlouva o provedeni Kklinické studie
uzavriena dle ustanoveni § 1746 odstavec 2
zakona ¢&. 89/2012 Sb., obc¢ansky zakonik, v
platném znéni a dle zékona ¢. 378/2007 Sb., o

lé¢ivech, v platném znéni o klinickém
hodnoceni  (dale oznaCovana jen jako
~Smlouva®) se uzavird ke dni posledniho

podpisu této Smlouvy a nabyva Gcinnosti dnem
uvefejnéni v registru smluv (ddle oznacovany
jen jako ,Den uc€innosti) mezi spolecnosti
Idorsia Pharmaceuticals Ltd, s mistem
podnikani na adrese Hegenheimermattweg 91,
CH - 4123 Allschwil Svycarsko (dale
oznacovana jen jako ,zadavatel), Fakultni
nemocnici Hradec Kralové, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Kralové,
Ceska republika, zastoupena prof. MUDr.
Vladimirem Pali¢kou, CSc., dr. h. c., feditelem,
DIC CZ00179906 (dale oznacované jen jako
~Poskytovatel),

Neurochirurgickd  klinika
Fakultni nemocnice Hradec Kralové (dale
oznacovany jen jako ,Zkousejici“). Spole¢nost
Idorsia, Poskytovatel a Zkousejici jsou dale
samostatné oznacovani jako ,Smluvni strana®
nebo spolecné jako ,Smluvni strany*.

A

Idorsia is conducting a clinical research on
clazosentan (the "Study Drug") in a clinical
study (the “Study") conducted according to the
provisions of this Agreement and protocol ID-
054-304, titled:

"A prospective, multi-center, double-blind,
randomized, placebo-controlled, parallel-
group, Phase 3 study to assess the efficacy
and safety of clazosentan in preventing clinical
deterioration due to delayed cerebral ischemia
(DCI), in adult subjects with aneurysmal
subarachnoid hemorrhage (aSAH)." and any
amendments thereto (the "Protocol").

A. Spole€nost Idorsia provadi v ramci klinického
hodnoceni Kklinicky vyzkum hodnoceného

léCivého  pfipravku clazosentanu (dale
oznatované jen jako ,Hodnoceny
pfipravek®) provadény v souladu
s ustanovenimi této Smlouvy a protokolu ID-
054-304 nazvaného “Prospektivni,
multicentrické, dvojité zaslepené,
randomizované, placebem kontrolované

klinické hodnoceni s paralelnimi skupinami
faze Ill, hodnotici G€innost a bezpeénost
clazosentanu v  prevenci komplikaci
pozdni mozkové ischemie (DCI) u dospélych
pacientd s aneurysmalnim
subarachnoidélnim krvacenim.*

a v souladu s jakymikoli jeho dodatky (dale
oznacovany jen jako ,Protokol").
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B. Idorsia_has engaged [N
]
I ('CRO") as an

independent contractor and its authorized
representative to perform certain services in
connection with the Study.

B. Spole¢nost Idorsia se zapojila do
spoluprace s

organizaci  zabyvajici se  klinickym
hodnocenim (a clinical research
organization, dale oznaCovana jen jako
,LCRO"), jako nezavislym dodavatelem a
jejim zastupcem zmocnénym k poskytovani
urcitych sluzeb v souvislosti s Klinickym
hodnocenim..

C. The Study is of mutual interest and benefit to
the Parties and will further the research
objectives of the Parties.

C. Klinické  hodnoceni je  predmétem
spole¢ného zajmu Smluvnich stran a je pro
obé prospéSné, pfiemz napoméaha
dosazeni vyzkumnych cild Smluvnich stran.

D. 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. Poskytovatel jako pracovisté, kde se
provadi klinické hodnoceni, a Zkousejici
jako hlavni ZkousSejici si pfeji realizovat
¢innosti v ramci Klinického hodnoceni za
podminek stanovenych v této Smlouvé.

The Parties agree as follows:

Smluvni strany se dohodly takto:

ARTICLE 1
CONDUCT OF THE STUDY

—_ CLANEK?2 ,
PROVADENI KLINICKEHO HODNOCEN

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 written instructions (iv) generally
accepted standards of good clinical practice;
(V) the International Council on
Harmonization of Technical Requirements of
Pharmaceuticals for Human Use Guideline
for Good Clinical Practice (“ICH-GCP”); and
(vi) with all relevant laws of the Czech
Republic, in particular Act No. 378/2007
Coll., on Pharmaceuticals and on
Amendments to Certain Related Acts (the
Pharmaceuticals Act), Act No. 372/2011
Coll., on Health Services as amended,
including the implementing regulations to
these laws (in particular Decree No.
226/2008 Coll., establishing good clinical
practice.rules, and regulations of State
Institute for drug control ("Regulatory
Authority") and any other authority that
apply to the conduct of the Study or the
activities contemplated hereunder

1.1 Standardy Klinického hodnoceni.
Poskytovatel a ZkouSejici provadéji Klinické
hodnoceni v souladu s (i) podminkami této
Smlouvy; (ii) Protokolem; (iii) oddvodnénymi
pisemnymi pokyny spolecnosti Idorsia; (iv)
vSeobecné pfijimanymi standardy dobré
klinické praxe; (v) smérnici pro dobrou
klinickou praxi International Council on
Harmonization of Technical Requirements of
Pharmaceuticals for Human Use Guideline
for Good Clinical Practice (dale oznaCovana
jen jako LICH-GCP®); a (vi) sveSkerymi
pFislusnymi  zakony Ceské republiky,
zejména zakonem ¢&. 378/2007 Sb., o léCivech
a o zménach nékterych souvisejicich zakonl
(zakon o lécivech) (dale jen ,Zakon léCivech®),
zakonem ¢&. 372/2011 Sb., o zdravotnich
sluZzbach v platném znéni, v€etné provadécich
predpisi  ktémto  zakondm  (zejména
vyhlaskou ¢. 226/2008 Sb., kterou se stanovi
spravna klinicka praxe.i, pravidly a
smérnicemi  Statniho Ufadu pro kontrolu
léCiv (dale oznacovany jen jako ,Regulaéni
organ“) a jakéhokoli jiného Ufadu, které se
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("Applicable Law").

vztahuji na provadéni Klinického hodnoceni
nebo na cinnosti zamyslené touto Smlouvou
(dale oznacované jen jako ,Prislusné
pravni predpisy”).

1.2 IRB/IEC.

1.2.1 IRB/IEC  Review. Sponsor is
responsible for obtaining initial and
continuing review and approval of the
Study from the Institution's institutional
review board/Independent Ethics
Committee ("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.

1.2 IRB/IEC.

1.2.1 Prezkoumani ze strany IRB/IEC. a

Zadavatel nese odpovédnost za
provedeni Uvodniho a pokracovaciho
prezkoumani a schvaleni Klinického
hodnoceni ze strany Etické komise
poskytovatele(dale oznacované jen
jako  RB/IEC"), véetné ziskani
schvaleni Protokolu a formulafe ICF
(jak je tento vyraz definovan nize) a
vSech materiald v jakékoli podobé,
které budou vyuzivany pfi néboru
Gcastnika pro Klinické hodnoceni ze
strany IRB/IEC.

1.3 Protocol. The Protocol given to Institution and

Investigator by Idorsia is incorporated herein
by reference. Any amendments to the
Protocol 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
necessary to protect the safety, rights, or
welfare of Subjects (defined below) due to an
emergent medical condition, Institution and
Investigator shall not deviate from the
Protocol, without prior written approval from
Idorsia and the IRB/IEC. Notwithstanding the
foregoing, to the extent a deviation from the
Protocol occurs during the Study, Institution
or Investigator shall promptly report such
deviation and the reason therefore to Idorsia
and, if required by the IRB/IEC policies, the
IRB/IEC.

1.3 Protokol. Protokol poskytnuty Poskytovateli

a ZkouSejicimu ze strany spolecnosti
Idorsia se do této Smlouvy zaclenuje
odkazem. Jakékoli zmény Protokolu musi
nejdfive pisemné odsouhlasit spole¢nost
Idorsia a IRB/IEC. VSechny takové zmény
se automaticky zaclenuji jako soucast této
Smlouvy. S vyjimkou v rozsahu nezbytném
pro ochranu bezpec¢nosti, prav nebo
prospéchu Subjektl (jak je tento vyraz
definovan nize) v akutni zdravotni situaci
se poskytovatel ani ZkouSejici bez
predchoziho pisemného souhlasu
spolec¢nosti Idorsia a IRB/IEC neodchyli od
Protokolu. Bez ohledu na vySe uvedené

plati, Ze vrozsahu, vnémz dojde
v prubéhu Klinického hodnoceni
k odchyleni se od Protokolu,

Poskytovatelnebo Zkous$ejici okamzité toto
odchyleni a jeho divod nahlasi spole€nosti
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.

1.4 Zazemi/zarizeni. Klinické hodnoceni se

provadi vyhradné v zazemi/prostorach
Poskytovatele které spolec¢nost Idorsia
vyhodnoti jako odpovidajici.
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1.5 Investigator

1.5.1

1.5.2

Role as Principal Investigator. Investigator
shall serve as the principal investigator for
the Study at Institution, and shall
personally 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-required  information to be
reported to Idorsia for each Subject
(defined below) ("CRFs"). Prior to
commencing the Study, Investigator shall
have read and understood the information
contained in the Investigator's brochure.
Investigator shall submit to Idorsia before
conducting the Study Investigator's current

curriculum vitae and shall retain the
following copies of documents for
Regulatory Authority review: ()

documentation of all IRB/IEC approvals in
accordance with Section 1.2.1 (IRB/IEC
review), and (ii) a copy of the IRB/IEC-
approved ICF (as defined below) to be
used in the Study, (ii) documentation of all
IRB/IEC approvals in accordance with
Section 1.2.1 (IRB/IEC review), and (iii) a
copy of the IRB/IEC-approved 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 entire
Study.

Study Investigator Meetings. Idorsia will
from time to time hold Study investigator
meetings. If Investigator or applicable
employees, contractors and agents
involved in the conduct of the Study under
the Investigator's supervision ("Study
Personnel”) attend such a meeting,
Idorsia will reimburse any reasonable,
verifiable  travel-related costs and

1.5

1.5.1

1.5.2

ZkousSejici

Role Hlavniho zkou$ejiciho. Zkousejici
pusobi jako hlavni ZkouSejici pro
Klinické hodnoceni ve Zdravotnickém
zafizeni a osobné provadi a/nebo
dohlizi na vSechny aspekty Klinického
hodnoceni, véetné pfezkoumani,
podpisu a datovani  formulard
pfipadové zpravy (case report forms,

dale oznacované jen jako ,CRFY)
spolecnosti Idorsia, kam se
zaznamenavaji veSkeré informace

pozadované pro vedeni Protokolu, jez
se hlasi spole¢nosti Idorsia u kazdého
Subjektu (jak je tento vyraz definovan
nize). Pred zahgjenim Klinického
hodnoceni si ZkouSejici precetl a
pochopil informace obsazené v brozure
Zkousejiciho. ZkousSejici predlozipfed
zahajenim Klinického hodnoceni
spole¢nosti Idorsia a uchovaji jejich
kopie pro ucely pfezkoumani materiall
ze strany Regula¢niho orgénu: (i)
aktualni Zzivotopis ZkouSejiciho, (i) a
uchova  dokumentaci ke  vSem
schvdlenim ze strany IRB/IEC
v souladu s ustanovenimi ¢lanku 1.2.1
(pfezkoumani ze strany IRB/IEC), a (iii)
kopie formulare ICF (jak je tento vyraz
definovan nize) schvaleného ze strany
IRB/IEC, ktery se bude vramci
Klinického hodnoceni vyuzivat.
Zkousejici vyvine maximalni usili, aby
ziskal Subjekty (jak je tento vyraz
definovan nize) Klinického hodnoceni,
které budou podle oddvodnéného
usudku ZkouSejiciho pravdépodobné
vhodné a dostate¢né spolehlivé, a tedy
vyuzitelné k Uspésnému absolvovani
Klinického hodnoceni

ZkouS$ejicim v ramci
hodnoceni.  Spole¢nost
Idorsia  prubézné pofada v ramci
Klinického  hodnoceni porady se
Zkousejicim. Jestlize se ZkouSejici nebo
prisluSsni zaméstnanci, spolupracujici
osoby, dodavatelé a zastupci, ktefi jsou
zapojeni do provadéni Klinického
hodnoceni pod dohledem ZkouSejiciho
(dale oznacovani jen jako ,Pracovnici

Porady se
Klinického
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expenses incurred by the Investigator or
Study Personnel requested 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 Investigator

cannot carry out the duties under this
Agreement, or leaves the Institution, or
notifies Institution that he/she is likely to
leave, Institution will immediately notify
Idorsia, and Institution and Idorsia shall
endeavor to agree upon a successor. If,
within fifteen (30) days, Institution and
Idorsia are unable to jointly agree upon a
successor for any reason, then Idorsia
may terminate this Agreement as set forth
in Section 13.1 (Termination by Idorsia).

1.5.3 Vyména

podilejici se na klinickém
hodnoceni“), takové porady zucastni,
pak jim spolecnost Idorsia poskytne
nahradu vSech priméfenych
dolozitelnych naklad(l a vydaju na cestu,
které  vznikly  ZkouSejicimu  nebo
Pracovnikim  podilejicim se na
klinickém hodnoceni, jejichz Gc¢ast na
poradé si vyzadala spole¢nost Idorsia
(kromé jakéhokoli stravovani mimo
pracovisté, kde se porada kona), oviem
stim, Ze takové vydaje spolecnost
Idorsia  prfedem odsouhlasila  a
odpovidaji pfipadné aktualni smérnici o
nahradé cestovnich vydaju spolecnosti
Idorsia.

Zkousejiciho. Jestlize
Zkousejici jiz nemGze vykonavat své
povinnosti z této Smlouvy, nebo pokud
odejde od Poskytovatele, pfipadné
pokud informuje Poskytovatele o tom,
ze pravdépodobné odejde, pak
Poskytovatel o této  skutecnosti
okamzité uvédomi spolecnost Idorsia.
Poskytovatel a spole¢nost Idorsia se
spole¢né pokusi dohodnout na nastupci
Zkousejiciho. Jestlize se Poskytovateli a
spole€nosti Idorsia nepodafi
z jakéhokoli divodu do ftficeti (30) dnu
dohodnout na  osobé nastupce
ZkouSejiciho, pak je spole¢nost Idorsia
opravnéna tuto Smlouvu vypovédét
v souladu s ustanovenimi ¢lanku 13.1
(Vypovéd smlouvy ze strany spole¢nosti
Idorsia).

1.6 Subjects. Prior to screening a Study

participant ("Subject") for enrollment into the
Study, Institution and Investigator shall obtain
from such Subject or Subject's legal
representative, 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)
working days after discovery of a
Subjectreceipt 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

UCastnikG  Klinického hodnoceni, mysleno
subjekt hodnoceni (dale oznaCovany jen jako
.Subjekt) kvili nadboru do Kilinického
hodnoceni zisk& Poskytovatel a ZkouSejici od
kazdého Subjektu nebo jeho zakonného
zastupce podepsany formulafr informovaného
souhlasu pacienta, ktery spliiuje vSechny
pozadavky Pfislusnych pravnich predpist a byl
jiz schvélen IRB/IEC a spolecnosti Idorsia
(informed consent form, déle oznacovany jen
jako .ICF").Poskytovatelnebo ZkousSejici
urychlené, v kazdém pfipadé vSak do péti (5)
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pracovnich dnt od zjisténi uziti lécivy pfipravek
ze strany subjektu, nahlasi spole¢nosti Idorsia
a IRB/IEC jakékoli neziskani podepsaného
formulare ICF od takového Subjektu.

1.7 Study Drug.

1.71

Supply and Use. Idorsia 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.
Institution and Investigator; (i) will verify to
Idorsia receipt of the Study Drug; (ii) will
store the Study Drug in a safe and
securely-locked area as per Protocol
requirements; (i) will use Study Drug only
for Study purposes and according to the
Protocol; (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
Study Drug or any portion thereof to any
third party without first obtaining written
approval from Idorsia.

1.7.2 Study Drug will be delivered to the hospital

pharmacy, properly packaged and
designated for the Study Drug and marked in
accordance with the provisions of paragraph
19 (1) e) Decree No. 226/2008 Coll., on
Good Clinical Practice. Deliveries of Study
Drug will take place on Mon-Fri from 7.00 am
to 2.00 pm to the hospital pharmacy.

1.7.3_ Pharmacy Services: Institution shall ensure

that its Pharmacy (the “Pharmacy”)
performs services required by the Institution
and/or Investigator in compliance with the
Protocol (the “Pharmacy Services”). The
Pharmacy Services shall include: study drug
receipt and dispensation

1.7.4Unused Drug. If the Study is terminated,

suspended, discontinued, or completed,

1.7

1.71

1.7.2

1.7.3

1.7.4

Hodnoceny pripravek.

Dodani a uzivani. Spole¢nost Idorsia vlastni
Hodnoceny pfipravek nebo ma knému
vSechna nezbytna prava. Spole¢nost Idorsia
nebo jeji pobocka poskytne Poskytovateli
Hodnoceny pripravek bezplatné.
Poskytovatel a ZkouSejici: (i) potvrdi
spolecnosti Idorsia prevzeti Hodnoceného
pripravku; (i) uchovavaji  Hodnoceny
pfipravek na bezpe¢ném a bezpecné
uzamcéeném misté v souladu s pozadavky
Protokolu; (iii) uzivaji Hodnoceny pfipravek
vyhradné pro Ucely provadéni Klinického
hodnoceni a v souladu s Protokolem; (iv)
omezi pfistup k Hodnocenému pfipravku
pouze na ty Pracovniky podilejici se na
klinickém hodnoceni, ktefi jsou pod pfimou
kontrolou ZkouS$ejiciho; (v) nevydavaji
Subjektim exspirované Hodnoceny
pripravek; a (vij bez pfedchoziho
pisemného souhlasu spole¢nosti Idorsia
nepfedavaji zadné treti osobé Hodnoceny
pripravek ani zadnou jeho ¢ast.

Hodnoceny pfipravek bude dodavan do
nemocniéni  lékarny, vzdy v fadné
zabalenych obalech uréenych pro
Hodnoceny pfipravek a oznaceny v souladu
s ustanovenim paragrafu 19 odst. 1 pism. e)
vyhlasky €.226/2008 Sb., o spravné klinické
praxi. Dodavky Hodnoceného pfipravku se
budou uskutecnovat v Po-Pa od 7:00 do
14:00 do budovy nemocni¢ni I€ékarny.

Sluzby lékarny: Poskytovatel zajisti, aby
nemocnicni 1ékarna (“Lékarna”) poskytovala
sluzby poZzadované Poskytovatelem a/nebo
Zkou$ejicim v souladu s Protokolem
(“Sluzby lékarny”). Sluzby Lékarny zahrnuji:
prijem a vydej léCiva

Nevyuzité lécivo. Jestlize je ukoncéeno,
pozastaveno, preruseno nebo dokonéeno

Pharmacyor Investigator shall return to provadéni Klinického hodnoceni
Idorsia or its designee any unused quantities lékarnanebo ZkouSejici vrati spolecnosti
of the Study Drug. Idorsia nebo ji jmenovanému zdastupci
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veskery nevyuzity IéCivy pfipravek.,

1.8 Publication of this Agreement. The Institution

and the Investigator shall only initiate the
conduct of the Study after this Agreement has
been published in the contract register
according to the Applicable Law. The Parties
agree that this Agreementshallbepublished in
the Register of Agreements and the Provider
shall make the contract publish.

1.8 Uverejnéni

této Smlouvy. Poskytovatel a
ZkouSejici  zahdji  provadéni  Klinického
hodnoceni az po uvefejnéni této Smlouvy
vregistru smluv vsouladu s PrisluSnymi
pravnimi pfedpisy Smiuvni strany se dohodly,
Ze tato smlouva bude uvefejnéna v registru
smluv. a uvefejnéni  smlouvy provede
Poskytovatel.

1.9 The Parties agree that the trade secrets

indicated by Idorsia shall be removed from the
Agreement and its amendments before the
Agreement will be published in the register.
Before signing the contract, Idorsia will send
the final version of the Agreement to the

1.9 Strany se dohodly, Ze obchodni tajemstvi,

oznacené ldorsii budou odstranény ze smlouvy
a jejich dodatkd predtim, nez bude smlouva
zvefejnéna v registru smluv. Pfed podpisem
smlouvy Zadavatel zaSle findlni verzi smlouvy
Poskytovateli se zvyraznénym textem, ktery

Institution highlighting the wording, which shall bude povazovan za obchodni tajemstvi
be considered to be a business secret of spolecnosti Idorsia.
Idorsia.
ARTICLE 2 ) CLANEK 2
RECORDS AND REPORTS ZAZNAMY A HLASENI

2.1

2.1

2.1

Records and Reports. Investigator and site
staff 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,
current, accurate, organized and legible:

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

.2 Data. Study lab test results, CRFs, dates
of and reasons for any deviation from the
Protocol, all observations or records
pertinent to the Study or required by the
Protocol 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).

2.1

2.1

2.1

.1 Likvidace

.2 Data.

Zaznamy a hlaSeni.ZkousSejici a klinicky tym
vytvofi, udrzuji, uchovavaji a urychlené predlozi
na zadost spole¢nosti Idorsia nebo na zakladé
pozadavku vramci Protokolu nebo v
Prislusnych pravnich predpisech nebo na vyzvu
Regulaéniho  organu tato data (dale
oznaCovana jen jako ,Data spolecnosti
Idorsia“), ktera jsou Uplna, aktudlni, presna,
usporadana a Gitelna:

Hodnoceného pripravku.
Zadznamy o likvidaci  Hodnoceného
pfipravku, véetné dat, mnozstvi a prevzeti
ze strany Subjekti;

Vysledky laboratornich zkousek
vramci Klinického hodnoceni, formulafe
pfipadovych zprav CRF, data a duvody
jakychkoli odchylek od Protokolu, vSechna
pozorovani nebo zaznamy tykajici se
Klinického hodnoceni nebo pozadované
Protokolem nebo PfisluSnymi pravnimi
predpisy nebo  pisemnymi  pokyny
spoleCnosti  Idorsia, vcetné& poznamek
Zkousejiciho o postupu, nemocni¢nich
karet Subjektu, poznamek zdravotnich
sester a podobné, a také zaznamy tykajici
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se jakékoli nezadouci prihody (déale
oznatovana jen  jako .Nezadouci
pfihoda"), s vyjimkou Zdrojovych
dokumentl (jak je tento vyraz definovan
nize).

2.1.3 IRB/IEC Related Matters. IRB/IEC
approval of Protocol, ICF and all Study- | 2.1.3 Zalezitosti souvisejici s IRB/IEC. Schvaleni
related correspondence between Protokolu, formulafe ICF a veSkeré
Institution, Investigator and IRB/IEC; korespondence mezi Poskytovatelem,

Zkou8ejicim a IRB/IEC souvisejici s
Klinickym hodnocenim ze strany IRB/IEC;

2.1.4 Progress Reports. Institution or
Investigator shall provide Idorsia periodic | 2.1.4 Zprdvy o vyvoji. Poskytovatel nebo
written progress reports containing such ZkousSejici poskytuji spole¢nosti Idorsia
information as required by Idorsia to meet pravidelné pisemné zpravy o vyvoji, které
its reporting obligations to the FDA or obsahuji takové informace, jez spole¢nost
other Regulatory Authorities on the Idorsia potifebuje k tomu, aby mohla plnit
progress of the Study. svoji ohlaSovaci povinnost vic¢i FDA nebo

jinym Regulaénim organim ve vztahu

2.1.5 Safety Reports. Institution and k pribéhu Klinického hodnoceni.
Investigator must record and report all
serious AEs in accordance with the | 2.1.5 Bezpecnostni hlaSeni. Poskytovatel i a
Protocol. ZkouS8ejici musi zaznamenavat a hlasit

vSechny z&vazné Nepfiznivé udalosti
v souladu s Protokolem.

2.1.6 Financial Disclosure. Sufficient accurate | 2.1.6  Uverejnéni informaci o finan€nich
financial information to allow Idorsia to ujednanich. Dostate&né presné informace o
submit complete and accurate certification finanénich  ujednanich, které umozni
or disclosure statements as required by spolecnosti Idorsia predloZit Uplné a prfesné
Applicable Law, including notification to potvrzeni nebo vyjadfeni pozadované
Idorsia if any relevant changes occur PFisluSnymi pravnimi predpisy, véetné
during the course of the Study and for one oznameni spolecnosti Idorsia v pfipadé, ze
(1) year following the completion or v pribéhu Klinického hodnoceni a po dobu
discontinuation of the Study. jednoho (1) roku po dokonceni nebo

preruSeni Klinického hodnoceni nastanou
jakékoli relevantni zmény.

2.2 Source Documents. Institution and | 2.2 Zdrojové dokumenty. Poskytovatel a ZkouSejici

Investigator shall maintain and retain udrzuji a uchovavaji Uplné a pfesné zdrojové

complete and accurate source documents as

dokumenty, jak je definuje smérnice spravné

defined by ICH-GCP E6 1.52 ("Source klinické praxe E6 ICH-GCP 1.52 (déale
Documents"). oznacované jen jako ,Zdrojové dokumenty").
2.3 Period of Retention. Institution and | 2.3_Doba uchovani dokumentace. Poskytovatel a

Investigator shall retain the records and
reports described in this Article 2 (Records
and Reports) for twenty-five (25) vyears
following the Study completion. _Institution
shall make free archiving for 5 years in
accordance with Act No. 378/2007 Coll. and
for the next 20 years a archiving fee of -}

B s 2| be charged. Archiving will

ZkousSejici uchovavaji zaznamy a hlaseni
popsané v tomto ¢lanku 2 (Zaznamy a hlaseni)
po dobu dvaceti péti (25) let od dokonceni
Klinického hodnoceni.. Poskytovatel provede
bezplatnou archivaci 5 let vsouladu se
zakonem €. 378/2007 Sb. a na dalSich 20 let
provede archivaci — bude proplaceno |l
B2 zpoplainénou archivaci  bude
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be invoiced once the contract is signed. In
case that no subject is enrolled in this clinical
trial, the archiving fee will be refunded at the
request of Idorsia.

Idorsia notifies the Provider in advance 6
months before the end of the Charged
Archiving that will insist on further archiving
and will cover the related costs.

In case Idorsia does not request for further
archiving after above mentioned period or
does not pay the fee for further archiving, the
Provider is allowed to send all the archived
Study Documents to Idorsia at its expense.

vystavena faktura po podpisu smlouvy. V
pfipadé, Zze do tohoto klinického hodnoceni
nebude zafazen zadny subjekt hodnoceni, bude
archiva¢ni poplatek na zadost Idorsia vracen.

Idorsia v predstihu 6 meésic od konce
zpoplatnéné archivace oznami poskytovateli, ze
trvd na dal$i archivaci a uhradi naklady s tim
spojené.

V pfipadé, Ze ve shora uvedené lhuté zadavatel
nesdéli pozadavek na dalS§i archivaci i
neuhradi poplatek na dalSi archivacima se za
to, Ze je Poskytovatel opravnén k likvidaci vSech
archivovanych dokumentu .

2.4 Data Falsification. Institution and Investigator
will promptly report to Idorsia in writing any
information it is aware of indicating that any
person 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 reporting Idorsia Data or in the
course of performing, recording, supervising,
or reviewing the Study.

2.4 FalSovani dat. Poskytovatel a Zkousejici
urychlené pisemné nahlési spolec¢nosti Idorsia
jakékoli informace, které ziskaji a které ukazuiji
na to, ze se jakakoli osoba zapojila nebo mozna
zapojila do falSovani dat (ij. vytvafeni,
pozménovani, zaznamenavani nebo
vynechavani dat takovym zplsobem, Ze data
nevyjadfuji to, co se opravdu stalo) pfi
vykazovani Dat spole¢nosti Idorsia nebo
v prub&hu provadéni, zaznamenavani, dohledu
nebo vyhodnocovani Klinického hodnoceni.

2.4 Survival. This Article 2 (Records and Reports)
shall survive termination or expiration of this
Agreement for 10 years.

2.5 Pretrvani  platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 2 (Zaznamy a
hlaseni) zlstavaji v platnosti i po ukonceni
platnosti nebo vyprSeni této Smlouvy, a to po
dobu 10 let.

ARTICLE 3
ACCESS, AUDITS, MONITORING,
INSPECTIONS

, CLANEK 3 ”
PRISTUP, AUDITY, MONITOROVANI,
KONTROLY

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

3.1 Pristup k z&znamim. Po dobu trvani této
Smlouvy a po dobu uchovani zaznam
stanovenou v ustanovenich ¢lanku 2.3 (Doba
uchovéani dokumentace) poskytne Poskytovatel
a ZkouSejici spolecnosti Idorsia v8echna Data
spolecnosti Idorsia.

3.2 Audits and Monitoring by Idorsia. Idorsia and
its directors, officers, employees, agents, and
financial, legal, and other advisors or
consultants (“Representatives”) may audit
Institution's and Investigator's performance of

3.2 Audity a monitorovani ze strany spole€nosti
Idorsia. Spole¢nost Idorsia a clenové jejiho
predstavenstva, funkcionafi, zaméstnanci,
zmocnénci a finanéni, pravni a jini poradci
nebo konzultanti (dale oznadovani jen jako
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the Study and use of Idorsia’s funds from time
to time in the facility(ies) where the Study is
conducted. Idorsia or its Representatives will
conduct such audits at mutually acceptable
times during normal business hours (except in
safety-related emergencies). Institution and
Investigator shall reasonably cooperate with
auditors and make all Study records and
reports available to Idorsia and to resolve any
questions Idorsia may have, subject to
applicable  confidentiality = and  privacy
restrictions.

LZastupci) mohou provést audit provadéni
Klinického hodnoceni u Poskytovatelea
Zkou$ejiciho a prabézné vyuzit finanéni
prostfedky spole¢nosti Idorsia v zafizeni(ch),
kde se Klinické hodnoceni provadi. Spole¢nost
Idorsia nebo jeji Zastupci provadéji takové
audity ve spole¢né dohodnutych terminech
v pribéhu bézné pracovni doby (s vyjimkou
bezpecénostné rizikovych situaci). Poskytovatel
a ZkouSejici pfiméfené spolupracuji s auditory
a poskytuji zaznamy a hlaseni z Klinického
hodnoceni spole¢nosti Idorsia a zodpovidaji
dotazy, které spolecnost Idorsia pfipadné ma,
ovSem pfi zachovani davérnosti a dodrzeni
omezeni v oblasti ochrany osobnich adaji.

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
inspection pertaining to the Study or that
could affect the Study. During such
inspection, Institution and Investigator shall
cooperate with Regulatory Authorities. To the
extent allowed by Applicable Law, Institution
or Investigator shall provide Idorsia with
copies of all pertinent information and
documentation issued by any Regulatory
Authority and any proposed response, and
Idorsia and/or its Representatives 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

Requlaéni prohlidky a audity. Poskytovatel
nebo ZkouSejici urychlené uvédomi spolecnost
Idorsia, jestlize jakykoli Regulaéni organ zacne
provadét kontrolu nebo ohlasi svlj zamér
provést kontrolu souvisejici s Klinickym
hodnocenim, pfipadné kontrolu, ktera by mohla
mit vliv na Klinické hodnoceni Vpriibéhu takové
kontroly Poskytovatel a ZkouSejici spolupracuji
s Regulaénimi organy. Vrozsahu povoleném
PfisluSnymi  pravnimi  pfedpisy poskytne
Poskytovatel nebo Zkousejici spole€nosti
Idorsia kopie v8ech prisluSnych informaci a
dokumentace vydané jakymkoli Regulacnim
organem a jakykoli navrh odpovédi, pficemz
spolec¢nost Idorsia a/nebo jeji Zastupci maiji
pravo prezkoumat a schvalit jakékoli odpovédi,
které se tykaji Klinického hodnoceni. V kazdém
pfipadé nesmi zadna takova odpovéd
obsahovat zadné nepravdivé nebo zavadéjici
informace tykajici se Klinického hodnoceni
nebo spoleénosti Idorsia.

3.4 Regulatory  Assistance. Upon Idorsia's
reasonable request and at Idorsia's expense,
Institution and Investigator shall: (i) provide
assistance 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) attend meetings with Regulatory
Authorities regarding 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 may be required in
connection with such applications; and (iv)
provide other assistance that Idorsia

3.4 Pomoc pfi plnéni regulaénich pozadavk(. Na

zakladé odlvodnéné zadosti spole€nosti
Idorsia a na jeji naklady Poskytovatel a
Zkousejici: (i) poskytnou spole¢nosti Idorsia
pomoc a podporu pfi pfipravé a predkladani
pfihladek hodnoceného |éCiva 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; (i) Ucastni se
jednani s Regulaénimi organy tykajicich
takovych pfihlaSek a souvisejicich povoleni; (iii)
poskytuji dokladové a jiné diukazy o Fadném
provadéni Klinického hodnoceni v souladu s
PrisluSnymi pravnimi pfedpisy, jak se pfipadné
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reasonably requests with respect to regulatory
matters relating to the Study or Study Drug.

pozaduji v souvislosti s takovymi pfihladSkami a
zadostmi; a (iv) poskytuji jakoukoli jinou
pomoc, kterou spole¢nost Idorsia odiivodnéné
pozaduje ve vztahu k regulaénim zéalezitostem
souvisejicim s Klinickym hodnocenim nebo
s Hodnocenym pfipravkem.

3.5 Survival. This Article 3 (Audits and
Inspections) shall survive termination or
expiration of this Agreement, for 10 years at
minimum.

3.5 Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 3 (Audity a kontroly)
zUstavaji v platnosti i po ukoncéeni platnosti
nebo vyprSeni této Smlouvy_a to po dobu 10
let.

ARTICLE 4
COMPENSATION AND PAYMENT

~ CLANEK 4
NAHRADY A PLATBY

4.1 Payments. Institution shall only be
compensated for services performed pursuant
to the requirements of the Protocol 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, deducting
(i) any taxes, surcharges or other
governmental charges or levies that Idorsia is
required by Applicable Law to deduct or
withhold.

4.1.1 Idorsia acknowledges that all payments
will be made to the Institution, who will
redistribute it on the basis of the Internal
Policy.

4.1.2 Idorsia, or the CRO, shall undertake not

to conclude any Separate Contract for

this Study with the Investigators or site
staff involved in the Study.

Idorsia has contracted | as its
administrative payment agent (“APA”).
APA will receive invoices and process
payments on behalf of Idorsia unless
otherwise agreed. Any queries regarding
invoices or payment should be directed to
APA at the contact details stated in
Exhibit A.

4.1 Platby. Poskytovatel obdrzi ndhradu za sluzby
poskytované v souladu s pozadavky Protokolu
a této Smlouvy v souladu s harmonogramem
plateb a rozpoctem, které tvofi PFilohu A:
Rozpocet k této Smlouvé. Platby Poskytovateli
se provadi na bankovni Uc¢et uvedeny v PFiloze
B: Podrobné informace k bankovnim pfevodum,
a to po odeéteni (i) jakychkoli dani, pfirazek
nebo jinych statnich poplatk( nebo dani, které
je spole€nost Idorsia povinna srazit nebo
odecist podle Pfislusnych pravnich predpisu.
4.1.1 Zadavatel bere na védomi, Zze veSkeré
platby budou uskuteénény ve prospéch
Poskytovatele, ktery finanéni prostfedky
dale prerozdéli na zakladé vnitfni
smérnice.

4.1.2 Zadavatel, pfipadné CRO se zavazuji, Ze
neuzaviou se Zkousejicim ¢&i Pracovniky
podilejicimi se na Kklinickém hodnoceni
zadnou separatni smlouvu na toto Klinické
hodnoceni.

Spole¢nost Idorsia uzaviela smlouvu se
spole¢nosti | kierda je jejim
administrativnim zastupcem v zdalezitosti
plateb (“AZP”). Faktury budou odesilany
AZP, ktery bude uskute¢hovat platby
jménem spolec€nosti Idorsia, pokud nebude
dohodnuto jinak. Jakékoli dotazy ohledné
faktur a plateb by mély proto byt
sméfovany pfimo AZP, jehoZz kontaktni
Udaje jsou uvedeny v Pfiloze A.

4.2 VAT or Other Similar Taxes: All amounts paid
to Institution by Idorsia are expressed to be

4.2 DPH a jiné podobné dané: VSechny c&astky
hrazené Poskytovateli ze strany spole&nosti
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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.

Idorsia se uvadéji jako Castky bez dané z
pfidané hodnoty a jakychkoli jinych dani, které
jsou pfipadné stanoveny statnim organem
k ¢astkdm hrazenym spole¢nosti Idorsia na
zakladé této Smlouvy.

4.3

Invoices. Institution shall send an invoice via
email for the amount due as specified by
Idorsia beforehand. Such payment will be
made by APA within thirty (30) days upon
receipt of the corresponding invoice.

4.3

Faktury Poskytovatel zasleemailem faktury na
splatnou ¢astku uvedenou predem. AZP hradi
faktury do ftficeti (30) dnl od vystaveni
odpovidajici faktury.

4.4

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

4.4

Pradbézné naklady. Vzniklé prabézné naklady
souvisejici s Klinickym hodnocenim (napfiklad
naklady na IRB/IEC) se urychlené predavaji
AZP spolu s konkrétnimi podrobnymi
informacemi k platbé. Platbu provadi AZPdo

receipt of the corresponding invoice and tficeti (30) dnl od vystaveni pfislusné faktury a
appropriate documentation. prisluSnych dokumend..

4.5 Fair _Market Value. The amount of | 4.5 Skuteénd trzni hodnota. VySe nahrady
compensation to Institution represents the fair Poskytovatel predstavuje redlnou  trzni

market value for the services that Institution
and/or Investigator has agreed to perform.

hodnotu sluzeb, které se Poskytovatel a/nebo
ZkouSejici zavazal/o poskytovat.

4.6

Payment Disputes. Payment will be made
upon correct completion of all CRF pages. In
case of serious non-compliance with the
Protocol and/or Applicable Law by Institution
and/or Investigator, ldorsia has the right to
withhold parts of or all payments. Unless
expressly directed otherwise by Idorsia in
writing, Institution and Investigator shall not
withhold ldorsia Data or otherwise suspend
performance of the Study during the
resolution of any dispute with respect to any
amount payable hereunder, provided that: (i)
Idorsia continues to make timely payments on
all undisputed amounts and (ii) such dispute
is made in good faith. The Parties shall use
best reasonable efforts to resolve any
disputed amount payable hereunder.

4.6

Spory ohledné plateb. Platba se provadi na
zakladé spravného vyplnéni vSech stran
formulare CRFV pfipadé zavazného
nedodrzeni Protokolu a/nebo Pfislusnych
pravnich predpis ze strany Poskytovatele
a/nebo ZkousSejiciho ma spole¢nost Idorsia
pravo zadrZet odpovidajici ¢ast platby. Pokud
spole€nost Idorsia vyslovné pisemné nevyda
jiny pokyn, nezadrzuje Poskytovatel ani
ZkouSejici Data spolec¢nosti Idorsia ani jinak
nepozastavi provadéni Klinického hodnoceni
na dobu feSeni jakéhokoli sporu tykajiciho se
jakékoli c¢astky splatné na zakladé této
Smlouvy, ovSem za predpokladu, ze: (i)
spoleé¢nost Idorsia i nadéale provadi v€asné
Uhrady vSech nespornych &astek a (ii) takovy
spor je veden vdobré vife. Smluvni strany
vyvinou maximalni Usili o vyfeSeni jakékoli

sporné castky splatné na zakladé této
Smlouvy.

4.7 Third Party Payments; Reporting. Institution | 4.7 Platby tfetim strandm: hlaSeni. Poskytovatel a
and Investigator will not seek or accept from ZkouSejici nepozaduji ani nepfijmou od
Subjects or third-party payers compensation Subjektt ani jinych tfetich osob nahradu za
for any Study Drug, procedure, test, jakékoli  Hodnoceny pfipravek ani za
treatment, or other material or service procedury, testovani, [é€bu ani jiny material Ci

provided or paid for by Idorsia or APA.

sluzby poskytované ¢&i hrazené spolecnosti
Idorsia nebo AZP.
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4.8

Transparency Tracking and Reporting. The
Parties agree to cooperate with each other in
their respective efforts to comply with all

4.8

Sledovéni transparentnosti a hldSeni. Smluvni
strany souhlasi stim, Ze budou vzajemné
spolupracovat v Usili o dodrzovani vSech

Applicable Laws requiring financial PrisluSnych pravnich predpist vyzadujicich
transparency. finanéni transparentnost.
4.9 Electronic Data Capturing. Institution and | 4.9 Elektronické zaznamenavani dat.

Investigator agree to use Electronic Data
Capturing system (“EDC”) in accordance to
any written specification and instructions
provided by Idorsia. Institution and
Investigator herewith confirm to have any and
all infrastructure necessary for the use of
EDC. Institution and Investigator shall ensure
that such infrastructure is available throughout
the duration of Study (i.e., until acceptance of
the final Study report by Idorsia). Institution
and Investigator shall further ensure to have
appropriate procedures and measures in
place to control access to the physical and
electronic resources used in connection with
the EDC.

Poskytovatel a Zkousejici souhlasi s tim, Ze
budou vyuZivat systém  Elektronického
zaznamenavani dat (Electronic Data Capturing,
dale oznacovany jen jako LEDC®), a to
v souladu s jakoukoli pisemnou specifikaci a
pokyny spolecnosti Idorsia. Poskytovatel a
Zkousejici timto potvrzuji, Zze maji veSkerou
infrastrukturu potfebnou pro vyuzivani EDC.
Poskytovatel a Zkousejici zajisti, aby byla tato
infrastruktura  k dispozici po celou dobu
provadéni Klinického hodnoceni (ij. az do doby
pfijeti zavérecné zpravy o Klinickém hodnoceni
ze strany spole¢nosti Idorsia). Poskytovatel i
a  ZkouSejici  dale zajisti zavedeni
odpovidajicich postupll a opatfeni ke kontrole
pFistupu k fyzickym a elektronickym zdrojim
pouzivanym v souvislosti s EDC.

410

Survival. This Article 4 (Compensation
and Payment) shall survive termination or
expiration of this Agreement for 10 years.

410

Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 4 (Nahrady a platby)
zlstavaji v platnosti i po ukonceni platnosti
nebo vyprSeni této Smlouvy_a to po dobu 10
let.

ARTICLE 5
CONFIDENTIALITY

CLANEK 5
ZACHOVANi DUVERNOSTI

5.1

Definition. "Confidential Information" means
all information received from or on behalf 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
Agreement 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 affiliates or Representatives, as can
be demonstrated by competent documentary
evidence (provided that this exception shall
not apply to Idorsia Data or Inventions); (ii) is
generally known to the public through no act
or omission on the part of Institution or

5.1

Definice. Vyraz ,Duvérné informace” znamena
vesSkeré informace pfijaté od spolecnosti Idorsia
nebo jejich korporatnich spfiznénych osob
nebo Zastupcu ¢&i v jejich zastoupeni, nebo
informace vytvofené v souvislosti s Klinickym
hodnocenim, zejména vcetné ve vztahu
k rozpoCtu, Protokolu, Manualu ZkouS$ejiciho,
Datim spolecnosti Idorsia, Objevim (jak je
tento vyraz definovan nize), a déle informace o
podminkach a existenci této Smlouvy, ovSem
s vyjimkou jakychkoli informaci, které: (i) byly
Poskytovateli nebo Zkousejicimu znamy jiz
pred jejich obdrzenim pfimo ¢&i nepfimo od
spole¢nosti Idorsia nebo jejich korporatnich
spfiznénych osob nebo Zastupcu, coz je mozné
dolozit pfislusnymi doklady (ovéem za
predpokladu, ze tato vyjimka se nevztahuje na
Data spole¢nosti Idorsia ani na Objevy); (ii) jsou
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Investigator in breach of this Agreement; (iii)
was developed independently, without
reliance on Confidential Information, by
Institution or Investigator, as evidenced by
written documentation contemporaneous 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 Documents.

vSeobecné vefejné znamé bez jakéhokoli
jednani nebo opomenuti jednat na strané
Poskytovatele nebo Zkous$ejiciho pfi poruseni
této Smlouvy; (iii) byly vytvofeny nezavisle, bez
spoléhani se na Duvérné informace,
Poskytovatelem nebo ZkouSejicim, coz je
mozné dolozit pisemnou dokumentaci ¢asové
odpovidajici dobé wvytvoreni téchto informaci;
(iv) byly Poskytovateli nebo Zkousejicimu
kdykoli odhaleny bez omezeni tfeti stranou,

kterd& méla z&konné pravo tyto informace
poskytnout; nebo (v) predstavuji Zdrojové
dokumenty.

5.2

Ownership of Confidential  Information.
Institution and Investigator agree that Idorsia
holds a proprietary interest in the Confidential
Information and that the Confidential
Information shall remain, as between the
Parties, the sole and exclusive property of
Idorsia.

5.2 Vlastnictvi Duvérnych informaci. Poskytovatel

a ZkousSejici se dohodli, Zze spole¢nost Idorsia
je drzitelem vlastnického prava na Dlvérné
informace a ze Davérné informace zlstanou,
pokud jde o vztah Smluvnimi stranami,
vyhradnim vlastnictvim spole¢nosti Idorsia.

5.3

5.3.

Permitted Disclosures and Use Restrictions.

1 Institution and Investigator shall not use
or disclose to any third parties any
Confidential  Information, except as
necessary to fulfill their obligations or
exercise  their rights under this
Agreement. Confidential Information may
be disclosed to the extent reasonably
necessary if it: (i) is required to be
disclosed in accordance with Applicable
Law or by Regulatory Authorities,
provided that Institution and Investigator
will, to the extent legally permissible, give
reasonable advance notice to Idorsia of
such disclosure and shall cooperate with
Idorsia to secure confidential treatment of
such information; (ii) is required from a
Subject by a third-party payer, to the
extent necessary to determine coverage;
(iiiy 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 treatment or
counseling of Subjects exposed to the
Study Drug; (v) is required to be disclosed
to protect the public's health; (vi) is
reasonably required for publication
purposes in accordance with Article 6

5.3.1

5.3 Povolené uverejnéni informaci a omezeni jejich

vyuziti.

Poskytovatel a ZkouSejici nevyuziji ani
neodhali zadnym tfetim osobam zadné
Ddvérné informace, s vyjimkou nutného
poskytnuti  k naplnéni jejich povinnosti
nebo uplatnéni jejich prav podle této
Smlouvy. Davérné informace mohou byt
odhaleny v pfiméfeném rozsahu, jestlize:
(i) se jejich poskytnuti pozaduje v souladu
s PFisluSnymi pravnimi predpisy nebo je
pozaduji Regula¢ni organy, ovSem s tim,
Zze Poskytovatel a Zkousejici v rozsahu
pfipustném zdkonem pfimérené pfedem o
takovém poskytnuti informaci informuji
spoleCnost  Idorsia a budou sni
spolupracovat na zajisténi dlvérného
zachazeni s takovymi informacemi; (ii)
poskytnuti informaci pozaduje od Subjektu
nezavisly platce, a to v rozsahu nezbytném

pro zjisténi kryti; (iii) je potfebné ke
slovnimu  zodpovézeni  odlvodnénych
dotazd  Subjektu v prdbéhu procesu

zajiStovani informovaného souhlasu; (iv) je
pozaduje Poskytovatel Zkousejici nebo
nezavisly lékaf pro Ucely zdravotni [éCby
nebo poradenstvi pro Subjekty vystavené
Hodnocenému pfipravku; (v) se odhaleni
pozaduje kvili ochrané vefejného zdravi;
(vi) se odlvodnéné pozaduje pro Ucely
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5.3.2

(Publication) of this Agreement, (vii) is
required by Institution or Investigator to
defend itself in subject injury litigation,
subject to thirty (30) days prior written
notification to Idorsia and right to Idorsia
to seek a protective order from a court of
competent jurisdiction.

Institution and Investigator shall limit the
disclosure of Confidential Information to
those members of the Study Personnel
who need to know the Confidential
Information 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 Confidential Information and shall
promptly report to Idorsia any actual or
suspected violation of this Article 5
(Confidentiality) and will take all
reasonable further steps requested by
Idorsia to prevent, control or remedy any
such violation.

5.3.2

publikovani v souladu s ustanovenimi
Clanku 6 (Publikace) této Smlouvy; (vii)
poskytnuti informaci pozaduje
Poskytovatel nebo Zkousejici kvali vlastni
obhajobé v soudnim Fizeni tykajicim se
Ujmy na zdravi subjektu, a to s podminkou
oznameni tficet (30) dni pred pisemnym
oznamenim spole¢nosti Idorsia a s tim, Ze
spolecnost Idorsia m& pravo zadat na
soudu pfislusné jurisdikce o vydani pfikazu
k ochrané.

Poskytovatel a Zkousejici omezi odhaleni
Davérnych informaci na ty Pracovniky
podilejici se na klinickém hodnoceni, ktefi
potfebuji tyto Davérné informace znat pro
Ucely provadéni Klinického hodnoceni a
jsou vazani pisemnymi zavazky
neodhalovani a nevyuzivani Duavérnych
informaci, které by byly méné strikini nez
omezeni dana touto Smlouvou.
Poskytovatel a  ZkouSejici  pfijmou
vSechna pfiméfena opatfeni k tomu, aby
zabranili odhaleni nebo nepovolenému
uziti Duavérnych informaci kterymkoli ze
svych zaméstnancd nebo z&stupcl, a
urychlené uvédomi spolecnost Idorsia o
jakémkoli skute¢ném poruseni ustanoveni
tohoto ¢&lanku 5 (Zachovani davérnosti)
nebo o jakémkoli podezfeni na takové
poruSeni, pficemz ugini vSechny pfimérené
dalsi kroky pozadované spole¢nosti Idorsia
k tomu, aby zabranili jakémukoli takovému
poruseni, dostali jej pod kontrolu nebo jej
napravili.

5.4 Return __ or

Destruction of  Confidential

5.4 Vraceni nebo zni¢eni Dlvérnych informaci. Do

Information. Within thirty (30) days following
expiration or termination of this Agreement for
any reason, Institution and Investigator will

return to
certification of destruction to

Idorsia or destroy (with written
Idorsia) all

Confidential Information in its or its Study
Personnel's possession, 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.

tficeti (30) dnu od vyprSeni nebo ukonéeni této

Smlouvy

z jakéhokoli divodu vrati

Poskytovatel a Zkousejici spole¢nosti Idorsia
vSechny D{vérné informace, které ma v drzeni,
v Uschové nebo pod kontrolou Poskytovatel
nebo Zkous$ejici nebo jeho Pracovnici podilejici

se na klinickém hodnoceni,
Davérné
pisemného

pfipadné tyto
informace zni¢i (s predanim
potvrzeni o jejich  znieni

spolec¢nosti Idorsia). Poskytovatel si muze
ponechat jednu (1) bezpeéné archivovanou
kopii Divérnych informaci do svych zaznamu,
a to na bezpe¢ném misté a vyhradné pro ucel
uréeni rozsahu svych zavazkl z této Smlouvy.
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5.5 Right to Relief Right to Equitable Relief.

Investigator and Institution acknowledge and
agree that in the event of a breach or
threatened breach of any provision of this
Article 5 (Confidentiality), Idorsia shall be
entitled to injunctive relief. The rights under

5.5

Pravo na napravu ZkouS$ejici a Poskytovatel
berou na védomi a souhlasi s tim, ze v pfipadé
poruSeni nebo hroziciho poruSeni nékterého
ustanoveni tohoto ¢lanku 5 (Ddvérnost) bude
mit zadavatel narok na soudni opatfeni. Prava
uvedena v tomto ¢lanku 5.5 jsou kumulativni v

this Section 5.5 (Right to Equitable Relief) navaznosti na dalSi prava nebo opravné
shall be cumulative and in addition to any prostfedky, na néz ma spole¢nost Idorsia
other rights or remedies to which Idorsia may narok.
be entitled.

5.6 Survival. This Article 5 (Confidentiality) shall | 5.6 Pretrvani platnosti nékterych ustanoveni

survive termination or
Agreement for 10 years.

expiration of this

Clanek 5 (Davérnost) zlistava v platnosti i po
ukonéeni nebo vyprseni platnosti této smlouvy,
a to po dobu 10 let

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
investigators 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
publication will be produced; (iii) Idorsia gives
written permission; or (iv) a joint publication is
issued, Institution and/or Investigator may
individually publish data generated by it in
connection with the Study. Any such
proposed publication or presentation, paper,
abstract, or other materials to be presented
must be reviewed by Idorsia prior to
submission or disclosure to any third party
and a period of sixty (60) days shall be
provided for Idorsia to complete its review.
Upon Idorsia's request, any Confidential
Information shall be removed by Institution
and/or Investigator and, if patentable
inventions are identified, any such publication
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 make
and distribute copies of such publication
under any copyright privileges that the
Institution and/or Investigator may have.
Idorsia shall also have the right to publish

6.1

Publikace. Smluvni strany berou na védomi, ze
Klinické hodnoceni je soucasti multicentrického
vyzkumného klinického hodnoceni a ze prvni

uverejnéni vysledkd Klinického hodnoceni
provede spoleCnost Idorsia spolu se
Zkous$ejicimi  zapojenymi  do  Klinického

hodnoceni tak, jak je stanoveno v Protokolu.
Jestlize do osmnacti (18) mésicl od predlozeni
zavérecné zpravy z Klinického hodnoceni (i)
nedojde k zadnému spole¢nému predlozeni
vystupd k uverejnéni; (ii) spole¢nost Idorsia
informuje Poskytovatel, Zze nebude pfedlozena
zadna spoleéna publikace vystupu; (i)
spolecnost Idorsia poskytne pisemny souhlas;
nebo (iv) je vydana spole€na publikace
vystupll, pak Poskytovatel a/nebo ZkouSejici

mohou samostatné uvefejnit data jimi
vytvofenda v souvislosti s Klinickym
hodnocenim. Jakékoli takové navrhované

uverejnéni nebo prezentace, ¢lanek, dokument
nebo jiné materidly, které maji byt uverejnény,
podléhaji pfezkoumani ze strany spolecnosti
Idorsia jesté prfed jejich predanim nebo
poskytnutim jakékoli tfeti osobé, pfiemz na
provedeni tohoto pfezkoumani ma spole€nost
Idorsia Ih(itu Sedeséati (60) dnd. Na zadost
spolecnosti  Idorsia odstrani  Poskytovatel
a/nebo Zkousejici jakékoli Davérné informace
v nich obsazené, a pokud jsou zjistény jakékoli
patentovatelné objevy, bude takova publikace
nebo prezentace odlozena az o dalSich
devadesat (90) dnu, aby bylo mozné podat
prislusné patentové prihlasky. Poskytovatel a
ZkouSejici souhlasi s tim, Ze pokud kterykoli
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independently the results of the Study.

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
vysadami autorskych prav, které pfipadné
nalezeji Poskytovateli a/nebo ZkouSejicimu.
Spole¢nost Idorsia ma také pravo nezavisle
publikovat vysledky Klinického hodnoceni.

6.2 Guidelines. Unless otherwise required by the

journal, authorship will comply with the
requirements 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,
Investigator will include a statement that
creation 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 splfovat pozadavky
Mezinarodniho vyboru Séfredaktord Iékafskych
CasopisU (International Committee of Medical
Journal Editors, dale oznacovany jen jako
LJCMJE®). Do jakékoli publikace nebo
prezentace zalozené zcela ¢&i Castecné na
datech  vytvofenych  vramci  Klinického
hodnoceni zahrne Zkousejici prohlageni o tom,
Ze vytvoreni dat podpofila spole¢nost Idorsia, a
to v souladu s pokyny ICMJE.

6.3 Survival. This Article 6 (Publication) shall

survive termination or
Agreement for 10 years.

expiration of this

6.3

Pretrvani platnosti nékterych  ustanoveni
Ustanoveni tohoto ¢lanku 6 (Publikace)
zlstavaji v platnosti i po ukonceni platnosti
nebo vyprSeni této Smlouvy a to po dobu 10
let.

ARTICLE 7
INTELLECTUAL PROPERTY

. CLANEK7 ]
DUSEVNI VLASTNICTVi

7.1

Definition. "Invention" means any and all
discoveries, inventions and other subject
matter (whether patentable or not) conceived,
reduced to practice, or otherwise discovered
by Investigator, Study Personnel or an
employee, contractor or agent of Institution or
Investigator, alone or jointly with others, in
connection with performing the Study and/or
from use of the Study Drug or the Confidential
Information, in each case together with all
intellectual property rights in any of the
foregoing.

71

Definice. Vyraz ,Objev‘ znamena veSkeré
objevy, vyndlezy a jiné predméty (at jiz
patentovatelné, &i nikoli) formulované, uvedené
do praxe nebo jinak objevené ZkouSejicim,
Pracovniky podilejicimi se na klinickém
hodnoceni nebo zaméstnancem, dodavatelem
nebo  zastupcem  Poskytovatele nebo
ZkouSejiciho, at jiz samostatné nebo spole¢né
s jinymi osobami, v souvislosti s provadénim
Klinického hodnoceni a/nebo v dlsledku
uzivani  Hodnoceného  pfipravku  nebo
Davérnych informaci, v kazdém pfipadé spolu
s veSkerymi pravy zduSevniho vlastnictvi
vztahujicimi se na cokoli z vy$e uvedeného..

7.2 Ownership. Institution and Investigator agree

that Idorsia Data and Inventions shall be the
sole and exclusive property of Idorsia. Each of
Institution and Investigator shall assign and
hereby assigns to Idorsia all right, title and
interest in and to the Idorsia Data and
Inventions Institution and Investigator shall
promptly disclose to Idorsia the Idorsia Data

7.2

Vlastnictvi. Poskytovatel a zkouSejici souhlasi
s tim, Ze Udaje a objevy spole€nosti Idorsia
budou vyluénym vlastnictvim  spole€nosti
Idorsia. Poskytovatel a zkou$ejici timto
pfidéluje spolecnosti Idorsia v8echna prava,
naroky a podil na datech a objevech
spole¢nosti Idorsia, Poskytovatel a zkousejici
okamzité sdéli spolecnosti Idorsia jeji data a
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and Inventions and further agree to execute
or have executed 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 cooperate in the
prosecution, enforcement and defense of
such proprietary rights.Institution shall own all
Source Documents.

objevy a déale souhlasi s tim, Ze poskytne
vSechny dokumenty, které jsou nezbytné
nebo vhodné pro dokonceni predchoziho
zadani a plné implementace vlastnickych prav
spole€nosti Idorsia na datech a objevech
spolec¢nosti Idorsia, plné spolupracuji pfi
stthani, vymahani a obrané takovych
majetkovych prav. Poskytovatel bude vlastnit
vSechny zdrojové dokumenty.

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
Investigator hereby grants Idorsia an
exclusive, perpetual, irrevocable, worldwide
and royalty free license, with the right to
sublicense to any third party, to use such
Idorsia Data and Inventions for any purposes.

7.3

V rozsahu, v némz PrfisluSné pravni predpisy
neumoznuji  prevedeni  jakychkoli Dat
spoleénosti  Idorsia a  Objevl, timto
Poskytovatel a Zkousejici udéluji spolecnosti
Idorsia vyhradni, trvalou, neodvolatelnou,
celosvétové platnou a bezplatnou licenci
k uzivani takovych Dat spole¢nosti Idorsia a
Objevl pro jakékoli ucely, a to spolu s pravem
udeélit jakékoli treti osobé sublicenci.

7.4 Survival. This Article 7 (Intellectual Property)
shall survive termination or expiration of this
Agreement for 10 years

7.4

Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 7  (DuSevni
vlastnictvi) zustavaji v platnosti i po ukon&eni
platnosti nebo vyprSeni této Smlouvy_a to po
dobu 10 let.

ARTICLE 8
REPRESENTATIONS AND WARRANTIES

CLANEK S
PROHLASENI A ZARUKY

8.1 General Representations and Warranties.

8.1 V8eobecnd prohldSeni 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
delivery of this Agreement and the
performance 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; (i) it will comply with
Applicable Law.

8.1.2 Institution and Investigator represent,
warrant and covenant to ldorsia that: (i)
Investigator and each other member of
the Study Personnel, is qualified by
training, expertise and experience to
conduct the Study and at all times during
the term of this Agreement have the
appropriate licenses, approvals and
certifications necessary to safely and
lawfully perform the Study. Institution or

8.1.

1 Kazda ze Smluvnich stran prohlasuje a
zaruCuje, ze: (i) ma pravni pravomoc
uzaviit tuto Smlouvu; (ii) podepsani a
doruceni této Smlouvy a piInéni jejich
zavazkd zni neni vrozporu s jinymi
smluvnimi ujednanimi, jichz je smluvni
stranou nebo jimiz je pfipadné vazana, ani
nepredstavuje poruseni takovych jinych
smluvnich ujednani; (iii) bude dodrzovat
ustanoveni Pfislusnych pravnich predpisu.

8.1.2 Poskytovatel a Zkousejici prohlasuje a

zaruCuje vuci spole€nosti Idorsia, Ze: (i)
ZkouSejici a kazdy dalsi Pracovnik
podilejici se na klinickém hodnoceni je
zplsobily z hlediska zaskoleni, odbornych
znalosti i zku8enosti provadét Klinické
hodnoceni, a kdykoli v pribéhu doby trvani
této Smlouvy ma kdispozici prislusné
licence, povoleni a osvédc&eni potfebné pro
bezpecné a zdkonné provadéni Klinického
hodnoceni. Poskytovatel nebo Zkousejici
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Investigator shall immediately report to
Idorsia in writing of any withdrawal of
Investigator's privileges, sanction against
the Institution or Investigator by a
Regulatory Authority, or similar
enforcement; and (ii) to the best of its
knowledge, Institution's personnel,
facilities and patient population are
adequate to perform its obligations under
the Protocol and this Agreement.

okamzité pisemné nahlasi spolecnosti
Idorsia informaci o jakémkoli odebrani
vysad ZkouSejiciho, o sankcich vUgi
Poskytovateli nebo Zkousejicimu
uvalenych ze strany Regulaéniho organu
nebo o podobném vymahani prava; a (ii)
podle jeho nejlepsiho védomi, pracovnici,
zafizeni a pacienti  Poskytovatele
odpovidaji  pozadavkim na  plnéni
povinnosti vyplyvajicich z Protokolu a této
Smiouvy.

8.2 Debarment.

"Debarment" shall have the

meaning given to it under the Applicable Law.
Institution and Investigator hereby represent,
warrant and covenant to Idorsia that:

8.2 Vylou€eni z ¢innosti. Vyraz ,Vylouceni z
¢innosti* ma vyznam mu pfifazeny v
Prislusnych pravnich predpisech.

Poskytovatel a ZkousSejici timto prohlasuji,
zaruCuji a zavazuji se vluci spole€nosti Idorsia

takto:

8.2.1 Investigator has not been Debarred. 8.2.1  ZkousSejici nebyl Vylou€en z €innosti.

8.2.2 Institution and Investigator shall not, inthe | 8.2.2 Poskytovatel a Zkousejici v prubéhu
course of performing the Study, use in provadéni Klinického hodnoceni nevyuzije
any capacity any person or entity who has v zadné pozici zadnou osobu ani subjekt,
been Debarred. ktery/a byl/a Vylouéen/a z ¢innosti.

8.2.3 Poskytovatel a Zkousejici (i) urychlené

8.2.3 Institution and Investigator shall (I) pfsemné uvédomi spo]eénost |dorsia’
promptly notify Idorsia in writing upon jakmile se dozvi o jakémkoli Vylougeni
becoming aware of any Debarment as z ¢innosti, jak je tento vyraz definovan
outlined in this Section 8.2 (Debarment) v &lanku 8.2 (Vylougeni z &innosti), jestlize
or if proceedings have been initiated with bylo zahéjeno fizeni souvisejici
respect to Debarment whether each s Vylougenim z &innosti, at jiz Vyloudeni
Debarment or initiation of proceedings z &innosti nebo zahajeni fizeni nastane
occurs during or after the performance of v prabéhu provadéni Klinického hodnoceni
the Study and (ii) certify in writing that nebo po ném, a (ii) pisemné potvrdi, Ze
Institution, Investigator and any persons Poskytovatel, Zkouejici ani zadné osoby
or entities involved in the Study have not nebo subjekty zapojené do Klinického
been Debarred, if requested by Idorsia in hodnoceni nebyly Vylougeny z &innosti,
connection with any certlflcatloq Idorsia jestlize si spole¢nost Idorsia vyzada toto
may make to a Regulatory Authority. potvrzeni v souvislosti s jakoukoli certifikaci

spole¢nosti Idorsia smérem k Regulacnimu
organu.

8.3 DISCLAIMER. EXCEPT AS SET FORTH IN | 8.3 OMEZENI _ODPOVEDNOSTI. S VYJIMKOU
THIS ARTICLE 8 (REPRESENTATIONS AND USTANOVENI OBSAZENYCH V TOMTO
WARRANTIES), NO PARTY MAKES ANY CLANKU =8 (PROHLASENI A ZARUKY)
WARRANTIES (EXPRESS, IMPLIED I}II,ECVIIN,I ZADNA ZE SMLUVNICH STRAN
STATUTORY OR OTHERWISE) WITH ZADNE  ZARUKY  (VYSLOVNE, ,MLCKY
RESPECT TO THE SUBJECT MATTER PREDPOKLADANE, ~ VYPLYVAJICI ZE
HEREOF AND EACH PARTY EXPRESSLY ZAKONA ANl JINE), POKUD JDE O

DISCLAIMS ANY SUCH ADDITIONAL

WARRANTIES
WARRANTIES OF

INCLUDING IMPLIED
MERCHANTABILITY,

PREDMET TETO SMLOUVY. KAZDA ZE
SMLUVNICH STRAN TETO SMLOUVY SE

VYSLOVNE

VZDAVA JAKYCHKOLI
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FITNESS FOR A PARTICULAR PURPOSE
AND NONINFRINGEMENT OF
INTELLECTUAL PROPERTY RIGHTS OF
THIRD PARTIES.

TAKOVYCH  DODATECNYCH  ZARUK,
VCETNE  MLCKY PREDPOKLADANYCH
ZARUK PRODEJNOSTI, VHODNOSTI PRO
URCITY UCEL A NEPORUSENI PRAV
ZDUSEVNIHO  VLASTNICTVi  TRETICH
OSOB.

8.4 Anti-Bribery and Anti-Corruption. Institution
and Investigator hereby represent and
warrant that neither themselves nor their
Representatives, 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
determining influence, from doing so.
Institution and the Investigator shall
immediately notify Idorsia in case they learn
that any activities related to the Study
constitute a violation of the applicable anti-
bribery and anti-corruption laws.

8.4

Protiuplatkafska a protikorupéni opatfeni.
Poskytovatel a Zkousejici timto prohlasuji a
zaruCuji, ze zadny znich ani zadny jejich
Zastupce, zejména  v€etné  Pracovnikd
podilejicich se na klinickém hodnoceni,
nenabidl, nepfislibil, neposkytl, neschvalil,
nevyzadal ani nepfijal zadnou nepfisluSejici
penézni ani jinou odménu zadného charakteru
(ani nenaznacil, ze cokoli takového kdykoli
v budoucnu ugini nebo by mohl uginit) jakkoli
souvisejici s touto Smlouvou, a dale ze uginil
pfiméfena opatfeni k tomu, aby zabranil svym
subdodavatelim, Zastupcim nebo jakymkoli
jinym tfetim osobam, které jsou pod jeho
kontrolou nebo rozhodujicim vlivem, aby tak
ucinili. Poskytovatel a ZkousSejici okamzité
uvedomi spolecnost Idorsia v pfipadé, Zze se
dozvi, ze jakékoli <¢&innosti souvisejici s
Klinickym hodnocenim pfedstavuji poruseni
prislusnych pravnich predpist proti GplatkaFstvi
a proti korupci.

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

8.5

Pretrvani  platnosti nékterych ustanoveni.
Ustanoveni tohoto &lanku 8 (ProhlaSeni a
zaruky) zlstavaji v platnosti i po ukonéeni
platnosti nebo vyprseni této Smlouvy_a to po
dobu 10 let.

ARTICLE 9
INDEMNIFICATION

~ CLANEK 9
NAHRADA SKODY

9.1 By Idorsia. Subject to Section 9.3
(Procedure), Idorsia shall indemnify, defend
and hold harmless Institution and its
employees contractors and agents and
Investigator (the "Institution Indemnitees”),
from and against any and all losses,
damages, liabilities, court costs and expenses
paid to third parties (including reasonable
attorneys' fees) (collectively "Liabilities") 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,
including death, to any person, or damage to
property, arising out of, or caused directly by,

9.1

Ze strany spole€nosti Idorsia. V souladu
s ustanovenimi ¢lanku 9.3 (Postup) spole¢nost
Idorsia  odSkodni, obhaji a prevezme
odpovédnost za Poskytovatele a jeho
zaméstnance, dodavatele a zastupce a za
ZkouSejiciho (dédle oznadované jen jako
Od8kodriované osoby poskytovatele®) ve
vztahu k veSkerym ztratam, Skodam,
zavazkim, soudnim nakladidm a vydajum
hrazenym tfetim osobam (v€etné pfimérenych
poplatkGi 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 znich dale
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the Study Drug or its use in accordance with
the Protocol; except in each case to the
extent such liability arises from the Subject's
underlying illness, or any diagnosis, treatment
or therapeutic measures not specifically
required by the Protocol, and in each case to
the extent that Institution is obligated to
indemnify Idorsia for such Claims under
Section 9.2 (By Institution) below.

Idorsia will maintain insurance for the duration of

the Study in accordance with Section 52, Para. f)

of Act No. 378/2007 Coll.,

oznacovany jen jako ,Narok“) proti Osobé
odskodriované Poskytovatelem  z davodu
Ujmy na zdravi (v€etné umrti) jakékoli osoby,
pfipadné z diivodu Skody na majetku, vzniklych
vdasledku uzivani Hodnoceného pfipravku
nebo zplUsobenych pfimo uzivanim
Hodnoceného pfipravku v souladu s
Protokolem; v kazdém pfipadé s vyjimkou
vrozsahu, vnémz takovd odpovédnost Ci
zavazek vznikne z ddvodu zakladni nemoci
nebo z divodu jakékoli diagndzy, |écby nebo
léCebnych opatfeni, které Protokol konkrétné
nevyzaduje, a v kazdém pfipadé v rozsahu,
vnémz je Poskytovatel povinno od$kodnit
spole¢nost Idorsia za takové Naroky v souladu
s ustanovenimi  ¢lanku 9.2 (Ze strany
Poskytovatele) nize. Zadavatel bude po celou
dobu ftrvani klinického hodnoceni udrzovat
pojisténi dle § 52 odst. 3 pism. f) zakona ¢.
378/2007 Sb.,

9.2 By Institution. The Institution is responsible for
the damage caused in the extent and in
accordance with the provisions of Civil Code
No. 89/2012

9.2

Ze strany Poskytovatele_ Poskytovatel
odpovida za Skodu, kterou zpusobil v rozsahu a
v souladu s ustanovenim ob&anského zakoniku
¢. 89/2012 Sb.,

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
consent, such consent not to be unreasonably
withheld or delayed. The Indemnitee shall
have the right to participate, at its own
expense 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 settlement is effected without
the consent of the indemnifying Party.
Indemnitees, at the indemnifying 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. Kazd4d ze Smluvnich stran urychlené
pisemné uvédomi odSkodrujici Smluvni stranu
o0 jakémkoli Naroku, ktery vytvari jakékoli
zavazky odSkodnéni na zakladé této Smlouvy.
Odskodnujici  Smluvni strana ma vyhradni
kontrolu nad obhajobou a vyrovnanim Naroku;
ovSéem stim, Ze odskodnujici Smluvni strana
neuzavira zadné vyrovnani, které pfipousti
pochybeni nebo vytvafi financni ¢&i jiné zavazky
pro takovou OdSkodfiovanou osobu, pfipadné
jinak podstatné negativné poskozuje
Odskodriovanou osobu bez jejiho predchoziho
pisemného souhlasu, pficemz tento souhlas
nesmi byt bezdlivodné odpirdn nebo
zadrzovan. OdsSkodnfovana osoba ma pravo
Ucastnit se dle svého vlastniho rozhodnuti, na
své néklady a s pravni podporou odbornika dle
svého vlastniho vybéru na obhajobé nebo
vyrovnani Naroku. Zavazky odSkodnéni podle
tohoto ¢lanku 9 (Nahrada Skody) se nevztahuiji
na castky hrazené pfi vyrovnani jakéhokoli
Naroku, pokud je takové vyrovnani realizovano
bez souhlasu odSkodrujici Smluvni strany.
Odskodriované osoby poskytnou odSkodrujici
Smluvni strané a jejim pravnim zastupcim, na
jeji zadost a na jeji naklady, veskeré informace
a pfimérenou pomoc ve vztahu k Narokam.
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9.4 Survival. This Article 9 (Indemnification) shall
survive termination or expiration of this
Agreement - for 10 years.

9.4 Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 9 (Néhrada Skody)
zUstavaji v platnosti i po ukonceni platnosti
nebo vyprSeni této Smlouvy a to po dobu 10 let.

ARTICLE 10
SUBJECT INJURY

, CLANEK 10
UJMA NA ZDRAVI SUBJEKTU

10.1 Payment. Idorsia agrees, without admission
of wrongdoing, to pay all reasonable medical
expenses incurred as a result of necessary
medical treatment of injuries that are not
covered by the Subject's medical or hospital
insurance or governmental  programs
providing such coverage; provided that: (i)
the Subject is enrolled in the Study in
accordance with the Protocol; (ii) the injury is
a direct result of receiving the Study Drug
administered in accordance with the Protocol
and this Agreement, or research procedures
required and conducted in accordance with
the Protocol and this Agreement; and (iii) the
injury is not caused in any ways by
Investigator's or Study Personnel's or
Institution's or its trustees', officers', agents'
or employees' gross negligence, willful
misconduct or failure to adhere to the
Protocol or terms and conditions of this
Agreement. Idorsia 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 provided
by Idorsia to any Subject with respect to any
injury.

10.1 Platba. Spole¢nost Idorsia souhlasi, pficemz
tim nepfipousti zadné pochybeni, Zze uhradi
vSechny odlvodnéné vydaje na Iékafskou péci
potfebnou v disledku nezbytné lé¢by Grazu 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
Protokolem; (i) Ujma na zdravi je pFfimym
dasledkem uzivani Hodnoceného pfipravku a
podavaného v souladu s Protokolem a touto
Smlouvou, pfipadné s vyzkumnymi postupy
pozadovanymi a provadénymi v souladu
s Protokolem a touto Smlouvou; a (iii) Ujma na
zdravi nebyla nijak zplsobena nedbalosti,
zamérnym pochybenim ani nedodrZzenim
Protokolu nebo podminek této Smlouvy ze
strany ZkousSejiciho ani Pracovnikd podilejicich
se na klinickém hodnoceni ani Poskytovatele
ani jeho spravcu, funkcionar(, zastupct nebo
zameéstnancl. Spole¢nost Idorsia neni povinna
hradit 1é¢bu zdravotnich komplikaci, které jsou
soucasti pfirozeného prubéhu primérniho
onemocnéni. Spole¢nost Idorsia neposkytuje
zadnému Subjektu ve vztahu k jakékoli ujmé
na zdravi zadnou dalS§i kompenzaci, at jiz
jakéhokoli charakteru.

10.2 Procedure. Institution or Investigator shall
promptly notify Idorsia of any such apparent
impending need for treatment or such
treatment. Institution agrees that it will
provide to Idorsia any necessary information
upon request so that ldorsia may comply with
Applicable Law.

10.2Postup.  Poskytovatel nebo  Zkousejici
urychlené uvédomi spole¢nost Idorsia o

jakékoli takové zfejmé potfebé Iécby nebo o
takové |écbé. Poskytovatel souhlasi s tim, ze
na vyzadani poskytne spole¢nosti Idorsia
jakékoli nezbytné informace tak, aby
spole¢nost Idorsia mohla splnit pozadavky
Pfislusnych pravnich pfedpisd.

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

10.3 Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 10 (Ujma na zdravi
Subjektu) zustavaji v platnosti i po ukonéeni
platnosti nebo vyprdeni této Smlouvy,_a to po
dobu 10 let.
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ARTICLE 11
INSURANCE

CLANEK 11
POJISTENI

111 The Institution is insured in accordance

with the wording of Act No. 372/2011 Coll.

11.1 Poskytovatel je pojistén v souladu se znénim
zakona €. 372/2011 Sb.,

11.2The 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
vzijemné poskytnou platné potvrzeni 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 takovou zménou.

11.3Survival. This Article 11 (Insurance) shall
survive termination or expiration of this
Agreement for 10 years.

11.3 Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢&lanku 11 (Pojisténi)
zUstavaji v platnosti i po ukonéeni platnosti
nebo vyprseni této Smlouvy, a to po dobu 10
let.

ARTICLE 12
USE OF NAME AND PUBLICITY

_ . CLANEK 12
POUZITi NAZVU A PUBLICITA

12.1 Use of Name. Each Party shall not, without
the prior written consent of the other Party,
use in advertising, publicity or otherwise, any
trade names, trademarks, logos, symbols, or

other images of Idorsia or an Idorsia
employee or agent ("Marks") unless
designated in this Agreement.

Notwithstanding the foregoing, a Party may
use the name of the other Party and, in the
case of Idorsia, of Investigator, as necessary
for (i) filings with Regulatory Authorities; (i) in
the case of Idorsia, filing patent applications
covering or claiming Inventions; (i)
prosecuting or defending litigation; (iv)
complying with Applicable Law; or (v) in the
case of Idorsia, Study newsletters circulated
solely to Institutions participating in the Study.

12.

—_

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
zameéstnance &i zastupce spole¢nosti Idorsia
a Poskytovatele (dale oznacované jen jako
»Znamky“), pokud tak neni stanoveno touto
Smilouvou. Bez ohledu na vysSe uvedené je
Smiluvni strana opravnéna pouzit jméno
druhé Smluvni strany, a v pfipadé spolecnosti
Idorsia  také  ZkouSejiciho, v rozsahu
nezbytném pro (i) podani k Regulacénim
organtm; (ii) v pfipadé spole€nosti Idorsia

k podani patentovych prfihlaSek, kryjicich
nebo narokujicich Objevy; (iii) realizaci
obzaloby nebo obhajoby v soudnim sporu;
(iv)  dodrzovani  PfisluSnych  pravnich
predpist; nebo (v) v pfipadé spolecnosti
Idorsia informacni dopisy o Klinickém
hodnoceni, které se vydavaji do obéhu

vyhradné smérem kPoskytovateli zapojenym
do Klinického hodnoceni.

12.2 Publicity. Each Party shall not, and shall not
authorize or assist any third party to,
originate or produce any written publicity,
news release, advertisement, marketing

12.2 Publicita. Zadna ze Smluvnich stran nesmi
bez pfedchoziho pisemného souhlasu druhé
Smluvni strany, ktery nesmi byt bezdlvodné
odpiran, vytvofit ani vyrobit Zadnou pisemnou
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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 conducting the
Study. For clarity, no advertisement may be
used in the Study unless prior written
approval is received from Idorsia.

propagaci, tiskovou zpravu, reklamu,
marketingové materialy ani jiné uverejnéni
prohlaseni, které se jakkoli tyka této Smiouvy,
ani nedovoli Zadné tfeti osobé toto vytvorit Ci
vyrobit, ani ji vtom neni napomocna, ovSem
za predpokladu, Ze spole¢nost Idorsia je
opravnéna oznalit Poskytovatele jako
pracovisté, kde se Klinické hodnoceni
provadi, a identifikovat také ty osoby, které
jsou odpovédné za provadéni Kilinického
hodnoceni. Pro ujasnéni plati, Ze v Klinickém
hodnoceni se nesmi pouzivat zadné reklama,
pokud k tomu spole¢nost Idorsia neposkytne
pisemny souhlas pfedem.

12.3 Survival. This Article 12 (Use of Name and
Publicity) shall survive termination or
expiration of this Agreement for 10 years

12.3 Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 12 (Pouziti ndzvu a
publicita) zustavaji v platnosti i po ukonéeni
platnosti nebo vyprSeni této Smlouvy, a to po
dobu 10 let.

ARTICLE 13 ) ,C‘LANEKv13 )
TERM AND TERMINATION DOBA TRVANI A UKONCENI PLATNOSTI
SMLOUVY
13.1 Term. Unless terminated earlier by written | 13.1 Doba trvani platnosti Smlouvy. Pokud

notice of one Party to the other in accordance
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
clarification queries, and submitted the
closeout reports to the IRB/IEC and to Idorsia
to Idorsia’s satisfaction; (iii) all Institution and
other Study sites closeout activities have
been completed; and (iv) Idorsia has made all
payments and reimbursements and collected
all refunds due under this Agreement.

nebude vypovézena predCasné pisemnou
vypovédi jedné Smluvni strany druhé
Smluvni strané v souladu s ustanovenimi
tohoto ¢lanku 13, pak tato Smlouva vyprsi
k takovému ztéchto dat, které nastane
pozdégji: (i) spole¢nost Idorsia obdrzela
vSechny fadné vyplnéné formulafe CRF od
Poskytovatele a Zkousejiciho; (ii)
Poskytovatel a Zkousejici vyfeSil/o vSechny
dotazy na vyjasnéni dat a predlozil/o
IRB/IEC a spoleCnosti ldorsia zavérecné
zpravy dostatecné uspokojivé pro
spolecnost Idorsia; (iii) byly dokonéeny
zavére€né cinnosti ve vSech Zdravotnickych
zafizenich a na dalSich pracovistich, kde se
provadi Klinické hodnoceni; a (iv) spole¢nost
Idorsia provedla veSkeré platby a nahrady a
inkasovala veSkeré ¢astky a nahrady splatné
podle této Smilouvy.

13.2  Termination by Idorsia. Idorsia reserves
the right to terminate this Agreement at any
time with or without cause upon thirty (30)
days written notice to Institution and
Investigator. Notwithstanding the foregoing,
Idorsia may terminate this Agreement
immediately upon written notice to Institution

13.2  Vypovéd smlouvy ze strany spole€nosti
Idorsia. Spole¢nost Idorsia si vyhrazuje pravo
kdykoli vypovédét tuto Smlouvu s uvedenim
davodu ¢i bez uvedeni divodu, a to vypovédi
s tficetidenni (30 dni) vypovédni l|hatou
predanou Poskytovateli a ZkousSejicimu. Bez
ohledu na vy$e uvedené je spole€nost Idorsia
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and Investigator, if: (i) the events described

under Section 1.5.3 (Replacement of
Investigator) occur and a replacement
Investigator is not agreed-upon; (ii)

monitoring by ldorsia's Representative and/or

inspection by any Regulatory Authority
identifies serious and/or persistent
noncompliance with the terms of this

Agreement on the part of the Investigator
and/or the Institution.

opravnéna vypovédét tuto Smlouvu okamzité
na zakladé pisemné vypovedi Poskytovateli a
ZkouS$ejicimu, jestlize: (i) nastaly udalosti
popsané v ¢lanku 1.5.3 (Vyména
Zkousejiciho) a nedoSlo k dohodé o vyméné
Zkousejiciho; (i) monitorovanim ze strany
Zastupce spole¢nosti Idorsia a/nebo kontrolou
ze strany jakéhokoli Regula¢niho organu je
zjisténo zavazné a/nebo trvalé nedodrzovani
podminek této  Smlouvy na  strané
Zkousejiciho a/nebo Zdravotnického zafizeni.

13.3  Termination by Institution or Investigator.
Institution or Investigator may terminate this
Agreement upon thirty (30) days written
notice to Idorsia if Institution or Investigator
has reasonable medical basis based on data
to believe that the continuation of the
Protocol is detrimental to the health or safety
of Subject(s) participating in the Study.

13.3  Vypovéd smlouvy ze strany Poskytovatele
nebo  ZkouSejiciho.  Poskytovatel nebo
ZkouS8ejici muze vypovédét tuto Smlouvu na
zakladé vypovédi s fficetidenni (30 dnu)
vypovédni IhGtou spole€nosti Idorsia, jestlize
Poskytovatel nebo Zkous$ejici ma oddvodnény
zdravotni dlGvod, vychazejici z dostupnych
dat, ktomu, aby byl/lo pfesvédéen/o, ze
pokracovani Protokolu je zdravi Skodlivé nebo
je v neprospéch bezpecnosti Subjektu nebo

Subjektd  Gc¢astnicich/ho se  Klinického
hodnoceni.
13.4  Termination for Breach. Either Party may | 13.4  Vypovéd smlouvy zddvodu jejiho

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.

poruSeni. Kterdkoli ze Smluvnich stran maze
tuto Smlouvu vypovédét, jestlize druha
Smluvni strana podstatné porusi tuto Smlouvu
a nenapravi takové porusSeni do tficeti (30)
dnd od doruceni pisemného oznameni 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 Ucinky vypovédi / vyprSeni platnosti.
V pfipadé ukoncéeni platnosti této Smlouvy
z jakéhokoli divodu:

13.5.1 Institution or Investigator shall: (i)
notify the IRB/IEC that the Study has
been terminated; (i) cease enrolling
further Subjects into the Studyj; (iii) cease
treating Subjects according to the
Protocol to the extent medically
permissible and appropriate, but in no
event more than thirty (30) days after
effective date of termination 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 Investigator shall

13.5.1 Poskytovatel nebo ZkouSejici: (i) uvédomi
IRB/IEC, Zze Klinické hodnoceni bylo
ukonceno; (i) ukon&i ndabor dalSich
Subjektl do Klinického hodnoceni; (iii)

ukonci léceni Subjektl podle Protokolu

vrozsahu lékafsky  pfipustném a
vhodném, ale vzadném pfipadé ne
pozdéji nez ftficet (30) dnu od data

ucginnosti takové vypovédi nebo vyprSeni
platnosti; (iv) co mozna nejdfive, ale
v zadném pfipadé ne pozdgji nez ftficet
(30) dnG od data UuCinnosti takové
vypovedi nebo vyprseni platnosti, ukongi
vSechny ostatni aktivity v rdmci Klinického
hodnoceni; ovSéem za predpokladu, ze na
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continue to collect Subject data and
prepare CRFs for Subjects treated in the
Study prior to termination; (v) within
ninety (90) days after the effective 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
Information) and Equipment as outline in
Section 1.8 (Equipment); and (vi) within
thirty (30) days after the effective date of
termination or expiration of this
Agreement, Institution shall deliver to
Idorsia a final accounting, along with
detailed supporting documentation, of the
Study and within thirty (30) days after
Idorsia's receipt, Institution shall refund to
Idorsia any excess amounts paid by
Idorsia or Idorsia shall pay any additional
amounts owed to Institution.

13.5.2 Idorsia shall remain liable for any
payments 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 Agreement. Except in the event
Idorsia terminates this Agreement in

accordance with Section 13.4

zadost spolecnosti |dorsia Zdravotnické
zafizeni a ZkouSejici nadéle provadséji
sbér dat Subjektd a pfipravuji formulare
CRF pro Subjekty l1é¢ené v Klinickém
hodnoceni pfed ukonéenim platnosti
Smlouvy; (v) do devadesati (90) dnu od
data ucinnosti vypovédi nebo vyprseni
této Smlouvy poskytnou spole¢nosti
Idorsia v§echna Data spole¢nosti Idorsia
a vrati nebo zni¢i vesSkeré Duvérné
informace, jak je uvedeno v ¢lanku 5.4
(Vraceni  nebo  zniCeni  Duavérnych
informaci) a Vybaveni, jak je uvedeno
v ¢lanku 1.8 (Vybaveni); a (vi) do fficeti
(30) dnG od data GcCinnosti takové
vypovédi nebo vyprSeni platnosti této
Smlouvy doruéi Poskytovatelspoleénosti
Idorsia kone¢né vyuctovani Klinického
hodnoceni, spolu s podrobnymi podklady
k vyuctovani, a do ticeti (30) dnu od jeho
prevzeti spolecnosti Idorsia Poskytovatel
vrati  spolecnosti  Idorsia  jakékoli
nadbytecné Castky vyplacené spolecnosti
Idorsia, nebo spolecnost Idorsia uhradi

jakékoli  dodate¢né castky dluzené
Poskytovateli.
13.5.2 Spole¢nost Idorsia nadale nese

odpovédnost za veskeré platby splatné za
formulafe CRF predloZzené pred datem
ucginnosti vypovédi nebo datem vyprseni
smlouvy, nebo do devadesati (90) dnu
poté, vsouladu spodminkami této
Smlouvy.  Svyjimkou pfipadu, kdy
spole¢nost Idorsia vypovi tuto Smlouvu

(Termination for Breach), Idorsia agrees v souladu s ustanovenimi ¢lanku 13.4
to reimburse Institution or Investigator, as (Vypovéd  smlouvy zdavodu jejiho
applicable, for reasonable non-cancelable poruseni), spolecnost Idorsia souhlasi
obligations properly incurred by the Study stim, ze nahradi Poskytovatel nebo
by Institution or Investigator prior to the Zkousejicimu, podle konkrétni situace,
effective date of termination or expiration; vSechny odldvodnéné nezrusitelné
provided that such amounts are not in zavazky fadné vzniklé v ramci provadéni
excess of the budget set forth in Exhibit Klinického hodnoceni ze strany
A Poskytovatele nebo Zkous$ejiciho pred
datem Gcinnosti vypovédi nebo vyprseni
platnosti Smlouvy; ovSem za
predpokladu, ze takové ¢astky nejsou nad

ramec rozpoc¢tu uvedeného v Priloze A.
13.6  Survival. Section 13.5 (Effects of | 13.6 Pretrvani platnosti nékterych ustanoveni.

Termination) of this Agreement shall survive
termination or expiration of this Agreement for
10 years

Ustanoveni &lanku 13.5 (Ug&nky ukond&eni
platnosti Smlouvy) této Smlouvy =zlstavaji v
platnosti i po ukonc€eni platnosti nebo vyprseni
této Smlouvy a to po dobu 10 let.
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ARTICLE 14
DATA PRIVACY

CLANEK 14
OCHRANA OSOBNICH UDAJU

14.1Each Party agrees that its collection,

processing 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, namely the EU General Data
Protection Regulation (GDPR) (collectively
the “Data Protection Laws”), and that it has
obtained or obtained in time 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
respective obligations, as a data controller or
as a data processor, as the case may be,
under the Data Protection Laws, agree to
take appropriate measures to safeguard the
Personal Data, to maintain the confidentiality
of Subject-related health and medical
information, to properly inform the concerned
Subjects about the collection and processing
of their Personal Data, to grant Subjects
access 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 zvefejnovani
Udaju tykajicich se identifikované nebo
identifikovatelné osoby (dale jen "Osobni
udaje") v souvislosti s touto Smlouvou je a
bude v souladu s platnymi zakony o ochrané
osobnich (daju, a to zejména evropského
Obecného nafizeni na ochranu osobnich
Gdaju (GDPR) (dale jen "zakony o ochrané
osobnich Udaji") a Ze ziskala nebo vcas
ziska veskera prava a souhlasy nezbytné pro
shromazdovani, zpracovani a sdélovani
osobnich ddaju. PF shromazdovani a
zpracovavani osobnich (daji jsou strany
zodpovédné za plnéni pfislusnych povinnosti
jako spravci udajl nebo jako zpracovatelé
Gdaju podle platné legislativy, a souhlasi s
pfijetim  vhodnych opatfeni k ochrané
osobnich  (dajG, zachovani duvérnosti
zdravotnickych a  Iékafskych informaci
Subjektd, fadnym informovanim Subjektd o
shromazdovani a zpracovani jejich osobnich
Udaju, poskytnutim pfistupu Subjektim k
jejich osobnim udajum, FeSenim pfipadnych
prav Subjektl , vSe podle platné legislativy a
zabranénim pfistupu neopravnénych osob k
osobnim udajim.

14.2The Parties shall comply with the applicable

data protection principles. In particular,
Institution and Investigator shall only process
Personal Data pursuant to the instructions
provided by Idorsia and shall adopt the
appropriate technical and organisational
security measures in order to protect the
Personal Data against accidental or unlawful
destruction or accidental loss, alteration,
unauthorized disclosure or access and
against all other unlawful forms of
processing.

14.2Smluvni strany dodrzuji pfislusné zasady

ochrany osobnich Udaju. Zejména plati, ze
Poskytovatel a ZkouSejici zpracovavaji
Osobni Udaje pouze v souladu s pokyny
poskytnutymi spolecnosti Idorsia a pfijimaji
pFislusna technicka a organizacné
bezpecnostni opatfeni, ktera zajisti ochranu
Osobnich (dajd proti nahodnému nebo
nezakonnému zni¢eni nebo nahodné ztraté,
pozménéni, neopravnénému uvefejnéni nebo
pfistupu a proti v8em jinym nezakonnym
formam zpracovani.

14.3 Institution and Investigator shall identify to

Idorsia a named individual within its
organization to act as a point of contact for
any enquiries from Idorsia or data protection
authorities relating to Personal Data. The
designated point of contact shall be: |
I

14.3 Poskytovatel a ZkouSejici ur€i kontaktni

osobu pro spole¢nost Idorsia pro jeji
pfipadné dotazy nebo pro dotazy uradi pro
ochranu osobnich udaju, tykajici se
osobnich udaju.

Kontaktni osoba: | lG_
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14.4 Institution and Investigator undertake, prior to
any processing, any technical and
organizational measures as required under
Art. 32 GDPR and specified in Exhibit C
hereto and incorporated herein to protect the
transferred Personal Data from unauthorized
processing, including any processing not
expressly 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
Institution and Investigator’s full cooperation,
audit Institution and Investigator’s
compliance with this Section 14. The audit
costs will be borne by Idorsia.

14.4 Poskytovatel a ZkouSejici se zavazuji , ze
pfed jakymkoli zpracovanim, jakymikoli
technickymi a organizacnimi opatfenimi
vyzadovanymi dle ¢l. 32 GDPR a
specifikovanymi v Pfiloze C této Smlouvy, k
ochrané predavanych osobnich udaju pred
neopravnénym zpracovanim, véetné
jakéhokoli zpracovani, které neni vyslovné
povoleno touto Smlouvou, pfed pfipadnou
ztratou, zniCenim nebo poskozenim téchto
osobnich Udaji. Spolec¢nost Idorsia ma
pravo z opodstatnénych divodud a s plnou
spolupraci Poskytovatele a Zkousejiciho
kontrolovat soucinnost Poskytovatele a
Zkous$ejiciho s clankem 14 této smlouvy.
Naklady této kontroly ponese spolecnost
Idorsia.

14 5Institution and Investigator represents,
warrants and covenants that Personal Data
related to Subjects, when supplied to Idorsia,
will be pseudonymized to replace any
information that directly identifies a Subject
with a subject identification code.
Investigator will not provide Idorsia with the
key or code that enables Subjects to be re-
identified. Institution and Investigator will
notify Idorsia immediately if Institution and/or
Investigator discovers that any Idorsia Data
concerning Subjects provided to Idorsia
does not satisfy this requirement.
Investigator will cooperate with all Idorsia
requests to mitigate any harm resulting from
any such disclosure of Idorsia Data. In such
an event, Institution and Investigator will
deliver corrected ldorsia Data to Idorsia as
promptly as possible at no extra expense to
Idorsia.

14.5 Poskytovatel a ZkouSejici prohlasuji, zarucuji
a potvrzuji, ze osobni U(daje tykajici se
Subjektd  poskytnuté spole¢nosti Idorsia
budou anonymizovany identifikaénim kodem
tak, aby nahradily veskeré informace, které
pfimo  identifikuji ~ Subjekt.  ZkouSejici
neposkytne spolecnosti Idorsia kli¢ nebo kod,
ktery umoznuje identifikaci  Subjektd.
Poskytovatela ZkouSejici okamzité oznami
spole¢nosti Idorsia, pokud
Poskytovatela/nebo ZkousSejici zjisti, ze udaje
tykajici se Subjektld poskytnuté spolecnosti
Idorsia nesplfiuji tento pozadavek. Zkousejici
bude spolupracovat se spolecnosti Idorsia na
zmirnéni  jakychkoli Skod zplsobenych
poskytnutim osobnich (daji  spoleénosti
Idorsia. V takovém pfipadé Poskytovatela
ZkouSejici predaji opravené Udaje
spolecnosti ldorsia 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
access to, Personal Data transmitted, stored
or otherwise processed ("Privacy Incident"),
Institution and/or Investigator will
immediately after becoming aware of a
Privacy Incident notify Idorsia. Such
notification shall specify the nature of the
Privacy Incident, the categories and
approximate number of Subjects and
Personal Data records impacted by such
Privacy Incident. In case of such breach of
security at Idorsia, ldorsia shall notify the
Institution thereof. Institution and Investigator

14.6 V pfipadé poruSeni bezpecnosti vedouci k
nahodnému nebo protipravnimu odhaleni,
ztraté, zmeéné, neopravnénému zvefejnéni
nebo  pfistupu Kk osobnim  (dajum
pfenasenym, uloZzenym nebo  jinak
zpracovanym (déle také jen "poruseni
ochrany soukromi"), Poskytovatela/nebo
Zkou$ejici okamzité po tomto zjidténi
poruseni  ochrany soukromi  upozorni
spole¢nost Idorsia. Toto oznameni musi
specifikovat povahu poruSeni ochrany
soukromi, zpusob poruseni a pfiblizny pocet
Subjektt a jejich zaznam, kterych se toto
poruSeni tyka. Dojde-li k takovémuto
poruseni bezpec€nosti u Zadavatele, oznami
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agree to fully cooperate with Idorsia,
investigate and resolve any such Privacy
Incident and provide Idorsia any information
necessary to provide notifications to Subjects
and data protection authorities required
under the Data Protection Laws.

jej Zadavatel Poskytovateli Poskytovateli a
Zkou$ejici souhlasi s tim, Ze budou plIné
spolupracovat se spole¢nosti Idorsia, vySetfi
a vyfeSi jakykoli takovy pfipad poruseni
ochrany soukromi a poskytnou spole¢nosti
Idorsia veSkeré informace nezbytné k
oznameni Subjektim a organim pro
ochranu osobnich (daji pozadovanych
platnou legislativou.

14.7 |dorsia, Institution and Investigator agree to

fully cooperate with respect to any data
protection impact assessments and/or prior
consultations that may be required with
respect to the processing of Personal Data
under the Agreement.

14.7 Zadavatel, Poskytovatel a ZkouSejici

souhlasi s tim, ze budou pIné spolupracovat
pfi posuzovani jakychkoli ovlivnéni ochrany
Udajl; a/nebo pfi konzultacich pozadovanych
v souvislosti se zpracovanim osobnich Gdajl
dle Smlouvy.

14.8 Institution and Investigator shall not engage

any third party, including any affiliate or
subcontractor, as data processor (as defined
under the Data Protection Laws) for the
performance of their respective activities
under this Agreement, without Idorsia'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 operations agreed in this
Agreement; (i) 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 Poskytovatel a ZkouSejici neangazuji

zadnou tfeti stranu, vcetné jakékoli
pfidruzené spole¢nosti nebo subdodavatele,
jako zpracovatele Udaju (jak je definovano
platnou legislativou o ochrané osobnich
Gdaju) pro vykon vlastnich ¢innosti dle této
Smlouvy bez pfedchoziho pisemného
souhlasu spole¢nosti Idorsia. V pfipadé, ze
spole¢nost Idorsia souhlasi s externim
zpracovanim Udaju, pak se Poskytovatel a
Zkousejici (i) zavazuji, ze externi zpracovani
osobnich ddaju se bude tykat pouze
zpracovatelskych €inosti dohodnutych v této
Smlouvé; (ii) zajisti, aby jakykoli schvaleny
externi  zpracovatel = osobnich udaju
postupoval v souladu s touto Smlouvou a se
zakony o ochrané osobnich udaju a (iii)
budou pIné odpovédni spolecnosti Idorsia za
v8echny ¢&innosti  externich  zpracovatell
osobnich udaji.

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
corporate affiliates, contractors and agents
for purposes of drug  monitoring,
implementation, documentation and control
of clinical studies, as well as for contacting
them and their respective agencies around
the world in case of other future studies or
investigations in which they may be involved,
but only on the assumption that Idorsia will
ensure that these personal data are
protected at the same level as in EU.The
parties also agree to use Personal Data

14.9 Osobni Udaje tykajici se ZkouSejiciho a

jakéhokoli Pracovnika podilejiciho se na
klinickém hodnoceni (napf. jméno,
nemocnice nebo adresa Zdravotnického
zafizeni, telefonni €islo, Zivotopis) mohou byt
poskytnuty firemnim poboc¢kam spole¢nosti
Idorsia, dodavatelim a zastupcim
spolecnosti za ucelem monitorovani IéCivych
pfipravkl, provadéni, dokumentovani a
kontroly klinickych hodnoceni, jakoz i pro
kontakt s nimi a pfislusnymi agenturami po
celém svété v pripadé dalSich budoucich
klinickych hodnoceni nebo vyzkumut, do
kterych se mohou zapojit, avSak pouze za
predpokladu, Ze spole¢nost Idorsia zajisti,
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provided by the Investigator for managing
internal studies and ensuring that contact
information is contained in a faithful and
complete way in other systems, in
compliance with this Section.

aby témto osobnim ddajum byla poskytnuta
ochrana na stejné urovni jako v zemich
Evropské unie. Smiluvni strany se rovnéz
zavazuiji, ze pouziji osobni Udaje poskytnuté
ZkouSejicimu 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 | 14.10 ZkouSejici ziskd a =zalozi souhlas s
privacy consent from each member of the ochranou osobnich Gdaji od kazdého
Study Personnel whose Personal Data is Pracovnika podilejiciho se na klinickém
being processed in connection with the hodnoceni, jehoZz osobni Udaje jsou
Study. zpracovavany v souvislosti s klinickym

hodnocenim.

14.11 Idorsia may transmit Personal Data to | 14.11 Spolec¢nost Idorsia mlze pfedavat osobni

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,
contractors 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.

Udaje  dalSim  korporatnim  dcefinym
spole¢nostem, dodavateliim nebo zastupcim
spolecnosti Idorsia. V souladu s tim mohou
byt osobni Udaje predavany do zemi mimo
Evropskou unii/Evropsky hospodarsky
prostor (EHP). Bez ohledu na vySe uvedené
spole¢nost Idorsia a jeji korporatni dcefiné
spole¢nosti, dodavatelé nebo pfislusni
zastupci budou uplatfiovat pfiméfenou
ochranu soukromi a osobnich Gdaji dle
zakon o ochrané Uudaji. Osobni Udaje
mohou byt také sdéleny na vyzadani
jednotlivych regulaénich agentur nebo dle
platnych zakond, napfiklad v pfipadé hlaseni
zavaznych nezédoucich pfihod.

1412 Idorsia as the data controller is
responsible to respond to requests by
affected Subjects to exercise their rights
under the Data Protection Laws. Institution

14.12 Spole¢nost Idorsia jako spravce Udaju je
odpovédna reagovat na zadost dotéenych
Subjektt hodnoceni o uplatnéni jejich prav
podle zakonl o ochrané udaju. Poskytovatel

and Investigator will fully and without delay a ZkouSejici budou pIné a neprodlené
cooperate with Idorsia in fulfilling such spolupracovat se spole¢nosti Idorsia pfi
requests as required by the Data Protection plnéni takovych pozadavkd tak, jak to
Laws. vyzaduji zdkony o ochrané udajl.
ARTICLE 15 CLANEK 15
GENERAL PROVISIONS VSEOBECNA USTANOVENI

15.

—_

Notices. All notices given or required to be
given under this Agreement shall be in
writing sent by overnight courier, registered
or certified airmail (postage prepaid), or by
facsimile (receipt confirmed) and addressed
as follows:

15.1 Doru€ovani. VSechna oznameni podavana
nebo pozadovana na zakladé této Smlouvy
se vyhotovuji pisemné a zasilaji se
expresnim kuryrem, doporuc¢enou poStou
nebo doporucenou leteckou postou (s
predem vyplacenym poStovnym), pfipadné
faxem, a adresovana budou takto:
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If to Idorsia:

Idorsia
Pharmaceuticals Ltd.
Attn:

Hegenheimermattweg
91, 4123 Allschwil

Pro spole¢nost Idorsia:

Idorsia
Pharmaceuticals Ltd.
Attn:

Hegenheimermattweg
91, 4123 Allschwil

Switzerland Switzerland
With a copy to: . S kopii pro: Idorsia
ldorsia . Pharmaceuticals Ltd.
Pharmaceuticals Ltd. Attn: Leqal
Attn: Legal n--ega
: Department
Department

Hegenheimermattweg
91, 4123 Allschwil

Switzerland

Hegenheimermattweg
91, 4123 Allschwil

Switzerland

If to Institution:

Faculty Hospital
Hradec Kralove, Ms.
Dasa ProkUlpkova,
Sokolska 581, 500 05
Hradec Kralové — Novy
Hradec Kralové, Czech
Republic

Pro Poskytovatele:

Fakultni nemocnice
Hradec Kralové, Pravni
odbor, k rukam Dasi
Prok(ipkové, Sokolska
581, 500 05 Hradec
Kralové — Novy Hradec
Kralové, Ceska
republika

If to Investigator:

Faculty Hospital
Hradec Kralove,
Neurosurgery Clinic

I Sokolska

581, 500 05 Hradec
Kralové — Novy Hradec
Kralové, Czech
Republic

Pro zkousSejiciho:

Fakultni nemocnice
Hradec Krélové,
Neurochirurgicka
klinika, k rukam [l

Sokolska 581, 500 05
Hradec Kralové —
Novy Hradec Kréalove,
Ceska republika

All notices shall be deemed to be effective (i)
on the business day after delivery of such
notice to the overnight courier, (ii) the day
such notice is received by the addressee via
registered 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

Ma se za to, ze veSkerd ozndmeni nabyvaji
Gcinnosti v pracovni den nésledujici po
doruceni pfislusného oznadmeni expresnimu
kuryrovi, nebo vden, kdy adresat toto
oznameni obdrzel doporuéenou postou,
pfipadné v den, kdy bylo takové ozndmeni
odeslano faxem. V piipadé, Ze kterdkoli ze
Smluvnich stran zméni adresu, kam se
doru€uji oznameni, co nejdfive oznami tuto
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to the other Parties.

zménu pisemnym ozndmenim  ostatnim

Smluvnim stranam.

15.2Governing 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
Hradec Kralove.
This Agreement is drawn up in the Czech
and English language versions, with a
preference for the Czech language version.

15.2Rozhodné pravo. Tato Smlouva se fidi
pravnim fadem Ceské republiky bez ohledu
na jeho zasady o kolizi pravnich norem.
Vyhradnim mistem jurisdikce je Hradec
Kralové.
Tato smlouva je vyhotovena v c&eském
jazykovém znéni a v anglickém jazykovém
znéni, pfiemz pfednost ma ceské jazykové
znéni.

15.3Headings. The headings contained in this
Agreement have been inserted for
convenience 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 vlozeny pouze pro prehlednost a
v zddném pfipadé nedefinuji, neomezuji ani
neovliviuji rozsah ani zamér této Smlouvy.

15.4 Independent Contractor. For the purposes of
this Agreement, the Parties are independent
contractors and nothing contained 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 authority.

15.4 Nezavisly dodavatel. Pro GcCely 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,
zameéstnavatelem a zaméstnancem nebo
UCastniky spoleéného podniku. Smluvni
strany také souhlasi stim, ze zadna z nich
nema pravomoc ani pravo zavazovat nebo
vazat druhou Smluvni stranu a ze zadna

znich nebude vystupovat tak, jako by
takovou pravomoc méla.

15.5 Assignment. This Agreement shall not be | 15.5Postoupeni. Poskytovatel ani Zkousejici
assignable by Institution or Investigator nesmi tuto Smlouvu postoupit bez
without the prior written consent of Idorsia. predchoziho pisemného souhlasu
Idorsia may assign this Agreement. Any spolecnosti Idorsia. Spole€nost Idorsia je

purported assignment or delegation without
Idorsia’'s written consent is null and void.
Idorsia shall notify the Institution as soon as
possible.

opravnéna tuto Smlouvu postoupit. Jakékoli
zamyslené postoupeni nebo delegovani bez
pisemného souhlasu spolecnosti Idorsia je
neplatné a nulitni. Idorsia postoupeni oznami
Poskytovateli co nejdfive.

15.6 Subcontracting. With Idorsia’s prior written
consent in each instance, Institution and/or
Investigator may subcontract the
performance of certain activities under this
Agreement to qualified third parties, provided
that (i) such third parties perform the
activities in a manner consistent with the
terms and conditions of this Agreement, (ii)
Institution remains fully liable for such third
parties’ performance, and (iii) Investigator
has no direct or indirect financial interest in

15.6 Subdodavky. S predchozim pisemnym
souhlasem spolecnosti Idorsia v kazdém
konkrétnim pfipadé smi Poskytovatel
a/nebo  ZkousSejici  subdodavatelsky
zajistit vykon nékterych cinnosti podle
této Smlouvy ze strany ftretich osob,
ov8em za predpokladu, ze (i) takové treti
osoby tyto €innosti vykonavaji zplsobem
odpovidajicim podminkam této Smlouvy,
(i) Poskytovatel zustava i nadéle
odpovédnym za pInéni takovych tretich
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any such third parties.

osob a (iii) ZkouSejici nema zadny pfimy
ani nepfimy finanéni podil na jakékoli
takové tieti osobé.

15.7Third Party Beneficiaries. Nothing herein
shall be deemed to create (by implication or
otherwise) any right on behalf of any third
party to enforce any provision of this
Agreement or any other right.

15.7 ObmyS$lené tfeti osoby. Nic obsaZeného
vtéto Smlouvé se nepovazuje za vznik
(nepfimo nebo jinak) jakéhokoli prava
v zastoupeni jakékoli tfeti osoby k vymahani
jakéhokoli ustanoveni této Smlouvy nebo
jakéhokoli jiného prava.

15.8 Severability; Waiver. Wherever possible,
each provision of this Agreement shall be
interpreted so that it is valid under the
Applicable Law. If any one or more of the
provisions of this Agreement is held invalid,
illegal, or unenforceable by a court of
competent jurisdiction, 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 declared illegal,
invalid, or unenforceable, which shall most
nearly approximate the original 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, Ze je platné podle Pfislusnych
pravnich pfedpisd. Jestlize je kterékoli
ustanoveni této Smlouvy (nebo vice jejich
ustanoveni) soudem pfislusné jurisdikce
prohlaseno za neplatné, nezakonné nebo
nevymahatelné, zbyvajici ¢ast této Smlouvy
zistdvd v plné platnosti a ucinnosti bez
uvedeného ustanoveni. Smiluvni strany
vyjednaji v dobré vife nahradni ustanoveni
za takové ustanoveni prohlasené za
neplatné, nezakonné nebo nevymahateiné, a
toto nové wustanoveni bude co mozna
nejbliz§i pavodnimu zaméru Smiuvnich stran

vdob& uzavirdni této Smlouvy. Zadny
pfipad, kdy Smluvni strana nevymaha
jakékoli ustanoveni této Smlouvy, se

nevykldda jako vzdani se prava takové
Smluvni strany na nésledné vymahani
takového ustanoveni nebo jakéhokoli jiného
ustanoveni nebo prava.

15.9 Entire Agreement; Modification.
This Agreement, its Exhibits and the
Protocol, contain the entire understanding of
the Parties with respect to the subject matter
thereof, and supersede all prior discussions,
agreements and writings in respect to such
subject matter. In the event of any
inconsistency between this Agreement and
the Exhibits, the terms of this Agreement
shall govern 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 authorized
representatives of the Parties.

TheParties note that there will be no
Initiation Visit nor IMP delivery until is the
final document publisked in contract register.

15.9UpInd dohoda; zmény ve Smlouvé. Tato
Smlouva, jeji Prfilohy a Protokol obsahuji
Uplnou dohodu Smluvnich stran ve vztahu
k jejich predmétu a nahrazuji vSechna
predchozi jednani, dohody a pisemna
ujednani ve vztahu ktakovému predmétu.
V pfipadé jakéhokoli rozporu mezi touto
Smlouvou a jejimi Pfilohami jsou rozhodujici
podminky této Smlouvy, ovSem stou
vyjimkou, Ze podminky Protokolu jsou
rozhodujici, pokud jde o veskeré védecke,
lékarské a/nebo technické zalezitosti. Zadné
zmény ani Upravy této Smlouvy nejsou
ucinné, pokud nebyly sepsany pisemné a
podepsany zmocnénymi zdstupci Smluvnich
stran. Smluvni strany berou na védomi, ze
nedojde k iniciatni navstévé a dodavce
hodnoceného  pfipravku do  okamziku
uverejnéni konec¢ného dokumentu v registru
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smluv.

15.10 Expected duration of the contract is|l]

15.10 Predpokladana doba trvani smiouvy [l |

15.11 Limit of Indemnity ...CZK 1.200.000

15.11 Maximalni hodnota plInéni.....1.200.000,-
K¢

15.12 Expected number of subjects |l

Idorsia or CRO undertakes the responsibility
to inform the Institution and the Principal
Investigator in advance of the newly
approved Study documents.

15.12 Predpokladany pocet subjektl hodnoceni

Zadavatel, pfipadné CRO se zavazuji, ze
budou vc&asné informovat poskytovatele a
hlavniho zkou$ejiciho o nové schvalenych
dokumentech ke klinickému hodnoceni.

15.13 Counterparts. This Agreement may be
executed in 3 counterparts, each of which
shall be deemed an original, but all of which
together shall constitute one and the same
instrument. Neither Party may enforce this
Agreement against the other Party unless it
has executed and delivered this Agreement
to such other Party. The signatory for each
Party below represents and warrants that
they have full authority and power to
execute this Agreement on behalf of that
Party.

15.13 Vyhotoveni. Tato Smlouva se vyhotovuje
ve 3 stejnopisech, z nichZ kazdy se povazuje
za origindl, ovSem vSechny stejnopisy
predstavuji jednu a tutéz listinu. Zadna ze
Smiluvnich stran neni opravnéna vymahat
ustanoveni této Smlouvy vici druhé Smluvni
strané, pokud tuto Smlouvu nepodepsala a
takové druhé Smluvni strané nedorucila.
Osoba podepisuijici tuto Smlouvu za kazdou
Smluvni stranu prohlasuje a zarucuje, ze ma
plné zmocnéni a pravomoc tuto Smlouvu
jménem dané Smluvni strany podepsat.
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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
representatives.

NA DUKAZ CEHOZ Smluvni strany uzavfely tuto
Smlouvu ve formé vefejné listiny ke Dni G€innosti
skrze své radné zmocnéné zastupce.

INSTITUTION/ Poskytovatel

By/ Podpis:

Name/ Jméno: prof. MUDr. Viladimir Pali¢ka,
CSc.,dr. h.c.

Title/Funkce: Director/feditel

Date/Datum: 2. 4. 2019

IDORSIA

By/ Podpis:

Name/Jméno:

Title/ Funkce:

Date/Datum: 25. 3. 2019

INVESTIGATOR / ZKOUSEUJICI: and/a
Signature/ Podpis : By/ Podpis:
Name/ Jméno:
] Title/Funkce:
Date/Datum:
Date/ Datum: 2. 4. 2019
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EXHIBIT A
PAYMENT SCHEDULE AND BUDGET

PRILOHA A ;
HARMONOGRAM PLATEB A ROZPOCET

1. PAYMENTS

1. PLATBY

1.1 Visit Payments:

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

1.1 Platby vychazeji zpoc¢tu Subjektd
Klinického hodnoceni zapojenych do
tohoto Klinického hodnoceni v souladu
s Protokolem a z poctu navstév
realizovanych kazdym ze Subjektd tohoto
Klinického hodnoceni v souladu s nize
uvedenym harmonogramem plateb:

Platba za pacienta — 14denni lééba/ Patient
fee — 14 days treatment

Visit 1 -Screening

Visit 2-Randomization

Visit 3-Treatment Day 1

Visit 4-Treatment Day 2

Visit 5-Treatment Day 3

Visit 6-Treatment Day 4

Visit 7-Treatment Day 5

Visit 8-Treatment Day 6

Visit 9-Treatment Day 7

Visit 10-Treatment Day 8

Visit 11-Treatment Day 9

Visit 12-Treatment Day 10

Visit 13-Treatment Day 11

Visit 14-Treatment Day 12

Visit 15-Treatment Day 13

Visit 16-Treatment Day 14

Visit 17-24 h safety FU Period (includes End
of Treatment (EOT))
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Visit 18-Extended FU Period

Visit 19-End of Study (Week 12-EOS) &
Collection employment status at 6 months/
Visit 19+kontrola zaméstnaneckého stavu po
6 mésicich

Total/Celkem

*Inclusive of fees for completion of pregnancy
testing and MoCA.

The Treatment Day fee applies to the 14 days
post study drug start even if the treatment has
been interrupted/prematurely stopped but the
subject is still participating in the study (i.e., did
not discontinue)

* V¢etné poplatkd za téhotensky test a MoCA.

Platba za den |écby se vztahuje na 14 dnu po
zacatku podani hodnoceného pfipravku, i kdyz
lécba byla prerusena / pfed¢asné ukoncena,
ale subjekt se stale UucCastni studie (ij.
nepferusil Gc¢ast).

1.2  Specific Procedures: CTs and Angiograms
The fees for performance of CTs, CTAs and
DSAs are not included in the visit fees. Fees for
such assessments, which are inclusive of all
applicable overhead, will be paid in accordance
with the below table upon receipt of the applicable
valid image(s) by the imaging vendor and
resolution of any imaging query.

1.2 Specificka vySetfeni: CT a angiogramy

Platby za provedeni CT, CTA a DSA nejsou
zahrnuty v poplatcich za navstévu. Platby za
tato vySetfeni, které zahrnuji veskeré rezijni
naklady, budou zaplaceny v souladu s nize
uvedenou tabulkou, jakmile vendor obdrzi
pFisludnd validni zobrazeni a vyfeSeni vSech
doplnujicich dotaz.

Fee for specific procedure
performed in accordance with
the Protocol / Platba za
specifické vysetreni
provedené v souladu s
protokolem

Institution Fee & currency

Comment

CTA prior to randomization
(early treatment group only) /
CTA pred randomizaci
(vSechny Iééebné skupiny)

Either CTA or DSA performed
and sent to the imaging vendor.

DSA prior to randomization
(early treatment group only) /
DSA pred randomizaci
(vSechny lééebné skupiny)

Either CTA or DSA performed
and sent to the imaging vendor.

CT 24 hours prior to
randomization / CT 24h pfed
randomizaci
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CTA performed following an ] Either CTA or DSA performed

episode of neurological
deterioration / CTA
provedené po epizodé
neurologického zhorseni

and sent to the imaging vendor.

DSA performed following an [ Either CTA or DSA performed

episode of neurological
deterioration. / DSA
provedené po epizodé
neurologického zhorseni

and sent to the imaging vendor.

CT performed following an [

episode of neurological
deterioration. / CT provedené
po epizodé neurologického
zhorseni

CT Day 16 post study drug [

initiation / CT v den 16 po
zahéjeni studijni medikace

Note: Only one (1) CT and/or one (1) angiogram at
each timepoint is required by the Protocol and a
maximum of one (1) of each will be paid for at each
timepoint. If more than one CT and /or angiogram
have been performed for the same timepoint,
Investigator will submit all relevant CTs and
angiograms to the imaging vendor based on his/her
clinical judgement. Time for preparation and
shipment of additional images to the imaging vendor
has been accounted for in the per subject fee.

Poznamka: Protokol vyZaduje pouze jedno (1) CT a/
nebo jeden (1) angiogram v kazdém ¢asovém bodé
a v kazdém ¢asovém bodé se zaplati maximalné
jedno vysetfeni (1). Pokud bylo pro stejny ¢asovy
Usek provedeno vice CT a/ nebo angiogram,
zkouSejici pfedlozi v&echny relevantni CT a
angiogramy k centralnimu ¢teni na zékladé svého
klinického posouzeni. Cas na pfipravu a odeslani
dodate¢nych snimku k centralnimu &teni byl Gétovan
v poplatku za G&astnika.

No payment will be made for CT/CTA/DSA at
hospital admission, as such scans are done per
routine standard of care prior to Subject's start
in Study. Time for shipping of such images to
imaging vendor has been included in the Visit 1-
Screening fee.

No payment will be made for CTA/DSA post
aneurysm-securing procedure, as such scans
are done per routine standard of care and are
not sent to the imaging vendor for central
reading.

V pfipadé pfijeti do nemocnice nebude
provedena zadnd platba za CT / CTA / DSA,
protoze se tato vySetfeni provadéji podle
rutinniho standardu péce pred zahajenim
Gcasti subjektu ve studii. Cas na odeslani
téchto snimkd byl zahrnut do poplatku
Navstéva 1 - Screening.

Nebude provedena Zzadna platba za
CTA/DSA provedené po operaci
aneurysmatu, protoze se tato vySetfeni
provadéji podle rutinnich standardd péce a
snimky nejsou odesilany k centralnimu ¢teni.
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1.3 Site Costs:

1.3 Naklady centra:

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 submitted in accordance with the terms
of this Agreement

Veskeré platby popsané v tabulce Naklady
centra, které zahrnuji veskeré rezijni naklady,
budou zaplaceny pouze po obdrzeni platné
faktury pfedané v souladu s podminkami této
smlouvy.

Site costs including overhead/
Naklady pro nemocnici véetné nakladi**

CZK without VAT / Platba v K¢&, bez DPH

Study Start-Up Fee/Site Set-Up Fee / Poplatek za
projednani smlouvy*

Study Close out: including all activities related to
closing out the site / zavéreéna navstéva vcetné
pfisludnych €innosti

Pharmacy: Set-Up Fee / Lékarna startovni
poplatek

Pharmacy: Close-Out Fee / Lékarna koncovy
poplatek

Pharmacy: Storage Costs / Poplatek za
skladovani

Pharmacy: Dispensing Costs / Poplatek za kazdy
jednotlivy vydej

Site Audit, Quality Audit, Clinical Trial Master File
Audit (paid only if it occurs)/ Poplatek za audit

Document Storage, Archiving Total Cost for 25
years / Archivace 25 let

Institutional Review Board, IRB document
preparation for amendments, changes to informed
consent, administrative preparation fee / Poplatek
etické komisi za dodatky, zmény v Informovaném
souhlasu a administrativu

Investigator fee: study feasibility, review protocol /
poplatek pro zkousSejiciho za feasibilitu a kontrolu
protokolu

Training Site Personnel: Includes operational
procedures, eCRF / Poplatek pro zkousejiciho za
trénink studijniho personalu

Test CT performed and submitted to imaging
vendor prior to recruitment start (1 test paid only
upon successful test)

Test CTA performed and submitted to imaging
vendor prior to recruitment start (1 test paid only
upon successful test)

Test DSA performed and submitted to imaging
vendor prior to recruitment start (1 test paid only
upon successful test)

* Payment after signing the contract based on a
separately invoice invoiced by the institution.

*Uhrada po podpisu smlouvy na zakladé
samostatné vystavené faktury Poskytovatelem.

Confidential/ Davérné Page/ Strana 39 of/z 52 3
Czech Republic CTA Template/ Vzor smlouvy o klinickém vyzkumu pro Ceskou republiku




1domsia

** Payments will be made 2x per year at the end
of the calendar half-year (specific dates may be
determined) based on the invoice. The invoice will
be issued by the Provider on the basis of a
calculation made by Sponsor within 15 days of
receipt of the Calculation by provider (the delivery
date being the date of the taxable transaction).
The calculation will be provided for all items
entered in the budget. The invoice maturity is 30
days from invoice issuing. Upon late payment, the
Provider is entitled to charge default interest at
the statutory level. In case the Sponsor does not
deliver the calculation in due time to the Provider
in accordance with the approved schedule, and in
case of late payment, the Provider is entitled to
suspend the data entry into the database until the
relevant payment is made.

** Platby budou provadény 2x rocne, a to ke
konci kalendarniho pololeti (mozZno stanovit
konkrétni data) na zakladé faktury. Faktura
bude vystavena poskytovatelem na zakladé
kalkulace vytvofené zadavatelem, a to do 15
dni od doruceni kalkulace poskytovateli
(pricemz datum doruceni je zarovern datem
uskute¢néni zdanitelného pinéni). Kalkulace
bude poskytnuta na veskeré poloZky uvedené
v rozpoCtu. Splatnost faktury ¢&ini 30 dni od
vystaveni faktury. Pfi pozdni Uhradé je
poskytovatel oprdavnén Uétovat Urok z prodleni
v zakonné vysi. V pfipadé, Ze zadavatel
nedoruci poskytovateli kalkulaci véas v souladu
s harmonogramem uvedenym v pfedchozim
textu, a dale v pfipadé pozdni uhrady je
poskytovatel opravnén pozastavit zadavani dat
do databaze, a to az do provedeni pfislusné
Uhrady.

In addition to the site costs listed in the table
above, site can invoice Idorsia for infusion
material (i.e. infusion filters) ordered specifically
for study purposes. Invoice will be sent to APA.

Kromé nakladd centra uvedenych v tabulce
vyse muZe centrum vystavit fakturu spoleénosti
Idorsia na infuzni material (tj. Infuzni filtry)
objednané specialné pro studijni ucely. Fakturu
bude zaslana spolecnosti APA.

1.4 Currency:
Idorsia Administrative Payment Agent, | EGzNzG
(“APA”) shall make all payments in CZK.

1.4 Ména:

Administrativni zastupce v zalezitosti plateb
spolecnosti Idorsia (“AZP”) provadi vSechny
platby v K&.

1.5 Screen Failure:

In case of screening failure, the Visit 1-Screening
fee and applicable specific procedure costs will be
paid in accordance with sections 1.1 and 1.2 of
this Exhibit A for the visit and the procedures
performed in accordance with the Protocol. Fees
are inclusive of overhead. Idorsia reserves the
right to reasonably limit the number of screening
failures payments by notifying previously IN
WRITING the Institution and the Investigator.

1.5 Selhani screeningu:

V pripadé selhani screeningu bude platba za
Navstévu 1 - Screening a pfislusné naklady
na specifické vySetfeni zaplaceny v souladu
s body 1.1 a 1.2 této PFilohy A za navstévu a
postupy provedené v souladu s Protokolem.
Poplatky zahrnuji vSechny rezijni naklady..
Spole¢nost Idorsia si  vyhrazuje pravo
prfiméfené omezit pocet plateb pfi selhani
screeningu s tim, Zze bude pfedem pisemné
informovat zdravotnické zafizeni a
zkousejiciho.

1.6 Study Subject Travel Reimbursement:
Travel reimbursement Week 12 End of Study
(EQS)

1.6 Nahrada cestovnich nakladd Subjekt
Klinického hodnoceni: v tydnu 12 End of
Study (EOS)
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A third-party vendor will be utilized for handling
reimbursement of Subject travel expense for
Week 12 (EOS). Subject travel fees will be
reimbursed with lump-sum of amount

Pro zpracovani uhrady cestovnich naklad( pro
tyden 12 (EOS) bude vyuzivan externi
dodavatel. Predmétné cestovni poplatky
budou uhrazeny jednordzovou castkou

1.7 Premature Discontinuation: In case a Subject
prematurely discontinues the Study (Study
treatment is stopped as well as all further Study
visits and assessments), only performed visits will
be paid.

1.7 Pfed€asné ukonéeni: V pfipadé, ze Subjekt
Klinického hodnoceni pfed¢asné ukonci svoji
Ucast v Klinickém hodnoceni (studijni 1é¢ba se
ukongi stejné jako dalSi studijni navstévy a
vySetfeni), hradi se pouze realizované
navstévy.

1.8 Pharmacy Fees. Idorsia agrees to pay for
Pharmacy Services according to the fees listed
above in the table.

1.8 Uhrada vydaju |ékarny. Spole¢nost
Idorsia zaplati za Sluzby lékarny tak, jak je
uvedeno v tabulce.

1.9 Final Payment:

The final payment shall be contingent upon the
following additional conditions:

e All Required Study Subject visits have been
completed

e Idorsia has received all Study Subject Data
in a form suitable for analysis

e All data clarification queries have been
resolved to Idorsia’s satisfaction

° Idorsia has verified that all required
regulatory documentation is complete

e The Study close-out visit has
completed

° Institution has provided final invoices within
thirty (30) days of close out visit.

been

¢ Institution shall have sixty (60 days) from the
receipt of the final payment under this
Agreement to identify discrepancies and

1.9 Konecéna platba:

Kone¢na platba je podminéna splnénim

nasledujicich podminek:

e  VSechny pozadované navstévy pacientt
byly uskute¢nény

e  Spole¢nost Idorsia obdrzela vSechna data
v podobné vhodné pro analyzu

e VSechny dotazy na ujasnéni dat byly
vyfeSeny ke spokojenosti spolecnosti
Idorsia

e  Spole¢nost Idorsia ovérila, ze vSechny
dokumenty vyzadané spravnimi orgnany
jsou kompletni

e Byla uskuteCnéna wuzaviraci navstéva
pracovisté (Close-out visit)

° Poskytovatel vystavil posledni faktury
béhem ftficeti (30) dnd od uzaviraci

navstévy pracoviste.
e  Poskytovatel ma Sedesat (60) dni od
obdrzeni posledni platby dle této Smlouvy

resolve any payment disputes with Idorsia or k urCeni nejasnosti a  vyreSeni
its designee. pochybnosti se spole¢nosti Idorsia nebo
jejim z&stupcem.
2. INVOICING 2. FAKTURACE

2.1 All visit and specific procedure payments shall
be made twice a year by ldorsia through APA
in accordance with the terms of this
Agreement. Invoices are not required for
such visit payments. Payments requiring
invoice will be made within thirty days (30)

upon issuing of a valid invoice and

2.1 VeSkeré platby za navstévu a konkrétni
procedury budou provadény dvakrat rocné
spolecnosti Idorsia prostrednictvim APA v
souladu s podminkami této dohody. Faktury
se pro takové navstévy na misté nevyzaduji.
Platby vyZadujici fakturu budou provedeny
do tficeti dnl (30) od vystaveni platné faktury
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corresponding documentation..

The following information should be included

on the invoice:

e  Complete Institution name

e A unique invoice number

e Invoice Date

e Payee Name (must match Payee
indicated in Exhibit B to this
Agreement)

e Payment Amount

Complete description of services

rendered (list subject number for

reimbursement related to study subject

visits but do not include any subject

identifiers such as name and /or initials)

Study Protocol Number ID-054-304
Invoice is to be addressed to (please
see next paragraph for submission
instructions):

Idorsia Pharmaceuticals Ltd
VAT Number: CHE-464.823.420
Hegenheimermattweg 91

4123 Allschwil

Switzerland

Invoices may be uploaded directly via the
APA Site Portal (instructions will be provided
under separate cover), submitted

electronically to
T

facsimile to | | or sent via mail:

a odpovidajici dokumentace.

Nasledujici informace musi byt uvedeny na

fakture:

e PlIny nazev Poskytovatele

e Unikatni &islo faktury

o Datum faktury

e Jméno pfijemce platby (musi byt v souladu s
identifikaci pfijemce platby na formulafich
zastupce)

o Castkak platbé

e Plny popis uskute¢nénych sluzeb (uvedte
Cislo subjektu pro Uhradu souvisejici s
navstévami subjektu, ale nezahrnujte zadné
identifikatory subjektu, jako je jméno a/
nebo inicialy)

o Cislo protokolu ID-054-304
Faktura je ur€ena pro (viz dalSi odstavec
pro pokyny k odeslani):

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

Switzerland

Faktury mohou byt vloZzeny pfimo na stranky
portalu AZP (pokyny budou poskytnuty
separatné), nebo postoupeny elektronicky
na , odeslany

faxem na ¢. NS nebo

odeslany postou:

Invoices submitted via the portal or email will
be immediately acknowledged with a
reference number for future reference.
Contact: For questions regarding invoices or

payments, please contact the || I
Customer Support Team at [ N

Faktury postoupené pfimo skrz portal nebo
emailem budou okamzité potvrzeny
referencnim ¢€islem pro budouci odkaz.
Kontakt: V pfipadé dotazd k fakturam nebo
platbé prosim kontaktujte linku pomoci

spoleénosti I na ¢isle: I

2.2 The reimbursement of expenses that exceed
the maximum amounts described in this
Agreement require prior approval from

2.2 Uhrada nékladu, které prekrauji maximalni
¢astky popsané v této smlouvé, vyzaduje
predchozi souhlas spole¢nosti Idorsia
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Idorsia.

2.3

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

2.3 Stejna fakturaéni adresa plati take pro
jakékoli pribézné néklady, jak jsou uvedeny
v €lanku 4.4 této Smlouvy.

2.4

Idorsia / APA will cover its wire transfer fees
charged by Idorsia’s / APA’ bank. Bank
charges of a corresponding Institution bank
and/or any other intermediary bank, will be
the responsibility of the Institution.

2.4 Spolecnost Idorsia/AZP hradi poplatky
za bankovni pfevody, které ji Gctuje jeji
bankovni Ustav. Bankovni poplatky
pfislusné banky Poskytovatele nese
Poskytovatel.

Confidential/ Davérné

EXHIBIT B
BANK TRANSFER DETAILS

Formular k prijeti platby
(Payment Intake Form)

Idorsia Pharmaceuticals Ltd , ID-054-304

Vyzkumnik (Investigator)

C.faktury / Invoice Number:

1.) Kfiestni jméno: (First/ Given Name)

2) Piijmeni: (Last/ Family Name)

Smluvni piijemce (Contract Payee)

Jméno piijemce platby (musi byt shodné se
Jjménem uvedenym ve smlouvé)
3) (Payee name must match name in the contract)

Fakultni nemocnice Hradec Kralové

4.) | DIC (VAT/Tax ID)

CZ00179906

Platebni idaje (Banking Information)

5) Nézev banky (Bank Name)

Cesk4 nérodni banka

6.) | Ulice (Bank Street) Na Piikop¢ 28
7.) Mésto (Bank City) Praha 1
8.) Stat/Provincie (Bank State/Province) Ceska republika
9.) | PSC (Bank Postal Code) 11503
10.) | Zem¢ (Bank Country)

Me¢éna tctu pifjemce
11.) | (Receiving Account Currency) 24639511/0710

C72)
12.) | AIBAN (24 Digits) — Begins with CZ)

IBAN (24mistni ¢iselny kod zacinajici pismeny

CZ23 0710 0000 0000 2463 9511
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13.)
14.)

15.)

16.)
17.)
18.)

19.)
20.)
21.)

22))

23.)

1domsia

Kod SWIFT (8 nebo 11 znaki)

(SWIFT Code (8 or 11 Characters)) CNBACZPP

Zdamerné ponechdno prdzdné (Intentionally

Blank) Odpoved neni poZadovdna (No Response Required)
Zdamerné ponechdno prdzdné (Intentionally

Blank) Odpoved neni poZadovdna (No Response Required)

Pokud se smluvni ména pro platbu neshoduje s ménou vaseho bankovniho tctu, je mozné, Ze budete muset vyuZzit
zprostiedkujici banku. Podrobnosti Vam sdé¢li vase financni instituce. Pokud je nutna zprostfedkujici banka, uved’te prosim
jeji nazev, ¢islo tctu (pokud je k dispozici) a SWIFT kéd s dal$imi pokyny, které jsou k bankovnimu pfevodu nutné.

(If the contracted Payment Currency does not match your bank account, you may need to provide an Intermediary Bank. Please contact your
Financial institution for details. If an Intermediary bank is required, please provide Bank Name, Account Number if applicable and SWIFT
Code of Intermediary Bank along with all other required Wire instructions)

Kontaktni informace (Contact Information)

Jméno piijemce faktury, ktery zasila faktury

(Name of Invoice Recipient sending invoices) Jitka HaleSova
Telefon a e-mail (Phone Number & Email) +420495833827  jitka.halesova@fnhk.cz
Preferovany jazyk (Language Preference) CeStina popf. anglictina

Jméno piijemce plateb, ktery bude dostavat
ozndmeni o platbach a detailni informace.
(Name of Payment Recipient to receive payment

notification and details) Jitka HaleSova
Telefon a e-mail (Phone Number & Email) +420495833827  jitka.halesova@fnhk.cz
Preferovany jazyk (Language Preference) Cestina popft. anglictina

Autorizace (Authorization)

Podpis zmocnujici osoby a datum
(Authorized Signature and Date)

prof. MUDr. Vladimir Palicka, CSc., dr. h. c.,
Jméno hlilkovym pismem (Printed Name) feditel

*Je nutny podpis zmociujici osoby* Vase strojové napsané jméno v tomto formulari poslouzi jako

elektronicky podpis

(*An authorized signature is required* Typing your name on this form will serve as an electronic signature)
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EXHIBIT C

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

O The Processor shall implement and maintain the following
technical and organizational measures:

x  The Processor shall implement and maintain the technical and
organizational measures set out in the table below.

(1) Access control to premises and
facilities

Measures to prevent unauthorised persons from gaining access to data
processing systems with which Personal Data are processed or used:

Measure Check applicable
Are the access points secured? X

Which measures are in place to ensure access control?
Magnetic card
Chip card

Key

d

Works security
Surveillance facilities
CCTV

alarm system
Others:

Admission control system to restrict access
to authorized employees

Porter (24/7) O

Regulations regarding external staff,
cleaning staff, and visitors

Oo0o0oaogoad
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Regulations of access control regarding
telecommuters/homeworkers

(2) Access control to systems

Measures to prevent data processing systems from being used without
authorisation:

Measure Check applicable
Determined, secured storage places for
data carriers (e.g. USB sticks)

Only authorized persons can access data
carriers

Data carriers are management according to [
a determined process

Data carriers for different principals are kept
separately

Data carriers can be securely destroyed

(3) Access control to data

Measures to ensure that persons entitled to use a data processing system
have access only to the data to which they have a right of access, and that
Personal Data cannot be read, copied, modified or removed without
authorisation in the course of processing or use and after storage:

Measure Check applicable
Only authorized persons can access IT
systems

There are differing permissions for example
for reading, deleting, changing

There are differing permissions for access
to data, applications, and operating system

There is a process to regulate data
recovery from a backup

The wuse of applications and files is
recorded

Testing and production environments are
separate

(4) Transmission control
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Measures to ensure that Personal Data cannot be read, copied, modified or removed
without authorisation during electronic transmission or during their transport or storage
on data media, and that it is possible to check and establish to which bodies a transfer
of Personal Data by means of data transmission facilities is envisaged:

Measure Check applicable
Data carriers are sent securely

Data carrier transports are escorted O

All data is transmitted only in encrypted form O

E-mail is sent encrypted

Data transfers are secured through an encrypted
VPN or similar

Only authorized persons can transfer and receive
data

(5) Data entry control

Measures to ensure that it is possible to subsequently check and establish whether and
by whom Personal Data have been input into, modified in, or removed from, data
processing systems:

Measure Check applicable

Only persons with specific permissions can enter
data

Data entry is recorded

Administrative action (for example changing user
permissions) is recorded

(6) Data Processing control

Measures to ensure that Personal Data processed on a commissioned basis are
processed strictly in accordance with the instructions of the principal:

Measure Check applicable

Employees are given express data protection
instructions

Employees are bound by secrecy obligations
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(7) Availability control

Measures to ensure that Personal Data are protected from accidental destruction or
loss:

Measure Check applicable

A data backup maintained on at least a daily basis
Data carriers are stored disaster-proof

There is a determined process in case of
emergencies

Systems are redundant
There is an uninterruptible power source
A business continuity management policy is place O

(8) Separation control

Measures to ensure that data collected for different purposes are processed separately:

Measure Check applicable
Data of principals are kept on physically

separated systems

Data of principals are kept logically separated

Different employees deal with the data of different

principals

Backups are kept physically separated for

different principals

PRILOHA C
TECHNICKA A ORGANIZACNI OPATRENI VYKONAVANA
ZPRACOVATELEM UDAJU PODLE CL. 32 GDPR

[0 Zpracovatel realizuje a wudrzuje nasledujici technicka a
organizacni opatfeni:

Zpracovatel realizuje a udrzuje technickd a organizacni opatfeni
uvedena v nize uvedené tabulce.
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(1) Kontrola pfristupu do prostor a
zarizeni

Opatreni zabranujici pfistupu neopravnénych osob k systémdm zpracovani
udaja, kterymi jsou osobni Udaje zpracovavany nebo vyuzivany:

Opatreni Platné zaskrtnéte
Jsou pfistupové body zabezpeceny?

Jaka opatreni jsou zavedena k zajisténi kontroly pfistupu?

Magneticka karta a
Chipova karta a
Kli¢

Zabezpeceni praci
Zajistovaci zafizeni
Kamerovy systém
Bezpecnostni systém
Jina:

O000ad

Systém kontroly pfistupu k omezeni
pFistupu opravnénych zaméstnancu

Vratny (24/7) O
Predpisy tykajici se externiho personalu,
Uklidového personalu a navstévnikl

Pravidla kontroly pfistupu tykajici se
externé pracujicich/pracujicich z domova

(2)  Rizeni pfistupu k systémam

Opatfeni k ochranépouziti systému zpracovani udaju bez povoleni:

Opatreni Platné zaskrtnéte
Uréené, zabezpelené Uulozisté datovych

nosi¢u (napfiklad USB)

K nosi€im dat mohou pfistupovat pouze

opravnéné osoby

Datové nosiCe jsou spravovany podle O

uréeného procesu
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Datové nosice pro rizné povéfené
pracovniky jsou uchovavany samostatné

Datové nosi€e mohou byt bezpecné
zniCeny

(3)  Rizeni pristupu k udajom

1domsia

Opatfeni, ktera zajisti, aby osoby opravnéné k pouzivani systému zpracovani
Gdaju mély pfistup pouze k udajum, ke kterym maji pFistupové pravo a aby
osobni Udaje nebylo mozné po uskladnéni, v pradbéhu zpracovani nebo
pouzivani €ist, kopirovat, upravovat nebo odstranovat bez povoleni:

Opatieni

Pouze opravnéné osoby mohou pfistupovat
K IT systémim

Existuji opravnéni, napfiklad pro cteni,
mazani nebo zménu

Existuji opravnéni pro pristup k datim,
aplikacim a k opera¢nimu systému

Existuje proces, jak regulovat obnovu dat
ze zalohy

PouZiti aplikaci a soubor se zaznamenéava

Testovaci a vyrobni prostfedi jsou od sebe
oddélena

Platné zaskrtnéte
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(4)  Rizeni pfenosu

Opatreni, ktera zajisti, aby osobni Udaje nebylo mozno ¢&ist, kopirovat, upravovat nebo
odstrafiovat bez povoleni béhem elektronického pfenosu nebo béhem jejich prepravy
nebo ukladani na datové nosiCe a aby bylo mozné zkontrolovat a zjistit, na které
subjekty se prenos osobnich udaji prostfednictvim zafizeni pro pfenos Udaju vztahuje:

Opatieni Platné zaskrtnéte
Datové nosice jsou bezpecné odesilany
Pfeprava datovych nosicu je hlidana O

V8echna data jsou pfenasena pouze v Sifrované 0O
podobé

E-mail je Sifrovan

Datové prenosy jsou zabezpeleny
prostiednictvim Sifrované VPN nebo podobné

K pfenosu a pfijmu dat jsou opravnény pouze
opravnéné osoby

(5)  Rizeni zadavani dat

Opatfeni, ktera zajistuji naslednou kontrolu a umoznuji zjistit, zda a kym byly osobni
udaje do systému zpracovani dat viozeny, upraveny nebo odstranény:

Opatreni Platné zaskrtnéte

Zadavat data mohou pouze osoby s konkrétnimi
opravnénimi

Zaznam dat je zaznamendavan

Administrativni ukon (napfiklad zména opravnéni
uzivatele) je zaznamenan

(6)  Rizeni zpracovani dat

Opatreni k zajisténi, aby se osobni Udaje zpracovavaly strikiné v souladu s platnymi
pokyny:

Opatreni Platné zaskrtnéte

Zaméstnanci dostanou vyslovné pokyny k
ochrané udaju
Zameéstnanci jsou vazani mi¢enlivosti
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(7)  Rizeni dostupnosti

Opatfeni k zajisténi ochrany osobnich Udaji pfed nahodnym zni¢enim nebo ztratou:

Opatieni Platné zaskrtnéte

Zalohovani dat je provadéno alespori jednou
denné

Datové nosi¢e jsou ulozeny v prostredi
chranéném proti katastrofam

V pfipadé mimofadnych udélosti existuje uréeny
postup

Zalozni systém se prekryva

Existuje nepferusitelny zdroj elektfiny

K dispozici jsou postupy Fizeni nepretrzitétho O
provozu

(8) Rizeni oddéleni

Opatfeni, ktera zajisti, Ze Udaje shromazdéné pro ruzné ucely budou zpracovany
oddélené:

Opatieni Platné zaskrtnéte

Udaje jsou ulozeny ve fyzicky oddé&lenych
systémech

Udaje jsou logicky oddéleny
RUzni zaméstnanci se zabyvaji raznymi daty
Zéalohy pro razné udaje jsou fyzicky oddéleny
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