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INSTITUTION AGREEMENT
Protocol # XXXXXXXXX

This institution agreement (the “Agreement”)
is entered into as of the date of last signature
hereto (the “’”Effective Date”) by and be-
tween Idorsia Pharmaceuticals Ltd., having as
a place of business Hegenheimermattweg 91,
4123 Allschwil , Switzerland (“Idorsia”), and
Fakultni nemocnice Kralovske Vinohrady lo-
cated at Srobarova 1150/50, 100 34 Prague
10; Identification number KH/12/00/2020, VAT
CZ00064173, cost center 21014 established
by decision of the Ministry of Health fo
29.5.2012 file no.. MZDR 17266-I11/2012,
amending and supplementing the decision of
Minister of Health of 25.11.1990 Ref. OP-054-
25.11.90, as amended by the Measure of the
Ministry of Health issuee under ref. No.: MZDR
33222/2016 — 2 /OPR of 31 May 2016,
represented by Prof. MUDr. Petr Arenberger,
DrSc. MBA, FCMA, Director of Hospital (the
»Institution) referred to individually herein as a
“Party” or collectively as the “Parties”.

A. ldorsia is conducting a clinical research on
aprocitentan, (the "Study Drug") in a clinical
study (the “Study") conducted according to
the provisions of this Agreement and protocol
XXXXXXXXXX, titled: " Multi-center, blinded,
randomized, parallel-group, Phase 3 study
with aprocitentan in

subjects with resistant hypertension (RHT)"
and any amendments thereto (the "Protocol”).

B. Idorsia has engaged company Argint Inter-
national Clinical Research and Development
Services Kfta clinical research organization
("CRO") as an independent contractor and its
authorized representative to perform certain
services in connection with the Study.

'SMLOUVA SE ZDRAVOTNICKYM
ZARIZENIM PROTOKOL # XXXXXXXXXX

Tato smlouva se Zdravotnickym zafizenim
(dale oznagovana jen jako ,Smlouva®) se
uzavira ke dni posledniho podpisu této
Smlouvy (déle oznaCovany jen jako ,Den
platnosti “) mezi spoleCnosti Idorsia
Pharmaceuticals Ltd s mistem podnikani na
adrese Hegenheimermattweg 91, 4123
Allschwil, Svycarsko (dale oznagovanou jen
jako ,ldorsia”) a Fakulni nemocnici
Kralovské Vinohrady se sidlem Srobarova
1150/50, 100 34 Praha 10, Ceska republika
IC: 00064173, DIC: CZ00064173, &islo
jednaci: KH 12/2020, nakladové stredisko:
21014 zfizenou rozhodnutim Ministerstva
zdravotnictvi ze dne 29.5.2012 ¢&.j.: MZDR
17266-111/2012, kterym se méni a dopliuje
rozhodnuti ministra zdravotnictvi ze dne
25.11.1990 ¢.j. OP-054-25.11.90 ve znéni
zmén provedenych Opatfenim Ministerstva
zdravotnictvi vydaného pod ¢.j.. MZDR
33222/2016 — 2/ OPR ze dne 31.kvétna
2016, zastoupenou Prof. MUDr. Petrem
Arenbergerem, DrSc. MBA, FCMA,
feditelem

(dale oznalovanou jen jako ,Zdravotnické
zarizeni®). Spole¢nost Idorsia a
Zdravotnické zafizeni jsou dale samostatné
oznacovani jako ,Smluvni strana“ nebo
spole¢né jako ,Smluvni strany®.

A. Spole€nost Idorsia provadi v ramci
klinického hodnoceni (dale oznaCované jen
jako  ,Klinické hodnoceni“) Kklinicky
vyzkum aprocinantau, (dale oznacovany jen
jako ,,Hodnoceny pripravek“) provadény v
souladu s ustanovenimi této Smlouvy a
protokolu XXXXXXXXXXX , nazvaného:
,Multicentrické, zaslepené, randomizované
klinické hodnoceni faze 3 s paralelnim
skupinami s aprocitentanem u pacientu
s rezistetni hypertenzi (RHT)" a v souladu s
jakymikoli jeho dodatky (dale oznacovany
jen jako ,Protokol®).

B. Spole¢nost Idorsia se zapojila do
spoluprace se spolecnosti Argint
International  Clinical Research and
Development Services Kft, organizaci
zabyvajici se klinickym hodnocenim (déle
oznaCovanou jen jako ,CRO), jako
nezavislym dodavatelem a jejim zastupcem
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C. The Study is of mutual interest and benefit
to the contracting Parties and will further the
research objectives of the Parties.

D. XXXXXXXXXXXXXXX (the “Investigator”)
has agreed to act as principal investigator for
the Study at the Institution under a separate
agreement with Idorsia (the “Investigator
Agreement”).

E. Institution desires to perform such activities
as a clinical site for the Study, all on terms and
conditions set forth herein.

The Parties agree as follows:

ARTICLE 1
CONDUCT OF THE STUDY

1.1 Study Standards. Institution shall perform
the Study in accordance with (i) the terms and
conditions of this Agreement; (ii) the Protocaol,
(i) Idorsia's reasonable written instructions
(iv) generally accepted standards of good clin-
ical practice; (v) the International Council on
Harmonisation of Technical Requirements of
Pharmaceuticals for Human Use Guideline for
Good Clinical Practice (ICH-GCP”); and (vi)
all national and international laws, ordinances,
rules, and regulations of any governmental au-
thority ("Regulatory Authority"™) and any
other authority that apply to the conduct of the
Study or the activities contemplated hereunder
("Applicable Law").

zmocnénym k poskytovani urcitych sluzeb v
souvislosti s Klinickym hodnocenim.

C. Kilinické hodnoceni je pfedmétem
spole¢ného zajmu Smluvnich stran a je pro
ob& Smluvni strany prospésné, pficemz
napomaha dosazeni vyzkumnych cild
Smluvnich stran.

D.XXXXXXXXXXXXX, (dale oznacdovany
jen jako “Zkousejici’) souhlasi s funkci
hlavniho  zkouSejiciho  pro  Klinické
hodnoceni ve Zdravotnickém zarizeni, a to
na zakladé separatni smlouvy se
spole¢nosti Idorsia (dale oznaCovanou jen

jako “Smlouva se zkousejicim”).

E. Zdravotnické zafizeni jako
pracovisté, kde se provadi klinicka
hodnocenii si pfeje realizovat Cinnosti v
ramci Klinického hodnoceni za podminek
stanovenych v této Smlouvé.

Smluvni strany se dohodly takto:

~ CLANEK1 ,
PROVADENI KLINICKEHO HODNOCENI

1.1 Standardy Klinického hodnoceni.
Zdravotnické zafizeni bude provadét
Klinické hodnoceni v souladu s (i)
podminkami této Smlouvy; (ii) Protokolem:;
(i) oduvodnénymi pisemnymi pokyny
spole¢nosti  Idorsia;  (iv)  vSeobecné
pfijimanymi standardy spravné klinické
praxe; (v) smeérnici pro spravnou klinickou
praxi International Council on Harmonization
of Technical Requirements of Pharmaceuti-
cals for Human Use Guideline for Good Clin-
ical Practice (dale oznaCovana jen jako
»ICH-GCP®); a (vi) veSkerymi narodnimi a

mezinarodnimi pravnimi predpisy,
vyhlaSkami, pravidly a  smérnicemi
jakéhokoli statniho uradu (dale

oznacovaného jen jako ,Regulaéni organ®)
a jakéhokoli jiného Ufadu, které se vztahuiji
na provadéni Klinického hodnoceni nebo na
¢innosti zamyS$lené touto Smlouvou (déale
oznacované jen jako ,Prislusné pravni
predpisy”).
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1.2 Protocol. The Protocol given to Institution
by Idorsia is incorporated herein by reference.
Any amendments to the Protocol must be
agreed to by Idorsia and the IRB/IEC in writ-
ing. All such amendments will be automatically
incorporated as part of this Agreement., Insti-
tution shall ensure that Investigator and em-
ployees, involved in the conduct of the Study
under the Investigator’s supervision ("Study
Personnel) do not deviate from the Protocol,
without prior written approval from Idorsia and
the IRB/IEC. Deviation from the Protocol is
only possible in the event of a threat to the
health of the Subject and to the extent and to
the extent necessary to protect the safety,
rights or benefits of the Entities (as defined be-
low) Notwithstanding the foregoing, to the ex-
tent a deviation from the Protocol occurs dur-
ing the Study Institution shall ensure that In-
vestigator promptly reports such deviation and
the reason therefor to CRO or Idorsia and, if
required by the IRB/IEC policies, the IRB/IEC.

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

1.4 Replacement of Investigator. If Investiga-
tor cannot carry out his/her duties under the
Investigator Agreement, orif the employment
relationship between the Institution and the In-
vestigator will be terminated, or notifies Insti-
tution that he/she is likely to leave, Institution
will immediately notify Idorsia, and Institution
and ldorsia shall endeavor to agree upon a
successor. If, within fifteen (15) days, Institu-
tion and Idorsia are unable to jointly agree
upon a successor for any reason, then ldorsia
may terminate this Agreement as set forth in
Section 13.1 (Termination by ldorsia).

1.2 Protokol. Protokol poskytnuty
Zdravotnickému  zafizeni ze  strany
spoleCnosti ldorsia se do této Smlouvy
zaClenuje  odkazem. Jakékoli zmény
Protokolu musi nejdfive pisemné
odsouhlasit spole¢nost Idorsia a IRB/IEC.
VSechny takové zmény se automaticky
zaClefuji jako soucast této Smlouvy.
Zdravotnické zafizeni bere na védomi a
souhlasi, ze ZkouSejici a zaméstnanci
Ucastnici  se provadéni Klinického
hodnoceni pod vedenim ZkouS$ejiciho (dale
jen “Persondl klinického hodnoceni”) se
neodchyli od Protokolu bez pfedchoziho
pisemného souhlasu spole¢nosti Idorsia a
IRB/IEC. Odchylka od Protokolu je mozna
pouze v pripadé ohrozeni zdravi Subjektu a
v pfipadé a v rozsahu nezbytném pro
ochranu bezpecnosti, prav nebo prospéchu
Subjektl (jak je tento vyraz definovan nize).
Bez ohledu na vy3e uvedené plati, Zze v
rozsahu, v némz dojde v prabéhu Klinického
hodnoceni k odchyleni se od Protokolu
Zdravotnické  zafizeni  souhlasi, Ze
ZkousSejici, bez zbyteCného prodleni toto
odchyleni a jeho diivod nahlasi CRO nebo
spolecnosti ldorsia a IRB/IEC.

1.3 Zazemi/zarizeni. Klinické hodnoceni
se bude provadét vyhradné v prostorach
Zdravotnického zafizeni, které spoleénost
Idorsia vyhodnotila jako odpovidajici.

14. Vyména ZkouSejiciho. Jestlize
Zkousejici jiz nemuUze vykonavat své
povinnosti dle Smlouvy se ZkouSejicim,
nebo pokud dojde k ukonCeni pracovné-
pravniho vztahu mezi Zdravotnickym
zafizenim a ZkouS$ejicim, pak Zdravotnické
zafizeni o této skutecnosti bez zbyteéného
prodleni uvédomi spole¢nost Idorsia.
Zdravotnické zafizeni a spole¢nost Idorsia
se spolecné pokusi dohodnout na nastupci
ZkouSejiciho. Jestlize se Zdravotnickému
zafizeni a spolecnosti Idorsia nepodafi z
jakéhokoli divodu do patnacti (15) dnu
dohodnout na osobé nastupce ZkousSejiciho,
pak je spoleCnost Idorsia opravnéna tuto
Smlouvu  vypovédét v  souladu s
ustanovenimi  ¢lanku  13.1  (Vypovéd
smlouvy ze strany spole¢nosti Idorsia).
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1.5 Subjects. Prior to screening a Study par-
ticipant ("Subject) for enrollment into the
Study,Investigator shall ensure to obtain from
such Subject or Subject's legal representative,
a signed patient consent form meeting all re-
quirements under Applicable Law and previ-
ously approved by IRB/IEC and Idorsia
("ICF"). Investigator shall promptly, but in any
event within five (5) working days after discov-
ery of a Study participant receipt of the drug,
report to Idorsia and the IRB/IEC any failure to
obtain a signed ICF from such Subject.

1.6 Study Drug.

1.6.1 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 (i) will
verify to Idorsia receipt of the Study Drug; (ii)
will store the Study Drug in a safe and se-
curely-locked area per Protocol requirements;
(i) will use Study Drug only for Study pur-
poses 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) Investigator 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 ldorsia.

1.6.2 Unused Drug. If the Study is terminated,
suspended, discontinued, or completed, Insti-
tution shall return to Idorsia or its designee any
unused quantities of the Study Drug, or upon
Idorsia's request, properly dispose of unused
guantities, in each case in accordance with
Idorsia's instructions and together with a writ-
ten certification thereof, at Idorsia's reasona-
ble expense.

15 Subjekty. Pfed screeningem
kazdého z ucastniki Klinického hodnoceni
(dale oznacovany jen jako ,Subjekt) kvali
naboru do Klinického hodnoceni ziska
ZkouSejici od kazdého Subjektu nebo jeho
zakonného zastupce podepsany formulaF
informovaného souhlasu pacienta, ktery
spliiuje v8echny pozadavky Pfislusnych
pravnich predpisl a byl schvalen IRB/IEC a
spolecnosti Idorsia (formulaf informovaného
souhlasu dale ozna€ovany jen jako ,ICF).
ZkouSejici urychleng, v kazdém pfipadé
vSak do péti (5) pracovnich dnl od zjisténi
uziti 1éCiva ze strany ucastnika Klinického
hodnoceni, nahlasi spole¢nosti Idorsia a
IRB/IEC jakékoli neziskani podepsaného
formulafe ICF od takového Subjektu.

1.6 Hodnoceny pfipravek.

1.6.1 Dodani a uzivani. Spole¢nost Idorsia
vlastni Hodnoceny pfipravek nebo ma k
nému vSechna nezbytna prava. Spole¢nost
Idorsia nebo jeji spfiznéna spoleCnost
poskytne Zdravotnickému zarizeni
Hodnoceny pfipravek bezplatné.
Zdravotnické zafizeni: (i) potvrdi spole¢nosti
Idorsia pfevzeti Hodnoceného pfipravku; (ii)
bude uchovavat Hodnoceny pfipravek na
bezpecném a bezpecné uzamcéeném misté
v souladu s pozadavky Protokolu; (iii) bude
uzivat 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)  ZkouSejici  nevyda
Subjektim expirovany Hodnoceny
pfipravek; a (vi) bez predchoziho
pisemného souhlasu spole€nosti Idorsia
nepfeda zadné tfeti osobé& Hodnoceny
pripravek ani Zadnou jeho cast.

1.6.2 Nevyuzitée léCivo. Jestlize je
ukoneno, pozastaveno, pferuseno nebo
dokon&eno provadéni Klinického
hodnoceni, Zdravotnické zafizeni vrati
spole¢nosti Idorsia nebo ji jmenovanému
zastupci veskery nevyuzivany Hodnoceny
pfipravek, pfipadné na Zadost spolecnosti
Idorsia fadné zlikviduje jeho nevyuzitou
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1.8. Equipment. Idorsia or a third party vendor
(the “Third Party Vendor”), as the case may
be, owns and shall retain all right, title and in-
terest in and to any equipment, materials, or
devices supplied to or purchased by ldorsia or
the Third Party Vendor for Institution to use in
the conduct of the Study (the "Equipment").
Institution shall ensure that the Equipment is
not used for any purposes except for the per-
formance of the Study as set forth in the Pro-
tocol, and shall restrict access to and use of
the Equipment to those members of the Study
Personnel for whom such access and use is
required to conduct the Study. Institution shall
return the Equipment to ldorsia, the Third
Party Vendor or their designee, in working or-
der with normal wear and tear excepted, within
twenty (20) days from the company challange,
at Idorsia's reasonable expense. In the event
that Idorsia lends any Equipment, a separate
rental agreement will be drawn up.. If Institu-
tion requests the assignment (tranfer) of the
Equipment in writing within thirty (30) days af-
ter early termination of this Agreement or com-
pletion of the Study, Idorsia may at its sole dis-
cretion, transfer the ownership of Idorsia-
owned Equipment to Institution in the condition
“as is”. Upon transfer of ownership, any liability
arising from defects or faults of the Equipment
is waived. Idorsia shall not be liable for any di-
rect, indirect, or other damage, resulting from
the use of the Equipment. No particular sup-
port, service or update in connection with the
Equipment is implied as part of the donation.
In accepting such donation, Institution hereby
accepts assignment (tranfer) under the condi-
tions set forth herein. Alternatively, it will be
dealt with in a separate contract.

Cast, v kazdém pfipadé vSak v souladu s
pokyny spoleCnosti Idorsia a spolu s
vystavenim pisemného potvrzeni o tomto
vraceni, pfiéemz toto vSe probiha na
naklady spolecnosti Idorsia, které museji byt
pfimérené.

1.8 Vybaveni. Spole¢nost  Idorsia,
pfipadné jeji nezavisly dodavatel (dale
oznacovany jen jako .Nezavisly

dodavatel®) vlastni a ponecha si veskera
prava, vlastnickA prava a podily na
jakémkoli  vybaveni, materialu  nebo
zafizenich, které spoleCnost Idorsia nebo
Nezavisly  dodavatel dodal/a  nebo
zakoupil/a pro Zdravotnické zafizeni pro
ucely vyuziti v ramci provadéni Klinického
hodnoceni (dale oznaCované jen jako
~-Vybaveni“). Zdravotnické zafizeni zajisti,
Z2e Vybaveni nebude vyuZito pro zadny jiny
ucel, nez je provadéni Kilinického
hodnoceni, jak je uvedeno v Protokolu, a
omezi pristup k tomuto Vybaveni a jeho
uzivani na ty Pracovniky podilejici se na
Klinickém hodnoceni, ktefi k nému museji
mit pro ucely provadéni Klinického
hodnoceni pfistup a moznost je uzivat.
Zdravotnické zafizeni vrati Vybaveni
spole¢nosti Idorsia, Nezavislému dodavateli
nebo jim jmenovanému zastupci, a to ve
funkénim stavu s ohledem na bézné
opotfebeni, do dvaceti (20) dnG od vyzvy
spole¢nosti Idorsia, pfiemz pfiméfené
naklady na toto vraceni hradi spole¢nost
Idorsia. V pfipadé, Ze spoleCnosti Idorsia
bude zapujceno jakékoliv Vybaveni, bude o
tomto sepsana samostatnA smlouva o
vypuijcce. Jestlize si Zdravotnické zafizeni
pisemné vyzada do tficeti (30) dnd od
pred¢asného ukoncCeni této Smlouvy nebo
od dokonc¢eni Klinického hodnoceni pfevod
Vybaveni, mize spole¢nost Idorsia dle
svého vlastniho uvazeni prevést vlastnictvi
Vybaveni spolecnosti Idorsia v aktualnim
stavu, tj. bez zaruky jakosti, na Zdravotnické
zafizeni. Po pfevodu vlastnictvi zanika
jakakoli odpovédnost za vady nebo
nedostatky Vybaveni. Spole€nost Idorsia
nenese odpovédnost za zadnou pfFimou,
nepfimou ani jinou Skodu, kterd vznikne v
dasledku uzivani tohoto Vybaveni po tomto
pfevodu. Soucasti pfevodu neni Zadna
miICky pFfedpokladana podpora, servis ani
aktualizace Vybaveni. V pfipadé prevodu
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1.9 Publication of this Agreement. The Institu-
tion shall only initiate the conduct of the Study
after this Agreement has been published in the
contract register according to the Applicable
Law.

An edited version of this Agreement will be
sent by Idorsia to the Institution no later than
on the Effective date of the Agreement.

ARTICLE 2
RECORDS AND REPORTS

2.1 Records and Reports. Institution shall gen-
erate, maintain, retain and promptly submit, as
requested by Idorsia or required by the Proto-
col or Applicable Law or Regulatory Authority,
the following data (the "ldorsia Data"), which
shall be complete, current, accurate, orga-
nized and legible:

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

2.1.2 Data. Study lab test results, case report
forms which record all of the Protocol-required
information to be reported to Idorsia for each
Subject (“CRFs”), dates of and reasons for
any deviation from the Protocol, all observa-
tions or records pertinent to the Study or re-
quired by the Protocol or Applicable Law or
Idorsia’'s written instructions and records con-
cerning any adverse event ("AE"), excluding
Source Documents (as defined below).

2.1.3 IRB/IEC Related Matters. IRB/IEC ap-
proval of Protocol, ICF and all Study-related

bude o tomto wuzaviena samostatna
smlouva.

1.9 Uverejnéni této Smiouvy.
Zdravotnické zafizeni zahaji provadéni
Klinického hodnoceni az po uvefejnéni této
Smlouvy v registru smluv v souladu s
Pfislusnymi pravnimi predpisy.
Redigovanou verzi této Smlouvy zasle
spole€nost Idorsia Zdravotnickému zafizeni
nejpozdéji v den Platnosti smlouvy.

~ CLANEK2
ZAZNAMY A HLASENI

2.1 Zaznamy a hlaseni. Zdravotnické
zafizeni  vytvofi, udrzi, uchovava a
urychlené predlozi na zadost spoleCnosti
Idorsia nebo na zakladé pozadavku v ramci
Protokolu nebo v Pfislusnych pravnich
pfedpisech nebo na vyzvu Regula¢niho
organu tato data (dale oznacovana jen jako
.Data spolecnosti Idorsia“), ktera jsou
Uplna, aktualni, pfesna, uspofadana a
Citelna:

2.1.1 Likvidace Hodnoceného pfipravku.
Zadznamy o likvidaci Hodnoceného
pfipravku, v€etné dat, mnozstvi a prevzeti
ze strany Subjektd;

2.1.2 Data. Vysledky laboratornich testl v
ramci Klinického hodnoceni, formulare CRF,
které obsahuji vSechna data poZadovana
Protokolem jsou hlaSena spolecnosti Idorsia
pro kazdy Subjekt (,,CRF*), data a divody
jakychkoli odchylek od Protokolu, vSechna
pozorovani nebo zaznamy tykajici se
Klinického hodnoceni nebo pozadované
Protokolem nebo Pfislusnymi pravnimi
pfedpisy  nebo  pisemnymi  pokyny
spolecnosti Idorsia , a také zaznamy tykajici
se jakékoli nezadouci pfihody (dale
oznacCovana jen jako ,Nezadouci pfihoda“),
s vyjimkou Zdrojovych dokumentu (jak je
tento vyraz definovan nize).
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correspondence between Institution, Investi-
gator and IRB/IEC;

2.1.4 Safety Reports. Investigator must rec-
ord and report all serious AEs in accordance
with the Protocol.

2.1. 5 Financial Disclosure. Sufficient accurate
financial information to allow Idorsia to submit
complete and accurate certification or disclo-
sure statements as required by Applicable
Law, including natification to Idorsia if any rel-
evant changes occur during the course of the
Study and for one (1) year following the com-
pletion or discontinuation of the Study.

2.2 Source Documents. Institution shall main-
tain and retain complete and accurate source
documents as defined by ICH-GCP E6 1.52
("Source Documents").

2.3 Period of Retention. Institution shall retain
the records and reports described in this Arti-
cle 2 (Records and Reports) for twenty-five
(25) years following the Study completion. In
any event, prior to destroying or otherwise dis-
posing of any such records, Institution shall,
with timely notification, provide Idorsia a rea-
sonable opportunity to take possession of the
records at Idorsia's own expense.

2.4 Data Falsification. Institution 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 ldorsia Data or
in the course of performing, recording, super-
vising, or reviewing the Study.

2.1.3 Zalezitosti souvisejici s IRB/IEC.
Schvaleni Protokolu, formulafe ICF a
veskeré korespondence mezi
Zdravotnickym zafizenim, ZkouSejicim a
IRB/IEC souvisejici s Klinickym hodnocenim
ze strany IRB/IEC;

2.1.4 Bezpelnostni hlaseni. ZkouSejici
musi zaznamenavat a hlasit vSechny
zadvazné Nepfiznivé udalosti v souladu
s Protokolem.

2.1.5 Uverejnéni informaci o finanénich
ujednénich. Dostate¢né presné informace o
finanénich  ujednanich, které umozni
spole€nosti Idorsia pfedlozit uplné a pfesné
potvrzeni nebo vyjadfeni poZadované
Pfislusnymi pravnimi predpisy, vcetné
oznameni spolecnosti Idorsia v pfipadé, Ze
v prubéhu Klinického hodnoceni a po dobu
jednoho (1) roku po dokonceni nebo
preruseni Klinického hodnoceni nastanou
jakékoli relevantni zmény.

2.2 Zdrojové dokumenty.

Zdravotnické zafizeni udrzi a uchovava
uplné a pfesné zdrojové dokumenty, jak je
definuje smérnice dobré klinické praxe E6
ICH-GCP 1.52 (dale oznaCované jen jako
,Zdrojové dokumenty®).

2.3 Doba  uchovani  dokumentace.
Zdravotnické zafizeni uchovava zaznamy a
hlaseni popsané v tomto ¢lanku 2 (Zaznamy
a hlaseni) po dobu dvaceti péti (25) let od
dokonceni Klinického hodnoceni. V kazdém
pfipadé je Zdravotnické zafizeni povinno
pfed zni¢enim nebo jinou likvidaci jakychkoli
takovych zaznamu v€as o této skutecnosti
uvédomit spole¢nost Idorsia a poskytnout ji
pfiméfenou pfilezitost pfevzit na své
naklady tyto zaznamy do svého drzeni.

2.4 FalSovani dat. Zdravotnické zafizeni
urychlené pisemné nahlasi spolecnosti
Idorsia jakékoli informace, které ziska a
které ukazuji na to, Ze se jakakoli osoba
zapojila nebo mozna zapojila do falSovani
dat (1. vytvareni, pozmeénovani,
zaznamenavani nebo vynechavani dat
takovym zplUsobem, Ze data nevyjadfuji to,
co se opravdu stalo) pfi vykazovani Dat
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2.5 Survival. This Article 2 (Records and Re-
ports) shall survive termination or expiration of
this Agreement.

ARTICLE 3
ACCESS, AUDITS, MONITORING,
INSPECTIONS

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

3.2 _Audits and Monitoring by Idorsia. Idorsia
and its directors, officers, employees, agents,
and financial, legal, and other advisors or con-
sultants (“Representatives”) may monitor and
audit Institution's and Investigator's perfor-
mance of the Study. ldorsia or its Represent-
atives will conduct such monitoring and audits
at mutually acceptable times during normal
business hours (except in safety-related emer-
gencies). Institution shall reasonably cooper-
ate with monitors and auditors and make all
Study records and reports available to Idorsia
and to resolve any questions ldorsia may
have, subject to applicable confidentiality and
privacy restrictions.

3.3 Regulatory Inspections and Audits. Insti-
tution will promptly notify Idorsia if any Regu-
latory Authority begins to conduct, or gives no-
tice of its intent to conduct, an inspection per-
taining to the Study or that could affect the
Study. During such inspection, Institution shall
cooperate with Regulatory Authorities. To the
extent allowed by Applicable Law, Institution
shall provide Idorsia with copies of all pertinent
information and documentation issued by any
Regulatory Authority and any proposed re-
sponse, 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

spoleCnosti  Idorsia nebo v  prabéhu
provadéni, zaznamenavani, dohledu nebo
vyhodnocovani Klinického hodnoceni.

2.5 Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto d&lanku 2
(Zaznamy a hlaseni) zGstavaji v platnosti i
po ukonceni platnosti nebo vyprseni této
Smlouvy.

B CLANEK 3 o
PRISTUP, AUDITY, MONITOROVANI,
KONTROLY

3.1 Pristup k zaznamum. Po dobu trvani
této Smlouvy a po dobu uchovani zaznama
stanovenou v ustanovenich Cclanku 2.3
(Doba uchovani dokumentace) poskytne
Zdravotnické zarizeni spole¢nosti Idorsia
vSechna Data spole¢nosti Idorsia.

3.2  Audity a monitorovani ze strany
spole€nosti _ldorsia. Spole€nost Idorsia a
Clenové jejiho pfedstavenstva, funkcionafi,
zameéstnanci, zmocnénci a financni, pravni
a jini poradci nebo konzultanti (dale
oznacovani jen jako ,Zastupci“) mohou
provést pribézné sledovani a audit
provadéni  Klinického  hodnoceni u
Zdravotnického zafizeni.Spole€nost Idorsia
nebo jeji Zastupci provadéji prubézné
sledovani a audity ve spole¢né dohodnutych
terminech v pribéhu bézné pracovni doby
(s vyjimkou bezpecnostné rizikovych
situaci). Zdravotnické zafizeni pfiméfené
spolupracuje s osobami zodpovédnymi za
pribézné sledovani a s auditory a poskytuje
zaznamy a hlaseni z Klinického hodnoceni
a zodpovidd dotazy, které spole¢nost
Idorsia pfipadné ma, ovSem pfi zachovani
divérnosti a dodrzeni omezeni v oblasti
ochrany osobnich udaju.

3.3 Kontroly a  audity Regulaénich
autorit. Zdravotnické  zafizeni bez
zbyte€ného prodleni uvédomi spolecnost
Idorsia, jestlize jakykoli Regulacni organ
zaCne provadét kontrolu nebo ohlasi svuj
zamér provést kontrolu souvisejici s
Klinickym hodnocenim, pfipadné kontrolu,
ktera by mohla mit vliv na Klinické
hodnoceni. V prubéhu takové kontroly
Zdravotnické zafizeni spolupracuje s
Regulaénimi organy. V rozsahu povoleném
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false or misleading information with respect to
the Study or Idorsia.

3.4 Survival. This Article 3 (Audits and In-
spections) shall survive termination or expira-
tion of this Agreement.

ARTICLE 4
COMPENSATION AND PAYMENT

4.1 Payments. Institution shall be compen-
sated for services performed pursuant to the
requirements of the Protocol and this Agree-
ment in accordance with the payment sched-
ule 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 any monies
that are the subject of a bona fide dispute be-
tween Institution and ldorsia. ldorsia shall de-
termine in its sole discretion the amount of any
compensation for cases considered by Idorsia
to be unacceptable for analysis because of
Protocol violations or for cases that were dis-
continued prematurely due to noncompliance
of Investigator or Institution personnel.

Idorsia has contracted DrugDev as its admin-
istrative payment agent (“APA”). APA will re-
ceive invoices and process payments on be-
half of Idorsia unless otherwise agreed. Any
gueries regarding invoices or payment should
be directed to APA at the contact details stated
in Exhibit A.

Pfislusnymi pravnimi pfedpisy poskytne
Zdravotnické zafizeni spole€nosti ldorsia
kopie vsech pfisluSnych informaci a
dokumentace vydané jakymkoli Regulaénim
organem a jakykoli navrh odpovédi, pficemz
spole€nost Idorsia a/nebo jeji Zastupci maji
pravo prezkoumat a schvalit jakékol
odpovédi, které se tykaji Klinického
hodnoceni. V kazdém pfipadé nesmi zadna
takova  odpovéd  obsahovat zadné
nepravdivé nebo zavadéjici informace
tykajici se Klinického hodnoceni nebo
spole€nosti Idorsia.

3.4 Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto d&lanku 3
(Audity a kontroly) zustavaiji v platnosti i po
ukonCeni platnosti nebo vyprSeni této
Smlouvy.

~ CLANEK 4
NAHRADY A PLATBY

4.1 Platby. Zdravotnické zafizeni obdrzi
nahradu za sluzby poskytované v souladu s
poZadavky Protokolu a této Smlouvy v
souladu s harmonogramem plateb a
rozpoctem, které tvori Prilohu A: Rozpocet k
této Smlouvé. Platby Zdravotnickému
zafizeni se provadi na bankovni uCet
uvedeny v Priloze B: Podrobné informace k
bankovnim __ pfevodim, ,  jakychkoli
penéznich Castek, o které probih& spor v
dobré vife mezi Zdravotnickym zafizenim a
spole€nosti Idorsia. Spole€nost Idorsia
podle svého vlastniho uvazeni rozhodne o
vySi jakékoli nahrady za pfipady, které
spolecnost Idorsia povaZzuje za nepfijatelné
pro analyzu z d{vodu poruseni Protokolu,
nebo za pfipady, jez byly pFedCasné
ukon&eny z divodu nedodrzeni pfedpist ze
strany zaméstnancu Zdravotnického
zafizeni nebo Zdravotnického zafizeni.

Spole¢nost ldorsia uzaviela smlouvu se
spoleCnosti  DrugDev, ktera je jejim
administrativnim zastupcem v zalezitosti
plateb (“AZP”). Faktury budou odesilany
AZP, ktery bude uskuteChovat platby
jménem spole¢nosti Idorsia, pokud nebude
dohodnuto jinak. Jakékoli dotazy ohledné
faktur a plateb by méli proto byt smérovany
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4.2 VAT or Other Similar Taxes: All amounts
paid to Institution by ldorsia are expressed to
be exclusive of any value added taxes or other
similar taxes or levies that might be imposed
by a governmental authority on amounts paid
by Idorsia pursuant hereto.

4.3 1Invoices. Institution shall send an original
invoice for the amount due as specified by
Idorsia beforehand. Such payment will be
made by APA within thirty (30) days upon re-
ceipt of the corresponding invoice.

4.4 Pass-Through Costs. Instituion shall be
promptly passed on to APA along with specific
payment details the incurred Study-related
pass-through costs. Payment will be made by
APA within thirty (30) days upon receipt of the
corresponding invoice invoice and appropriate
documentation.

4.5 Fair Market Value. The amount of com-
pensation to Institution represents the fair mar-
ket value for the services that Institution has
agreed to perform.

4.6 Payment Disputes. Payment will be made
upon correct completion of all CRF pages and
satisfactory resolution of any possible queries.
In case of serious non-compliance with the
Protocol and/or Applicable Law by Institution,
Idorsia has the right to withhold part or all pay-
ments. Unless expressly directed otherwise by
Idorsia in writing, Institution will not withhold
Idorsia Data or otherwise suspend perfor-
mance of the Study during the resolution of
any dispute with respect to any amount paya-
ble hereunder, provided that: (i) Idorsia contin-
ues to make timely payments on all undis-
puted amounts and (ii) such dispute is made
in good faith. The Parties shall use best rea-
sonable efforts to resolve any disputed
amount payable hereunder.

4.7 Third Party Payments; Reporting. Institu-
tion will not seek or accept from Subjects or
third-party payers compensation for Study

pfimo AZP, jehoZz kontaktni udaje jsou
uvedeny v Pfiloze A.

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

4.3 Faktury.  Zdravotnické  zafizeni
vystavi spoleCnosti Idorsia fakturu na
splatnou ¢&astku. AZP uhradi faktury do
tficeti (30) dnl po obdrzeni odpovidajici
faktury

4.4 Prabézné naklady. Vzniklé pribézné
naklady souvisejici s Klinickym hodnocenim
pfeda Zdravotnické zafizeni AZP spolu
s konkrétnimi  podrobnymi  informacemi
k platbé. Platbu provadi AZP do ftficeti (30)
dnd po obdrzeni pfislusné faktury a
pFislusnych dokumend.

4.5 Skuteéna _trzni _hodnota. Vyse
nahrady Zdravotnickému zarizeni
predstavuje realnou trzni hodnotu sluzeb,
které se Zdravotnické zafizeni zavazalo
poskytovat.

4.6 Spory ohledné plateb. Platba se
provadi na zakladé spravného vyplnéni
vSech stran formulafe CRF a uspokojivého
zodpoveézeni jakychkoli pfipadnych dotaza.
V pfipadé zavazného nedodrzeni Protokolu
a/nebo Prislusnych pravnich predpist ze
strany  Zdravotnického  zafizeni ma
spole¢nost Idorsia pravo zadrzet platby za
Subjekty jichz se poruSeni tyka. Pokud
spole€nost Idorsia  vyslovné pisemné
nevyda jiny pokyn, nebude Zdravotnické
zafizeni zadrzovat Data spole¢nosti Idorsia
ani jinak nepozastavi provadéni Klinického
hodnoceni na dobu feSeni jakéhokoli sporu
tykajicino se jakeékoli Castky splatné na
zakladé této Smlouvy, ovSem za
predpokladu, ze: (i) spoleCnost Idorsia i
nadale provadi v€asné uhrady vSech
nespornych castek a (ii) takovy spor je
veden v dobré vife. Smluvni strany vyvinou
maximalni usili o vyfeSeni jakékoli sporné
Castky splatné na zakladé této Smiouvy.

10
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Drug, procedure, test, treatment, or other ma-
terial or service provided or paid for by Idorsia
or APA.

4.8 Transparency Tracking and Reporting.
The Parties agree to cooperate with each
other in their respective efforts to comply with
all Applicable Laws requiring financial trans-
parency.

4.9 Electronic Data Capturing. Institution
agrees to use Electronic Data Capturing sys-
tem (“EDC”) in accordance to any written
specification and instructions provided by
Idorsia. Institution herewith confirm to have
any and all infrastructure necessary for the
use of EDC. Institution shall ensure that such
infrastructure is available throughout the dura-
tion of Study (i.e., until acceptance of the final
Study report by ldorsia). Institution shall fur-
ther ensure to have appropriate procedures
and measures in place to control access to the
physical and electronic resources used in con-
nection with the EDC.

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

ARTICLE 5
CONFIDENTIALITY

5.1 Definition. "Confidential Information”
means all information received from or on be-
half of Idorsia or its corporate affiliates or Rep-
resentatives 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

4.7 Platby tfetim stranam; hlaseni.
Zdravotnické zafizeni nepozaduje ani
nepfijme od Subjektd ani jinych tfetich osob
nahradu za Hodnoceny pfipravek ani za
procedury, testovani, Ié€bu ani jiny material
Ci  sluzby poskytované ¢i  hrazené
spoleénosti Idorsia nebo AZP.

4.8 Sledovani transparentnosti a
hlaseni. Smluvni strany souhlasi s tim, ze
budou vzajemné spolupracovat v usili o
dodrzovani v8ech Pfislusnych pravnich
predpist vyzadujicich finanéni
transparentnost.

4.9 Elektronické zaznamenavani _dat.
Zdravotnické zafizeni souhlasi s tim, ze
bude wvyuzivat systém Elektronického
zaznamenavani dat (Electronic Data
Capturing, dale oznaCovany jen jako
,EDC"), a to v souladu s jakoukoli pisemnou
specifikaci a pokyny spoleénosti ldorsia.
Zdravotnické zafizeni timto potvrzuje, Ze ma
veSkerou infrastrukturu potfebnou pro
vyuzivani EDC. Zdravotnické zafizeni
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). Zdravotnické zafizeni
dale zajisti zavedeni odpovidajicich postupu
a opatfeni ke kontrole pfistupu k fyzickym a
elektronickym  zdrojim pouzivanym v
souvislosti s EDC.

4.10  Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto c&lanku 4
(Nahrady a platby) zustavaji v platnosti i po
ukonCeni platnosti nebo vyprSeni této
Smiouvy.

CLANEK 5
ZACHOVANI DUVERNOSTI

5.1 Definice. Vyraz ,Davérné informace*
znamena veskeré 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 ve vztahu k rozpoctu, Protokolu,

11
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known to Institution prior to receiving that in-
formation either directly or indirectly from
Idorsia or its corporate affiliates or Represent-
atives, as can be demonstrated by competent
documentary evidence (provided that this ex-
ception shall not apply to Idorsia Data or In-
ventions); (ii) is generally known to the public
through no act or omission on the part of Insti-
tution in breach of this Agreement; (iii) was de-
veloped independently, without reliance on
Confidential Information, by Institution, as evi-
denced by written documentation contempo-
raneous with the development; (iv) is dis-
closed to Institution without restriction at any
time by a third party who had a legal right to
disclose it; or (v) Source Documents.

5.2 Ownership of Confidential Information. In-
stitution agrees that Idorsia holds a proprietary
interest in the Confidential Information and
that the Confidential Information shall remain,
the sole and exclusive property of Idorsia.

5.3 Permitted Disclosures and Use Re-
strictions.

5.3.1 Institution shall not use or disclose to any
third parties any Confidential Information, ex-
cept as necessary to fulfill its obligations or ex-
ercise its rights under this Agreement. Confi-
dential Information may be disclosed to the ex-
tent reasonably necessary if it: (i) is required
to be disclosed in accordance with Applicable
Law or by Regulatory Authorities, provided
that Institution will, to the extent legally permis-
sible, 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; (iii) is required to ver-
bally answer Subject's reasonable questions
during the informed consent process; (iv) is re-
quired by Institution, Investigator or third-party

PFirucky Zkousejiciho, Datim spole¢nosti
Idorsia, Objevim (jak je tento vyraz
definovan nize), a dale informace o
podminkdch a existenci této Smlouvy,
ovSem s vyjimkou jakychkoli informaci,
které: (i) byly Zdravotnickému zafizeni
znamy jiz pfed jejich obdrzenim pfimo Ci
nepfimo od spole¢nosti ldorsia nebo jejich
korporatnich  spfiznénych osob nebo
Zastupcl, coz je mozné dolozit pfislusnymi
doklady (ovéem za predpokladu, Ze tato
vyjimka se nevztahuje na Data spole€nosti
Idorsia ani na Objevy); (ii) jsou vSeobecné
vefejné znamé bez jakéhokoli jednani nebo
opomenuti jednat na strané Zdravotnického
zarizeni pfi poruseni této Smlouvy; (iii) byly
vytvofeny nezavisle, bez spoléhani se na
Davérné informace, Zdravotnickym
zafizenim, coz je mozné dolozit pisemnou
dokumentaci Casové odpovidajici dobé
vytvofeni téchto informaci; (iv) byly
Zdravotnickému zafizeni kdykoli odhaleny
bez omezeni ftrfeti stranou, ktera méla
zakonné pravo tyto informace poskytnout;
nebo (v) pfedstavuji Zdrojové dokumenty.

5.2 Vlastnictvi Davérnych _informaci.
Zdravotnické zafizeni souhlasi, ze
spoleénost Idorsia je drzitelem vilastnického
prava na Duavérné informace a ze Dlvérné
informace zlstanou vyhradnim vlastnictvim
spoleénosti Idorsia.

5.3 Povolena uverejnéni informaci a
omezeni jejich vyuziti.

5.3.1 Zdravotnické zafizeni nevyuzije ani
neodhali zadnym tfetim osobam zadné
Duvérné informace, s vyjimkou nutného
poskytnuti k naplnéni jeho povinnosti nebo
uplatnéni jeho prav podle této Smlouvy.
Duavérné informace mohou byt odhaleny v
pfiméfeném rozsahu, jestlize: (i) se jejich
poskytnuti pozaduje v souladu s PfisluSnymi
pravnimi pfedpisy nebo je poZaduji
Regulacni organy, ovSsem s tim, zZe
Zdravotnické zafizeni v rozsahu pfipustném
zadkonem pfiméfené prfedem o takovém
poskytnuti informaci informuje spolenost
Idorsia a bude s ni spolupracovat na
zajisténi dlvérného zachazeni s takovymi
informacemi; (i) poskytnuti informaci

12
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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 publica-
tion purposes in accordance with Article 6
(Publication) of this Agreement, (vii) is re-
quired by Institution to defend itself in Subject
injury litigation, subject written notification
thirty (30) days before use to Idorsia and right
to Idorsia to seek a protective order from a
court of competent jurisdiction.

5.3.2 Institution agrees that 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 shall take all rea-
sonable 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 (Confiden-
tiality) and will take all reasonable further steps
requested by Idorsia to prevent, control or
remedy any such violation.

5.4 Return or Destruction of Confidential In-
formation. Within thirty (30) days following ex-
piration or termination of this Agreement for
any reason, will return to Idorsia or destroy at
Idorsia’s expense (with written certification of
destruction to Idorsia) all Confidential Infor-
mation, custody or control. Institution may re-
tain one (1) securely archived copy of Confi-
dential Information for its records in a secure
location for the sole purpose of determining

poZaduje od Subjektu nezavisly platce, a to
v rozsahu nezbytném pro zjisténi kryti; (iii) je

potfebné ke slovnimu  zodpovézeni
odivodnénych dotazl Subjektu v pribéhu
procesu zajistovani informovaného

souhlasu; (iv) je pozaduje Zdravotnické
zafizeni, Zkousejici nebo nezavisly I1ékaf pro
ucely poskytovani zdravotni péce nebo
poradenstvi pro Subjekty vystavené
Hodnocenému pfipravku; (v) se odhaleni
pozaduje kvuli ochrané vefejného zdravi;
(vi) se odlvodnéné pozaduje pro ucely
publikovani v souladu s ustanovenimi
¢lanku 6 (Publikace) této Smlouvy; (vii)
poskytnuti informaci poZaduje Zdravotnické
zafizeni kvuli viastni obhajobé v soudnim
fizeni tykajicim se Ujmy na zdravi Subjektu,
a to s podminkou pisemného oznameni
spole€nosti Idorsia tficet (30) dni pred
pouzitim s tim, Ze spoleCnost Idorsia ma
pravo zadat na soudu pfisludné jurisdikce o
vydani pfikazu k ochrané.

5.3.2 Zdravotnické zafizeni souhlasi, Ze
zkouSejici omezi odhaleni Duvérnych
informaci na ty Pracovniky podilejici se na
klinickém hodnoceni, ktefi potfebuji tyto
Davérné informace znat pro ucely provadéni
Klinického hodnoceni a jsou vazani
pisemnymi  pfedpisy k neodhalovani a
nevyuzivani Davérnych informaci, které by
byly méné striktni nez omezeni dana touto
Smlouvou. Zdravotnické zafizeni pfijme
v8echna pfiméfena opatfeni k tomu, aby
zabranilo odhaleni nebo nepovolenému uziti
Duvérnych informaci kterymkoli ze svych
zaméstnancu nebo zastupcl, a urychlené
uvédomi spolecnost ldorsia o jakémkoli
skute€ném porusSeni ustanoveni tohoto
Clanku 5 (Zachovani davérnosti) nebo o
jakémkoli podezieni na takové porudeni,
pfi€emz ucini vSechny pfiméfené dalSi kroky
pozadované spolecnosti Idorsia k tomu, aby
zabrénilo jakémukoli takovému poruSeni,
dostalo jej pod kontrolu nebo jej napravilo.

5.4 Vraceni nebo zni€eni Duvérnych
informaci. Do tficeti (30) dnd od vyprseni
nebo ukonceni této Smlouvy z jakéhokoli
divodu vrati  Zdravotnické  zafizeni
spole¢nosti  Idorsia  vSechny Duavérné
informace, které ma v drzeni, v uschové
nebo pod kontrolou, pfipadné tyto Davérné
informace na naklady spolecnosti ldorsia

13
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the scope of its obligations under this Agree-
ment.

5.5 Right to Equitable Relief. Institution
acknowledges and agrees that in the event of
a breach or threatened breach of any provision
of this Article 5 (Confidentiality), ldorsia shall
be entitled to injunctive relief without the ne-
cessity of proving irreparable injury or actual
damages and without the necessity of posting
a bond. The rights under this Section 5.5
(Right to Equitable Relief) shall be cumulative
and in addition to any other rights or remedies
to which Idorsia may be entitled.

5.6 _Survival. This Article 5 (Confidentiality)
shall survive termination or expiration of this
Agreement.

ARTICLE 6
PUBLICATION

6.1  Publication. The Parties acknowledge
that the Study is part of a multi-center research
study and the first publication of the results of
the Study will be made by Idorsia with the in-
vestigators involved in the Study as outlined in
the Protocol. If, within eighteen (18) months of
submission of final Study report (i) no joint
publication is submitted for publication; (ii)
Idorsia informs Institution that no joint publica-
tion will be produced; (iii) ldorsia gives written
permission; or (iv) a joint publication is issued,
Institution may individually publish data gener-
ated by it in connection with the Study. Any
such proposed publication or presentation, pa-
per, abstract, or other materials to be pre-
sented 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, if patentable in-
ventions are identified, such publication or

zni¢i (s pfedanim pisemného potvrzeni o
jejich  zni€eni  spolecnosti Idorsia).
Zdravotnické zafizeni si muUze ponechat
jednu (1) bezpecné archivovanou kopii
Davérnych informaci ve svych zaznamech,
a to na bezpe¢ném misté a vyhradné pro
ucel ur€eni rozsahu svych zavazki z této
Smiouvy.

5.5 Pravo na napravu podle ekvity.
Zdravotnické zafizeni bere na védomi a
souhlasi s tim, ze v pfipadé poruSeni nebo
hroziciho poruseni jakéhokoli ustanoveni
tohoto Clanku 5 (Zachovani davérnosti) je
spoleénost Idorsia opravnéna ziskat soudni
pfikaz, aniz musi prokazovat
nenapravitelnou Skodu nebo skute¢nou
Skodu, a bez nutnosti sloZzeni kauce. Prava
vyplyvajici z tohoto ¢lanku 5.5 (Pravo na
napravu podle ekvity) jsou kumulativni a
existuji jako prava dodatecna k jakymkoli
jinym pravam nebo opravnym prostfedkim,
na néz ma spoleCnost ldorsia pripadné
narok.

5.6 Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto ¢&lanku 5
(Zachovani divérnosti) zUstavaji v platnosti
i po ukon&eni platnosti nebo vyprseni této
Smlouvy.

CLANEK 6
PUBLIKACE

6.1 Publikace. Smluvni strany berou na
védomi, Ze Klinické hodnoceni je soucasti
multicentrického vyzkumného Kklinického
hodnoceni a Ze prvni uvefejnéni vysledkl
Klinického hodnoceni provede spole¢nost
Idorsia spolu se zkouSejicimi 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
spoleénému predlozeni  vystupu k
uverejnéni; (ii) spole€nost Idorsia informuje
Zdravotnické zarizeni, ze nebude
pfedlozena zadna spole¢na publikace
vystup(; (iii) spole¢nost Idorsia poskytne
pisemny souhlas; nebo (iv) je vydana
spole¢na publikace vystupd, pak
Zdravotnické zafizeni mOze samostatné
uverejnit data jim vytvofena v souvislosti s
Klinickym hodnocenim. Jakékoli takové
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presentation shall be delayed up to ninety (90)
more days to allow for the filing of appropriate
patent applications. Institution agrees that if it
publishes the results of the Study, Idorsia is
hereby granted an irrevocable, royalty-free li-
cense to make and distribute copies of such
publication under any copyright privileges that
the Institution may have. Idorsia shall also
have the right to publish independently the re-
sults of the Study.

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

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

ARTICLE 7
INTELLECTUAL PROPERTY

7.1 Definition. "Invention" means any and all
discoveries, inventions and other subject mat-
ter (whether patentable or not) conceived, re-
duced to practice, or otherwise discovered by
Institution, alone or jointly with others, in con-
nection with performing the Study and/or from
use of the Study Drug or the Confidential In-
formation, in each case together with all intel-
lectual property rights in any of the foregoing.

navrhované uvefejnéni nebo prezentace,
¢lanek, dokument nebo jiné materialy, které
maji byt uvefejnény, podléhaji pfezkoumani
ze strany spolec¢nosti Idorsia jesté pred
jejich pfedanim nebo poskytnutim jakékoli
tfeti osobé, pficemz na provedeni tohoto
pfezkoumani ma spole¢nost Idorsia |hitu
Sedesati (60) dnud. Na zadost spolecnosti
Idorsia odstrani Zdravotnické zafizeni
jakékoli Duvérné 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 pfislusné patentové pfihlasky.
Zdravotnické zarizeni souhlasi s tim, ze
pokud uvefejni  vysledky  Klinického
hodnoceni, ma spole¢nost Idorsia timto
udélené pravo na  neodvolatelnou
bezplatnou licenci k vytvoreni a Sifeni kopii
takoveé publikace, a to s jakymikoli vysadami
autorskych prav, které pfipadné nalezeji
Zdravotnickému  zafizeni. Spole¢nost
Idorsia ma také pravo nezavisle publikovat
vysledky Klinického hodnoceni.

6.2 Smérnice. Pokud konkrétni ¢asopis
nevyZaduje néco jiného, musi autorstvi
spliovat poZadavky Mezinarodniho vyboru
Séfredaktort |ékarskych Casopisu
(International Committee of Medical Journal
Editors, dale oznacovany jen jako ,ICMJE").
Do jakékoli publikace nebo prezentace
zalozené zcela Ci CasteCné na datech
vytvoifenych v ramci Klinického hodnoceni
zahrne Zdravotnické zafizeni prohlaseni o
tom, ze vytvoreni dat podpofila spolecnost
Idorsia, a to v souladu s pokyny ICMJE.

6.3 Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto d&lanku 6
(Publikace) zustavaji v platnosti i po
ukonceni platnosti nebo vyprSeni této
Smlouvy.

_ CLANEK 7 ]
DUSEVNIi VLASTNICTVi

7.1 Definice. Vyraz ,Objev“ znamena
veskeré objevy, vynalezy a jiné pfedméty (at
jiz patentovatelné, €i nikoli) formulované,
uvedené do praxe nebo jinak objevené
Zdravotnickym zafizenim, at’ jizZ samostatné
nebo spoleCné s jinymi osobami, Vv
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7.2 _Ownership. Institution agrees that Idorsia
Data and Inventions shall be the sole and ex-
clusive property of ldorsia. Institution shall as-
sign and hereby assigns to Idorsia all right, title
and interest in and to the Idorsia Data and In-
ventions. Institution shall ensure that the em-
ployees of Institution are obliged on the basis
of iternal regulations are contractually obli-
gated to hereby assign and transfer to Institu-
tion all right, title and interest to the Idorsia
Data and Inventions. Institution shall promptly
disclose to Idorsia the Idorsia Data and Inven-
tions and further agree to execute or have ex-
ecuted any and all papers and documents
which are necessary or convenient to perfect
the foregoing assignment and fully implement
Idorsia's proprietary rights in and to the Idorsia
Data and Inventions and to fully cooperate in
the prosecution, enforcement and defense of
such proprietary rights. For clarity, Institution
shall own all Source Documents.

7.3 Tothe extent that the Applicable Law does
not allow for a transfer of any of the ldorsia
Data and Inventions, the Institution hereby
grants Idorsia an exclusive, perpetual, irrevo-
cable, worldwide and royalty free license, with
the right to sublicense to any third party, to use
such Idorsia Data and Inventions for any pur-
poses.

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

ARTICLE 8
REPRESENTATIONS AND WARRANTIES

8.1 General Representations and Warranties.

souvislosti s  provadénim  Klinického
hodnoceni a/nebo v dusledku uzivani
Hodnoceného pfipravku nebo DUvérnych
informaci, v kazdém pfipadé spolu s
vesSkerymi pravy z duSevniho vlastnictvi
vztahujicimi se na cokoli z vySe uvedeného.

7.2 Vlastnictvi. Zdravotnické zafizeni
souhlasi s tim, ze Data spole¢nosti Idorsia a
Objevy jsou vyhradnim  vlastnictvim
spole¢nosti ldorsia. Zdravotnické zafizeni
postoupi a timto postupuje na spoleCnost
Idorsia vSechna prava, vlastnicka prava k
Datlim spole¢nosti Idorsia a k Objevim a
také vesSkeré podily na nich. Zdravotnické
zafizeni  potvrzuje, 2e  zaméstnanci
Zdravotnického zafizeni jsou na zakladé
internich  pfedpist  povinni postoupit a
prevést na Zdravotnické zafizeni veSkera
prava a vlastnicka prava k Datim
spole¢nosti Idorsia a Objevim a podily na
nich. Zdravotnické zafizeni urychlené
poskytne  spoleénosti Idorsia Data
spolec¢nosti Idorsia a Objevy a dale souhlasi
s tim, ze vyhotovi a podepiSe nebo necha
vyhotovit a podepsat veSkeré doklady a
dokumenty, které jsou nezbytné nebo
vhodné pro dokonani vySe uvedeného
postoupeni a k Uplné realizaci viastnickych
prav  spoleCnosti Idorsia k  Datlm
spole¢nosti Idorsia a k Objeviim, a dale ze
bude pIné spolupracovat pfi provozovani,
vymahani a obhajobé takovych vlastnickych
prav. Pro ujasnéni plati, ze vlastnikem
vS8ech Zdrojovych dokumentu je
Zdravotnické zafizeni.

7.3 V rozsahu, v némz PfisluSné pravni
predpisy neumozriuji pfevedeni jakychkoli
Dat spoleCnosti Idorsia a Objevd, timto
Zdravotnické zafizeni udéluje spoleénosti
Idorsia vyhradni, trvalou, neodvolatelnou,
celosvétové platnou a bezplatnou licenci k
uzivani takovych Dat spole€nosti Idorsia a
Objevu pro jakékoli ucely, a to spolu s
pravem udélit jakékoli tfeti osobé sublicenci.

7.4 Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto c&lanku 7
(Dusevni vlastnictvi) zlstavaji v platnosti i
po ukonceni platnosti nebo vyprseni této
Smilouvy.
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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 ar-
rangements to which it is a party or by which it
may be bound and; (iii) it will comply with Ap-
plicable Law.

8.1.2 Institution represents, warrants and cov-
enants to Idorsia that: (i) Investigator and each
other member of the Study Personnel, is qual-
ified 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 neces-
sary to safely and lawfully perform the Study.
Institution shall immediately report to Idorsia in
writing of any withdrawal of Investigator's priv-
ileges, sanction against the Institution or In-
vestigator 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 per-
form its obligations under the Protocol and this
Agreement.

8.2 Debarment. "Debarment" shall have the
meaning given to it under the Applicable Law.
Institution hereby represents, warrants and
covenants to ldorsia that:

8.2.1 Investigator has not been Debarred.

8.2.2 Institution shall not, in the course of per-
forming the Study, use in any capacity any
person or entity who has been Debarred.

8.2.3 Institution shall (i) promptly notify Idorsia
in writing upon becoming aware of any Debar-
ment as outlined in this Section 8.2 (Debar-
ment) if or proceedings have been initiated

CLANEK &
PROHLASENI A ZARUKY

8.1 VSeobecna prohlaseni a zaruky.

8.1.1 Kazdd ze  Smluvnich  stran
prohladuje a zaruCuje, Ze: (i) ma pravni
pravomoc uzavfit tuto Smlouvu; (ii)
podepsani a doru€eni této Smlouvy a pInéni
jejich zavazkl z ni neni v rozporu 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 Zdravotnické zafizeni prohlasuje,
zaruCuje a zavazuje se vUCi spole€nosti
Idorsia, ze: (i) Zkousejici a kazdy dalsi
Personal klinického hodnoceni je zpUsobily
z hlediska za8koleni, odbornych znalosti i
zkuSenosti provadét Klinické hodnoceni, a
kdykoli v pribéhu doby trvani této Smlouvy
ma k dispozici pfislusné licence, povoleni a
osvédcCeni potifebné pro bezpeéné a
zakonné provadéni Klinického hodnoceni.
Zdravotnické zafizeni okamzité pisemné
nahlasi spole¢nosti Idorsia informaci o
jakémkoli odebrani vysad ZkouSejiciho, o
sankcich v0O&i Zdravotnickému zafizeni
nebo ZkouSejicimu uvalenych ze strany
Regulacniho organu nebo o podobném
vymahani prava; a (ii) podle jeho nejlepsiho
védomi pracovnici, zafizeni a pacienti
Zdravotnického zarizeni odpovidaji
pozadavkim na pInéni povinnosti
vyplyvajicich z Protokolu a této Smlouvy.

8.2 Vylou€eni z  Cinnosti. Vyraz
.Vylouéeni z ¢innosti“ ma vyznam mu
pfifazeny v PFislusnych pravnich
pfedpisech. Zdravotnické zafizeni timto
prohladuje, zaruCuje a zavazuje se VvUCi
spoleénosti Idorsia takto:

8.2.1 ZkouSejici nebyl Vylou€en z €innosti.

8.2.2 Zdravotnické zafizeni v pribéhu
provadéni Klinického hodnoceni nevyuzije v
Zadné pozici zadnou osobu ani subjekt,
ktery/a byl/a Vylou€en/a z €innosti.

17



1dorsia

with respect to Debarment whether each De-
barment or initiation of proceedings occurs
during or after the performance of the Study
and (ii) certify in writing that Institution, Inves-
tigator and any persons or entities involved in
the Study have not been Debarred, if re-
guested by Idorsia in connection with any cer-
tification ldorsia may make to a Regulatory Au-
thority.

8.3 DISCLAIMER. EXCEPT AS SET FORTH
IN THIS ARTICLE 8 (REPRESENTATIONS
AND WARRANTIES), NO PARTY MAKES
ANY WARRANTIES (EXPRESS, IMPLIED
STATUTORY OR OTHERWISE) WITH RE-
SPECT TO THE SUBJECT MATTER
HEREOF AND EACH PARTY EXPRESSLY
DISCLAIMS ANY SUCH ADDITIONAL WAR-
RANTIES INCLUDING IMPLIED WARRAN-
TIES OF MERCHANTABILITY, FITNESS
FOR A PARTICULAR PURPOSE AND NON-
INFRINGEMENT OF INTELLECTUAL PROP-
ERTY RIGHTS OF THIRD PARTIES.

8.4 Anti-Bribery and Anti-Corruption. Institu-
tion hereby represents and warrants that nei-
ther itself nor its Representatives, including
but not limited to the, Investigator and Study
Personnel, have offered, promised, given, au-
thorized, solicited or accepted any undue pe-
cuniary or other advantage of any kind (or im-
plied 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 rea-
sonable measures to prevent subcontractors,
Representatives or any other third parties,
subject to its control or determining influence,
from doing so. Institution shall immediately no-
tify Idorsia in case it learns that any activities re-
lated to the Study constitute a violation of the
applicable anti-bribery and anti-corruption laws.

8.5 Survival. This Article 8 (Representations
and Warranties) shall survive termination or
expiration of this Agreement.

8.2.3 Zdravotnické zafizeni (i) urychlené
pisemné uvédomi spole¢nost Idorsia,
jakmile se dozvi o jakémkoli Vylou€eni z
Cinnosti, jak je tento vyraz definovan v
¢lanku 8.2 (Vylou€eni z c¢innosti), jestlize
bylo zahajeno fizeni souvisejici s
Vylou€enim z ¢innosti, at' jiz Vylou€eni z
¢innosti nebo zahajeni fizeni nastane v
pribéhu provadéni Klinického hodnoceni
nebo po ném, a (ii) pisemné potvrdi, Ze
Zdravotnické zarizeni, ZkouS$ejici ani zadné
osoby nebo subjekty zapojené do Klinického
hodnoceni nebyly Vylou€eny z c¢innosti,
jestlize si spolec¢nost Idorsia vyzada toto
potvrzeni v souvislosti s jakoukoli certifikaci
spoleénosti Idorsia smérem k Regulacnimu
organu.

8.3 OMEZENi ODPOVEDNOSTI. S
VYJIMKOU USTANOVENI OBSAZENYCH
V TOMTO CLANKU 8 (PROHLASENI A
ZARUKY) NECINi ZADNA ZE SMLUVNICH
STRAN ZADNE ZARUKY (VYSLOVNE,
MLCKY PREDPOKLADANE, VYPLYVAJICI
ZE ZAKONA ANI JINE), POKUD JDE O
PREDMET TETO SMLOUVY. KAZDA ZE
SMLUVNICH STRAN TETO SMLOUVY SE
VYSLOVNE  VZDAVA  JAKYCHKOLI
TAKOVYCH DODATECNYCH ZARUK,
VCETNE MLCKY PREDPOKLADANYCH
ZARUK PRODEJNOSTI, VHODNOSTI
PRO URCITY UCEL A NEPORUSENI
PRAV Z DUSEVNIHO VLASTNICTVI
TRETICH OSOB.

8.4 Protiuplatkarska a  protikorupéni
opatfeni. Zdravotnické zafizeni timto
prohladuji a zaruluji, ze Zadny z nich ani
zadny jejich Zastupce, zejména vcetné
ZkousSejiciho, Personalu klinického
hodnoceni, nenabidl, nepfislibil, neposkytl,
neschvalil, nevyzadal ani nepfijal zadnou
nepfislusejici penézni ani jinou odménu
Zadného charakteru (ani nenaznacil, Ze
cokoli takového kdykoli v budoucnu ucini
nebo by mohl u€init) jakkoli souvisejici s
touto Smlouvou, a dale ze ucinil pfiméfena
opatfeni k tomu, aby zabranil svym
subdodavatelim, Zastupcum nebo
jakymkoli jinym tfetim osobam, které jsou
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ARTICLE 9
INDEMNIFICATION

9.1 By Idorsia. Subject to Section 9.3 (Proce-
dure), Idorsia shall indemnify, defend and hold
harmless Institution and its officers, directors,
trustees, employees contractors and agents
and Investigator (the "Institution Indem-
nitees"), from and against any and all losses,
damages, liabilities, court costs and expenses
paid to third parties (including reasonable at-
torneys' 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 Indem-
nitees by reason of personal injury, including
death, to any person, or damage to property,
arising out of, or caused directly by, the Study
Drug or its use in accordance with the Proto-
col; except in each case to the extent such lia-
bility arises from the Subject's underlying ill-
ness, or any diagnosis, treatment or therapeu-
tic 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.

9.2 By Institution. Subject to Section 9.3 (Pro-
cedure), Institution shall indemnify, defend
and hold harmless Idorsia and its corporate af-
filiates, officers, directors, employees, con-
tractors and agents of each (the "Idorsia In-
demnitees"”), from and against Liabilities as a
result of any Claims made or filed against any
of the ldorsia Indemnitees arising out of, or
caused directly by Institution's (i) breach of this

pod jeho Kkontrolou nebo rozhodujicim
vlivem, aby tak ucinili. Zdravotnické zafizeni
okamzité uvédomi spoleCnost Idorsia v
pfipadé, Ze se dozvi, Ze jakékoli €innosti
souvisejici s Klinickym  hodnocenim
predstavuji poruSeni pfisluSsnych pravnich
predpisu proti Uplatkarstvi a proti korupci.

8.5 Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto c&lanku 8
(Prohlaseni a zaruky) zlstavaji v platnosti i
po ukonceni platnosti nebo vyprseni této
Smiouvy.

- CLANEK 9
NAHRADA SKODY

9.1 Ze strany spolecnosti Idorsia. V
souladu s ustanovenimi ¢lanku 9.3 (Postup)
spole¢nost Idorsia odSkodni, obhaji a
pfevezme odpovédnost za Zdravotnické
zafizeni a jeho funkcionafe, ¢leny
pfedstavenstva, spravce, zaméstnance,
dodavatele a zastupce a za ZkouSejiciho
(dale oznaCované jen jako ,Osoby
odskodnované Zdravotnickym
zafizenim®) ve vztahu k vesSkerym ztratam,
Skodam, zavazkim, soudnim nakladim a
vydajum hrazenym tfetim osobam (v€etné
pfiméfenych poplatkll za pravni zastoupeni)
(déle souhrnné oznaCované jen jako
,Zavazky*) v dusledku naroku, zaloby nebo
soudniho sporu, v jednotlivych pfipadech
vznesenych nebo podanych tfeti osobou
(kazdy z nich dale oznaCovany jen jako
,Narok“) proti Osobé& odSkodhované
Zdravotnickym zafizenim z ddvodu Gjmy na
zdravi (v€etné umrti) jakékoli osoby,
pfipadné z duvodu Skody na majetku,
vzniklych v dusledku uzivani Hodnoceného
pfipravku  nebo  zplUsobenych  pfimo
uzivanim Hodnoceného pfipravku v souladu
s Protokolem; v kazdém pfipadé s vyjimkou
v rozsahu, v némz takova odpovédnost &i
zavazek vznikne z duvodu zakladni nemoci
nebo z dlvodu jakékoli diagnézy, lécby
nebo léCebnych opatfeni, které Protokol
konkrétné nevyZaduje, a v kazdém pfipadé
v rozsahu, v némz je Zdravotnické zafizeni
povinno odSkodnit spoleCnost Idorsia za
takové Naroky v souladu s ustanovenimi
Clanku 9.2 (Ze strany Zdravotnického
zarizeni) nize.
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Agreement, including but not limited to failure
to obtain IRB/IEC approvals or a signed ICF
from each Subject and/or failure to adhere to
the terms of the Protocol or to Idorsia's other
written instructions concerning the Study
Drug; (ii) failure to comply with Applicable
Laws; (iii) negligence or willful misconduct; or
(iv) use of a product (including the Study Drug)
other than those produced or supplied by
Idorsia.

9.3 Procedure. Each Party shall promptly no-
tify the indemnifying Party in writing of any
Claim triggering any indemnification obliga-
tions hereunder. The indemnifying Party shall
have sole control of the defense and settle-
ment of the Claim; provided that the indemni-
fying Party shall not enter into any settlement
that admits the fault of or creates financial or
other obligations for such Indemnitee, or oth-
erwise materially adversely prejudices Indem-
nitee 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 ex-
pense and with counsel of its own choosing, in
the defense or settlement of the Claim. The in-
demnification obligations under this Article 9
(Indemnification) shall not apply to amounts
paid in the settlement of any Claim is such set-
tlement is effected without the consent of the
indemnifying Party. Indemnitees, at the indem-
nifying Party's request and expense, shall pro-
vide full information and reasonable assis-
tance to the indemnifying Party and its legal
representatives with respect to Claims.

9.4 Survival. This Article 9 (Indemnification)
shall survive termination or expiration of this
Agreement.

9.2 Ze strany Zdravotnického zafizeni. V
souladu s ustanovenimi ¢lanku 9.3 (Postup)
Zdravotnické zafizeni od3kodni, obhdji a
pfevezme odpovédnost za spoleCnost
Idorsia a jeji korporatni spfiznéné osoby,
funkcionare, Cleny pfedstavenstva,
zameéstnance, dodavatele a zastupce kazdé
z nich (dale oznaCované jen jako ,Osoby
odsSkodnované spole¢nosti Idorsia“) ve
vztahu k veSkerym Zavazkim vzniklym v
dusledku jakychkoli Narokl vznesenych
nebo podanych proti kterékoli z Osob
odSkodfiovanych spole¢nosti Idorsia a
vzniklych v dusledku nebo zpusobenych
pfimo (i) z poruSeni této Smiouvy
Zdravotnickym zafizenim, zejména vcetné
jejich nezajisténi souhlasu IRB/IEC nebo
podepsaného formulafe ICF od kazdého
Subjektu a/nebo nedodrzeni podminek
Protokolu nebo jinych pisemnych pokyn(
spole¢nosti Idorsia tykajicich se
Hodnoceného pfipravku; (ii) nedodrzenim
Pfislusnych  pravnich  predpisu; (i)
nedbalosti nebo zamérnym pochybenim ;
nebo (iv) uzivanim produktu (vCetné
Hodnoceného pfipravku) jiného, nez jsou
produkty  vyrabéné nebo dodavané
spole¢nosti ldorsia.

9.3 Postup. Kazda ze Smluvnich stran
urychlené pisemné uvédomi odSkodnujici
Smluvni stranu o jakémkoli Naroku, ktery
vytvaii jakékoli zavazky odskodnéni na
zakladé této Smlouvy. OdSkodrujici
Smluvni strana ma vyhradni kontrolu nad
obhajobou a vyrovnanim Naroku; ovSem s
tim, Ze odSkodfujici Smluvni strana
neuzavira zadné vyrovnani, které pfipousti
pochybeni nebo vytvafi finanéni &i jiné
zavazky pro takovou OdSkodnovanou
osobu, pfipadné jinak podstatné negativné
poskozuje OdSkodriovanou osobu bez jejiho
pfedchoziho pisemného souhlasu, pficemz
tento souhlas nesmi byt bezdlvodné
odpiran nebo zadrzovan. OdSkodnovana
osoba ma pravo ucastnit se dle svého
vlastniho rozhodnuti, na své néklady a s

pravni podporou odbornika dle svého
vlastniho vybé&ru na obhajobé nebo
vyrovnani Naroku. Zavazky odSkodnéni

podle tohoto ¢lanku 9 (Nahrada Skody) se
nevztahuji na ¢astky hrazené pfi vyrovnani
jakéhokoli Naroku, pokud je takové
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ARTICLE 10
SUBJECT INJURY

10.1. Payment. Idorsia agrees, without admis-
sion of wrongdoing, to pay all reasonable med-
ical expenses incurred as a result of neces-
sary medical treatment of injuries that are not
covered by the Subject's medical or hospital
insurance or governmental programs provid-
ing such coverage; provided that: (i) the Sub-
jectis enrolled in the Study in accordance with
the Protocol; (ii) the injury is a direct result of
receiving the Study Drug administered in ac-
cordance with the Protocol and this Agree-
ment, 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', of-
ficers', agents' or employees' negligence, will-
ful misconduct or failure to adhere to the Pro-
tocol or terms and conditions of this Agree-
ment. ldorsia shall not be obligated to pay for
the treatment of medical complications that
are a part of the natural course of the primary
disease. No other compensation of any type
shall be provided by ldorsia to any Subject
with respect to any injury.

10.2 Procedure. Institution shall promptly no-
tify Idorsia of any such apparent impending
need for treatment or such treatment. Institu-
tion agrees that it will provide to Idorsia any
necessary information upon request so that
Idorsia may comply with Applicable Law.

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

vyrovnani realizovano bez  souhlasu
odskodriujici Smluvni strany.
Odskodnované osoby poskytnou

odSkodnujici Smluvni strané a jejim pravnim
zastupclm, na jeji zadost a na jeji naklady,
veskeré informace a pfiméfenou pomoc ve
vztahu k Narokam.

9.4 Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto c&lanku 9
(Nahrada Skody) zustavaji v platnosti i po
ukonéeni platnosti nebo vyprSeni této
Smlouvy.

] CLANEK 10
UJMA NA ZDRAVI SUBJEKTU

10.1  Platba. Spole¢nost Idorsia souhlasi,
pficemz tim nepfipousti Zadné pochybeni,
ze uhradi vSechny odlvodnéné vydaje na
lékafskou péci potfebnou v dusledku
nezbytné 1éCby urazu ¢&i ujmy na zdravi,
které nejsou kryty zdravotnim  ani
nemocenskym pojisténim Subjektu ani
statnimi programy, jez takové kryti poskytuiji;
ovSem za predpokladu, ze: (i) Subjekt je
zapojen do Klinického hodnoceni v souladu
s Protokolem; (ii) Ujma na zdravi je pfimym
dUsledkem 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 zpusobena
nedbalosti, zamérnym pochybenim ani
nedodrzenim Protokolu nebo podminek této
Smlouvy ze strany ZkouSejiciho ani
Personalu  klinického  hodnoceni  ani
Zdravotnického zafizeni ani jeho spravcaq,
funkcionarl, zastupcl nebo zaméstnancu.
Spolec¢nost Idorsia neni povinna hradit Ié¢bu
zdravotnich komplikaci, které jsou soucasti
pfirozeného prabéhu primarniho
onemocnéni. Spoleénost Idorsia
neposkytuje zadnému Subjektu ve vztahu k
jakékoli uUjmé& na zdravi zadnou dalSi
kompenzaci, at' jiz jakéhokoli charakteru.

10.2  Postup. Zdravotnické  zafizeni
urychlené uvédomi spoleCnost Idorsia o
jakékoli takové zifejmé potiebé 1écby nebo o
takové lécbé. Zdravotnické zafizeni
souhlasi s tim, ze na vyzadani poskytne
spole¢nosti  Idorsia  jakékoli nezbytné
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ARTICLE 11
INSURANCE

11.1 The Parties agree to carry insurance at
levels reasonable and customary in the indus-
try to cover potential liabilities arising under
this Study.

11.2 The Parties shall provide each other with
a valid certificate of insurance upon written re-
guest. 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.

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

ARTICLE 12
USE OF NAME AND PUBLICITY

12.1 Use of Name. Each Party shall not, with-
out the prior written consent of the other Party,
use in advertising, publicity or otherwise, any
tradenames, trademarks, logos, symbols, or
other image 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 Au-
thorities; (ii) 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 ldorsia, Study newsletters circulated
solely to Institutions participating in the Study.

informace tak, aby spole¢nost Idorsia mohla
splnit pozadavky PfFisluSnych pravnich
predpisu.

10.3 Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto ¢lanku 10
(Ujma na zdravi Subjektu) zustavaji v
platnosti i po ukon&eni platnosti nebo
vyprseni této Smlouvy.

CLANEK 11
POJISTENI

11.1 Smluvni strany se dohodly, Zze budou
udrzovat odpovidajici pojisténi obvyklé v
daném oboru, které bude kryt potencialni
odpovédnost vyplyvajici z tohoto Klinického
hodnoceni.

11.2 Smluvni strany si na zakladé pisemné
zadosti  vzajemné  poskytnou platné
potvrzeni o existenci pojisténi. Kromé toho
si  Smluvni strany vzajemné poskytnou
pisemné oznameni o zru$eni, neobnoveni
nebo jiné podstatné zméné takového
pojisténi, a to alespon tficet (30) dni pfed
takovou zménou.

11.3 Pretrvani platnosti nékterych
ustanoveni. Ustanoveni tohoto &lanku 11
(Pojisténi) ztstavaji v platnosti i po ukonéeni
platnosti nebo vyprseni této Smilouvy.

. CLANEK 12
POUZITi NAZVU A PUBLICITA

12.1  Pouziti ndzvu. Zadna ze Smluvnich
stran nesmi bez predchoziho pisemného
souhlasu druhé Smluvni strany pouzivat v
reklamé&, propagaci ani jinak Zzadné
obchodni nézvy, ochranné znamky, loga,
symboly ani jiné obrazy spojené se
spole¢nosti ldorsia ani zaméstnance i
zastupce  spoleCnosti  Idorsia  (dale
oznacované jen jako ,Znamky“), pokud tak
neni stanoveno touto Smlouvou. Bez ohledu
na vySe uvedené je Smluvni strana
opravnéna pouzit jméno druhé Smluvni
strany, a v pfipadé spoleCnosti Idorsia také
Zkousejiciho, v rozsahu nezbytném pro (i)
podani k Regulaénim organum; (ii) v pfipadé
spole¢nosti Idorsia k podani patentovych
pfihlasek, Kryjicich nebo narokujicich
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12.2 Publicity. Each Party shall not, and shall
not authorize or assist any third party to, origi-
nate or produce any written publicity, news re-
lease, advertisement, marketing collateral, or
other publication announcement, relating in
any way to this Agreement, without the prior
written approval of the other Party, which ap-
proval shall not be unreasonably withheld, pro-
vided however, that Idorsia shall have the right
to identify the Institution as a site at which the
Study was conducted and to identify those in-
dividuals responsible for conducting the Study.
For clarity, no advertisement may be used in
the Study unless prior written approval is re-
ceived from Idorsia.

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

ARTICLE 13
TERM AND TERMINATION

13.1 Term. Unless terminated earlier by writ-
ten notice of one Party to the other in accord-
ance 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 Investigator; (ii) Investigator has
resolved all data clarification queries (iii) all In-
stitution and other Study sites closeout activi-
ties have been completed;; and (iv) Idorsia has
made all payments collected all refunds due
under this Agreement.

13.2 Termination by ldorsia. Idorsia reserves
the right to terminate this Agreement at any
time with or without cause upon thirty (30)
days written notice to Institution. Notwithstand-
ing the foregoing, Idorsia may terminate this
Agreement immediately upon written notice to
Institution, if: (i) the events described under

Objevy; (iii) realizaci obZaloby nebo
obhajoby v soudnim sporu; (iv) dodrzovani
Prislusnych pravnich pfedpis(; nebo (v) v
pfipadé spoleCnosti Idorsia informaéni
dopisy o Klinickém hodnoceni, které se
vydavaji do obéhu vyhradné smérem ke
Zdravotnickym zafizenim zapojenym do
Klinického hodnoceni.

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 propagaci, tiskovou
zpravu, reklamu, marketingové materialy ani
jiné uverejnéni prohlaseni, které se jakkoli
tyka této Smlouvy, ani nedovoli zadné treti
osobé toto vytvofit & vyrobit, ani ji v tom neni
napomocna, ovSem za predpokladu, Ze
spoleénost Idorsia je opravnéna oznacit
Zdravotnické zafizeni jako pracovisté, kde
se Klinické hodnoceni provadi, a
identifikovat také ty osoby, které jsou
odpovédné za provadéni Klinického
hodnoceni. Pro wujasnéni plati, Z2e v
Klinickém hodnoceni se nesmi pouZivat
zadna reklama, pokud k tomu spole¢nost
Idorsia neposkytne pisemny souhlas
pfedem.

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

CLANEK13
DOBA TRVANIi A UKONCENI
PLATNOSTI SMLOUVY

13.1 Doba trvani platnosti Smlouvy.
Pokud nebude vypovézena pred€asné
pisemnou vypovédi jedné Smluvni strany
druhé Smluvni strané v souladu s
ustanovenimi tohoto ¢lanku 13, pak tato
Smlouva vyprsi k takovému z téchto dat,
které nastane pozdéji: (i) Idorsia obdrzela
vSechny fadné vyplnéné CRF od
Zkousejiciho; (ii) ZkouSejici vyreSil vSechny
dotazy na objasnéni udajd;; a (iii) byly
dokon&eny zavére¢né cinnosti ve vsech
Zdravotnickych zafizenich a na dalSich
pracovistich, kde se provadi Klinické
hodnoceni;a (iv) spole€nost Idorsia
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Section 1.5.3 (Replacement of Investigator)
occur and a replacement Investigator is not
agreed-upon; (i) monitoring by ldorsia's Rep-
resentative and/or inspection by any Regula-
tory Authority identifies serious and/or persis-
tent noncompliance with the terms of this
Agreement on the part of the Institution.

13.3 Termination by Institution. Institution
may terminate this Agreement upon thirty (30)
days written notice to Idorsia if Institution has
justified reasonbased on data to believe that
the continuation of the Clinical study according
the Protocol is detrimental to the health or
safety of Subject(s) participating in the Study.

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

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

13.5.1 Institution shall ensure that Investiga-
tor (i) notify the IRB/IEC that the Study has
been terminated; (i) cease enrolling further
Subjects into the Study; (iii) cease treating
Subjects according to the Protocol to the ex-
tent 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 ef-
fective date of termination or expiration, all
other Study activities;; (v) within ninety (90)
days after the effective date of termination or
expiration of this Agreement, provide to Idorsia

provedla ve8keré platby a nahrady splatné
podle této Smlouvy.

13.2  Vypovéd smlouvy ze  strany
spoleénosti _ldorsia. Spole€nost ldorsia si
vyhrazuje pravo kdykoli vypovédét tuto
Smlouvu s uvedenim duvodu &i bez uvedeni
ddvodu, a to vypovédi s tficetidenni (30 dni)
vypovédni Ihitou pfedanou Zdravotnickému
zarizeni. Bez ohledu na vySe uvedené je
spole¢nost ldorsia opravnéna vypovédét
tuto Smlouvu okamzité na zakladé pisemné
vypovédi Zdravotnickému zafizeni, jestlize:
(i) nastaly udalosti popsané v Clanku 1.5.3
(Vyména Zkousejiciho) a nedoslo k dohodé
o vyméné Zkousejiciho; (ii) monitorovanim
ze strany Zastupce spole€nosti Idorsia
a/nebo kontrolou ze strany jakéhokoli
Regula¢niho organu je zjisténo zavazné
a/nebo trvalé nedodrzovani podminek této
Smlouvy na strané Zdravotnického zafizeni.

13.3 Vypovéd smlouvy ze  strany
Zdravotnického  zarizeni, Zdravotnické
zafizeni mize vypovédét tuto Smlouvu na
zakladé vypovédi s fficetidenni (30 dni)
vypovédni lhatou spole¢nosti Idorsia,
jestlize Zdravotnické zarizeni ma
opodstatnény  ddvod, vychazejici z
dostupnych dat, k tomu, aby bylo
presvédéeno, Ze pokradovani Klinického
hodnoceni dle Protokolu je zdravi Skodlivé
nebo je v neprospéch bezpecnosti Subjektu
nebo Subjektd ucastniciho/ch se Klinického
hodnoceni.

13.4 Vypovéd smlouvy z duavodu jejiho
poruseni. Kterakoli ze Smluvnich stran
muze tuto Smlouvu vypovédét, jestlize
druha Smluvni strana podstatné porusi tuto
Smlouvu a nenapravi takové poruseni do
tficeti (30) dnu od doruceni pisemného
oznameni takové Smluvni strany o tomto
poruseni.

13.5 _ Uginky vypovédi / vypréeni platnosti.
V pfipadé ukonc&eni platnosti této Smlouvy z
jakéhokoli divodu:

13.5.1 Zdravotnické zafizeni souhlasi, ze
ZkouSejici (i) ukon&i nabor dalSich Subjektl
do Klinického hodnoceni; (iii) ukonci 1é€eni
Subjektu podle Protokolu v rozsahu lékafsky
pfipustném a vhodném, ale v Zadném
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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 (Equip-
ment); 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, In-
stitution shall refund to ldorsia any excess
amounts paid by Idorsia or Idorsia shall pay
any additional amounts owed to Institution.

13.5.2 ldorsia shall remain liable for any pay-
ments due for CRFs submitted prior to the ef-
fective date of termination or expiration, or
within ninety (90) days thereafter, in compli-
ance with the terms of this Agreement. Except
in the event ldorsia terminates this Agreement
in accordance with Section 13.4 (Termination
for Breach), ldorsia agrees to reimburse Insti-
tution, for reasonable non-cancelable obliga-
tions properly incurred by the Study by Institu-
tion prior to the effective date of termination or
expiration; provided that such amounts are not
in excess of the budget set form in Exhibit B.

13.6 _Survival. Section 13.4 (Effects of Termi-
nation) of this Agreement shall survive termi-
nation or expiration of this Agreement.

ARTICLE 14
DATA PRIVACY

14.1 Party agrees that its collection, pro-
cessing and disclosure of any data relating to
an identified or identifiable individual (the "Per-
sonal Data") in connection with this Agree-
ment is and will be in compliance with applica-
ble data protection laws, including the EU
General Data Protection Regulation (GDPR)

pfipadé ne pozdéji nez tficet (30) dnU od
data uCinnosti takové vypovédi nebo
vyprseni platnosti; (iv) co mozna nejdfive,
ale v zadném pfipadé ne pozdéji nez fficet
(30) dnli od data ucinnosti takové vypovédi
nebo vyprseni platnosti, ukoné&i vSechny
ostatni  aktivity v ramci  Klinického
hodnoceni;; (v) do devadesati (90) dnl od
data ucinnosti vypovédi nebo vyprSeni této
Smlouvy poskytne spoleCnosti Idorsia
vSechna Data spole¢nosti Idorsia a vrati
nebo zni¢i veSkeré Davérné informace, jak
je uvedeno v clanku 5.4 (Vraceni nebo
zniCeni Davérnych informaci) a Vybaveni,
jak je uvedeno v ¢lanku 1.8 (Vybaveni); a (vi)
do tficeti (30) dnl od data ucinnosti takové

vypovédi nebo vyprSeni platnosti této
Smlouvy doru¢i Zdravotnické zafizeni
spole¢nosti Idorsia konecné vyuctovani

Klinického hodnoceni, spolu s podrobnymi
podklady k vyuctovani, a do tficeti (30) dnU
od jeho prevzeti spoleCnosti Idorsia
Zdravotnické zafizeni vrati spoleCnosti
Idorsia  jakékoli  nadbyteéné  Castky
vyplacené spole€nosti Idorsia, nebo
spole¢nost Idorsia uhradi  jakékoli
dodatecné Castky dluzené Zdravotnickému
zafizeni.

13.5.2 Spole¢nost Idorsia nadale nese
odpovédnost za veSkeré platby splatné za
formulafe CRF predlozené pied datem
ucinnosti vypovédi nebo datem vyprSeni
smlouvy, nebo do devadesati (90) dnu poté,
v souladu s podminkami této Smlouvy. S
vyjimkou pfipadu, kdy spolecnost Idorsia

vypovi tuto Smlouvu v souladu s
ustanovenimi  ¢lanku 134  (Vypovéd
smlouvy z ddvodu jejiho poruSeni),

spoleénost Idorsia souhlasi s tim, Ze nahradi
Zdravotnickému zafizeni, podle konkrétni
situace, vSechny odlvodnéné nezrusitelné
zavazky fadné vzniklé v ramci provadéni
Klinického hodnoceni ze strany
Zdravotnického zafizeni pred datem
ucinnosti vypovédi nebo vyprseni platnosti
Smlouvy; ovSiem za predpokladu, ze takové

Castky nejsou nad ramec rozpoctu
uvedeného v Pfiloze B.
13.6 _ Pretrvani platnosti nékterych

ustanoveni. Ustanoveni &lanku 13.5 (Uginky
ukonCeni platnosti Smlouvy) této Smlouvy
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(collectively the “Data Protection Laws”), and
that it has obtained all rights and consents
necessary to collect, process and disclose the
Personal Data, if relevant When collecting and
processing Personal Data, the parties are re-
sponsible 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 in-
form the concerned Subjects about the collec-
tion 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.

14.2 |Institution 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:
XXXXXXXXXX Data Protection Officer, Con-
tact details: Fakultni nemocnice Kralovske
Vinohrady, Srobarova 1150/50, 100 34 Pra-
gue 10, e-mail: XXXXXXXXXX

14.3 When processing Personal Data, the
Parties are responsible for complying with
their respective obigations under the Data Pro-
tection Laws. The obligations of the data con-
troller and the data processor are specified in
the Investigator Agreement between Idorsia
and the Investigator.

14.4. ldorsia may transmit Personal Data to
other corporate affiliates, contractors or
agents of Idorsia. Accordingly, PersonaData
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 pri-
vacy safeguards to protect such Personal

zustavaji v platnosti i po ukonceni platnosti
nebo vyprseni této Smiouvy.

CLANEK14
OCHRANA OSOBNICH UDAJU

14.1 Smluvni strana souhlasi s tim, Ze
shromazdovani, zpracovavani a
zverejhovani 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 udaju,
vCetné evropského Obecného nafizeni na
ochranu osobnich udajid (GDPR) (dale jen
"zakony o ochrané osobnich udaju") a ze
ziskala veSkera prava a souhlasy nezbytné
pro shromazdovani, zpracovani a sdélovani
osobnich udaju, je-li to relevantni. P¥i
shromazdovani a zpracovavani osobnich
udajl jsou strany zodpovédné za plnéni
pFislusnych povinnosti jako spravci udajl
nebo jako zpracovatelé udaju podle platné
legislativy, a souhlasi s pfijetim vhodnych
opatfeni k ochrané osobnich udajq,
zachovani dOvérnosti zdravotnickych a
lékarskych informaci o Subjektech, fadnym
informovanim Subjektl o shromazdovani a
zpracovani  jejich  osobnich  udajqd,
poskytnutim pfistupu Subjektim k jejich
osobnim udajum, feSenim pfipadnych prav
Subjektu s to vSe podle platné legislativy a
zabranénim pfistupu neopravnénych osob k
osobnim udajam.

14.2 Zdravotnické zafizeni ur€i kontaktni
osobu pro spole¢nost Idorsia pro jeji
pfipadné dotazy nebo pro dotazy ufadu pro
ochranu osobnich udaji, tykajici se
osobnich udaju.

Kontaktni osoba: XXXXXXXXXXX,
povéfenec pro ochranu osobnich udajl
Zdravotnického zafizeni, kontaktni udaje:
Fakutni nemocnice Kralovské Vinohrady,
Srobarova 1150/50, 100 34 Praha 10, e-
mail: XXXXXXXXXX
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Data as required by the Data Protection Laws.
Personal Data may also be disclosed as re-
quired by individual regulatory agencies or ap-
plicable law, such as to report serious adverse
events.

14.5 Idorsia as the data controller is responsi-
ble to respond to requests by affected Sub-
jects to exercise their rights under the Data
Protection Laws. Institution will fully and with-
out delay cooperate with Idorsia in fulfilling
such requests as required by the Data Protec-
tion Laws.

ARTICLE 15
GENERAL PROVISIONS

15.1 Notices. All notices given or required to
be given under this Agreement shall be in writ-
ing sent by overnight courier, registered or cer-

tified airmail (postage prepaid), or by facsimile
(receipt confirmed) and addressed as follows:

If to ldorsia:

Idorsia Pharmaceuticals Ltd
)9 0.0.00.09.90.90.0.9.04

Hegenheimermattweg 91

4123 Allschwil — Switzerland

With a copy to:

Idorsia Pharmaceuticals Ltd
Att. Legal Department
Hegenheimermattweg 91

4123 Allschwil - Switzerland

14.3 P¥i zpracovani osobnich udaju jsou
strany odpovédné za dodrzovani svych
pFislusnych povinnosti podle zakoni o
ochrané osobnich udajl. Povinnosti spravce
udajd a zpracovatele udaju jsou stanoveny
ve smlouvé o Zkousejicim mezi spoleCnosti
Idorsia a ZkousSejicim.

14.4. Spolec¢nost ldorsia mize predavat
osobni Udaje dalSim korporatnim dcefinym
spole¢nostem, dodavatellm nebo
zastupcum spolecnosti Idorsia. V souladu s
tim mohou byt osobni udaje predavany do
zemi mimo Evropskou unii/Evropsky
hospodafsky prostor (EHP). Bez ohledu na
vySe uvedené spoleCnost Idorsia a jeji
korporatni dcefiné spolecnosti, dodavatelé
nebo pfislusni zastupci budou uplatfovat
pfiméfenou ochranu soukromi a osobnich
udaji dle zakond o ochrané udaji. Osobni
udaje mohou byt také sdéleny na vyzadani
jednotlivych regulaénich agentur nebo dle
platnych zakonl, napfiklad v pfipadé
hlaseni zavaznych nezadoucich pfihod.

14.5 Spolecnost Idorsia jako spravce udajl
je odpovédna reagovat na Zadost dotCenych
Subjektd hodnoceni o uplatnéni jejich prav
podle zakonu o ochrané udajl. Zdravotnické
zafizeni bude plné a neprodlené
spolupracovat se spolednosti Idorsia pfi
plnéni takovych pozadavkl tak, jak to
vyzaduji zakony o ochrané udaju

. CLANEK 15 ]
VSEOBECNA USTANOVENI

15.1 Doru€ovani. VsSechna oznameni
podavana nebo pozadovana na zakladé této
Smlouvy se vyhotovuji pisemné a zasilaji se
expresnim kuryrem, doporu¢enou postou
nebo doporucenou leteckou postou (s
pfedem vyplacenym postovnym), pfipadné
faxem, a adresovana budou takto:
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If to Institution:

Fakultni nemocnice Kralovské Vinohrady
Srobarova 1150/50

100 34 Praha 10

All notices shall be deemed to be effective on
the business day after delivery of such notice
to the overnight courier, the day such notice is
received by the addressee via registered or
certified mail, or the day on which such notice
is sent by facsimile. In case any Party changes
address at which notices are to be received,
written notice of such change shall be given as
soon as practicable to the other Parties.

15.2 Governing Law. This Agreement will be
governed by the laws of Czech Republic with-
out regard to its conflict of law principles. The
exclusive venue of jurisdiction shall be Pra-
gue.

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

15.4 Independent Contractor. For the pur-
poses of this Agreement, the Parties are inde-
pendent 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 ven-
tures. 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.

15.5. Assignment. This Agreement shall not
be assignable by Institution without the prior
written consent of Idorsia. Idorsia may assign
this Agreement. Any purported assignment or

Pro spole¢nost Idorsia:
Idorsia Pharmaceuticals Ltd
XXXXXXXXXXX

Hegenheimermattweg 91

4123 Allschwil — Svycarsko

S kopii pro:

Idorsia Pharmaceuticals Ltd
Att. Legal Department
Hegenheimermattweg 91

4123 Allschwil - Svycarsko

Pro zdravotnické zarizeni:

Fakultni nemocnice Kralovské Vinohrady
Srobarova 1150/50
100 34 Praha 10

Ma se za to, Ze veSkera oznameni nabyvaji
ucinnosti v pracovni den nasledujici po
doruceni pfislusného oznameni expresnimu
kuryrovi, nebo v den, kdy adreséat toto
oznameni obdrzel doporu¢enou postou. V
pfipadé, ze kterakoli ze Smluvnich stran
zméni adresu, kam se dorucuji oznameni,
co nejdfive oznami tuto zménu pisemnym
oznamenim druhé Smluvni strané.

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

15.3 Nadpisy. Nadpisy obsazené v této
Smlouvé byly vlozeny pouze pro
pfehlednost a v Zadném pfipadé nedefinuji,
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delegation without ldorsia's written consent is
null and void.

15.6 Subcontracting. With Idorsia’s prior writ-
ten consent in each instance, Institution may
subcontract the performance of certain activi-
ties under this Agreement to qualified third
parties, provided that (i) such third parties per-
form 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 any
such third parties.

15.7 Third 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 Agree-
ment or any other right.

15.8 Severability; Waiver. Wherever possible,
each provision of this Agreement shall be in-
terpreted 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 unen-
forceable 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 sub-
stitute 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.

neomezuji ani neovliviuji rozsah ani zamér
této Smlouvy.

15.4 Nezavisly dodavatel. Pro ucely této
Smlouvy jsou Smluvni strany nezavislymi
smluvnimi stranami a nic obsazeného v této
Smlouvé se nevyklada tak, aby je postavilo
do vztahu mezi partnery, zmocnitelem a
zmocnéncem, zaméstnavatelem a
zaméstnancem nebo Uc€astniky spole¢ného
podniku. Smluvni strany také souhlasi s tim,
Ze zadna z nich nema pravomoc ani pravo
zavazovat nebo vazat druhou Smluvni
stranu a Ze zadna z nich nebude vystupovat
tak, jako by takovou pravomoc méla.

15.5 Postoupeni. Zdravotnické zafizeni
nesmi tuto Smlouvu postoupit bez
pfedchoziho pisemného souhlasu
spole€nosti Idorsia. Spole€nost Idorsia je
opravnéna tuto Smlouvu postoupit. Jakékoli
zamyslené postoupeni nebo delegovani bez
pisemného souhlasu spole¢nosti Idorsia je
neplatné a nulitni.

15.6 _ Subdodavky. S predchozim
pisemnym souhlasem spole€nosti ldorsia v
kazdém konkrétnim pfipadé smi
Zdravotnické zafizeni  subdodavatelsky
zajistit vykon nékterych €innosti podle této
Smlouvy ze strany tfetich osob, ovéem za
pfedpokladu, Ze (i) takové tfeti osoby tyto
¢innosti vykonavaji zpUsobem
odpovidajicim podminkam této Smlouvy, (ii)
Zdravotnické zafizeni zlstava i nadale
odpovédné za plnéni takovych tfetich osob
a (iii) Zkoudejici nema zadny pfimy ani
nepfimy finanéni podil na jakékoli takové
tfeti osobé.

15.7 ObmysSlené tfeti osoby. Nic
obsazeného v této 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 Oddélitelnost; vzdani se prava.
Kdykoli je to mozné, kazdé ustanoveni této
Smlouvy se vyklada tak, ze je platné podle
PFislusnych pravnich predpist. Jestlize je
kterékoli ustanoveni této Smlouvy (nebo
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15.9 Entire Agreement; Modification. This
Agreement, its Exhibits and the Protocol, con-
tain 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.

15.10 Counterparts. This Agreement may be
executed in two (2) counterparts, each of two
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 Party
below represents and warrants that they have
full authority and power to execute this Agree-
ment on behalf of that Party.

IN WITNESS WHEREOF, the Parties have
entered into this Agreement under seal as of
the Effective Date by their duly authorized
representatives.

INSTITUTION/ ZDRAVOTNICKE
ZARIZENI

By/ Podpis:

Name/ Jméno: Prof. MUDr. Petr Arenberger,
DrSc., MBA, FCMA

Title/Funkce: Director/feditel

Date/Datum:

vice jejich ustanoveni) soudem pfislusné
jurisdikce  prohlaSeno za  neplatné,
nezakonné nebo nevymahatelné, zbyvajici
Cast této Smlouvy zlstava v pIné platnosti a
ucinnosti bez uvedeného ustanoveni.
Smluvni strany vyjednaji v dobré vife
nahradni ustanoveni za takové ustanoveni
prohlaSené za neplatné, nezakonné nebo
nevymahatelné, a toto nové ustanoveni
bude co mozna nejblizSi pdvodnimu zaméru
Smluvnich stran v dobé& uzavirani této
Smlouvy. Zadny p¥ipad, kdy Smluvni strana
nevymaha jakékoli  ustanoveni  této
Smlouvy, se nevyklada jako vzdani se prava
takové Smluvni strany na nésledné
vymahani takového ustanoveni nebo
jakéhokoli jiného ustanoveni nebo prava.

15.9 Uplna dohoda; zmény ve Smlouvé.
Tato Smlouva, jeji Pfilohy a Protokol
obsahuji tplnou dohodu Smluvnich stran ve
vztahu Kk jejich pfedmétu a nahrazuji
vSechna pfedchozi jednani, dohody a
pisemna ujednani ve vztahu k takovému
pfedmétu. V pfipadé jakéhokoli rozporu
mezi touto Smlouvou a jejimi Pfilohami jsou
rozhodujici podminky této Smlouvy, oviem
s tou vyjimkou, Zze podminky Protokolu jsou
rozhodujici, pokud jde o veSkeré védecke,
lékaFské a/nebo technické zaleZitosti. Zadné
zmény ani upravy této Smlouvy nejsou
ucinné, pokud nebyly sepsany pisemné a
podepsany zmocnénymi zastupci
Smluvnich stran.

15.10 Vyhotoveni. Tato Smlouva se
vyhotovuje ve dvou (2) stejnopisech, z nichz
kazdy se povazuje za original, ovSem oba
stejnopisy predstavuji jednu a tutéz listinu.
Z&adna ze Smluvnich stran neni opravnéna
vymahat ustanoveni této Smlouvy VvGci
druhé Smluvni strané, pokud tuto Smlouvu
nepodepsala a takové druhé Smiluvni strané
nedorucila. Osoba podepisujici  tuto
Smlouvu za Smluvni stranu prohlasuje a
zarucuje, Ze ma plné zmocnéni a pravomoc
tuto Smlouvu jménem dané Smluvni strany
podepsat.
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NA DUKAZ CEHOZ Smluvni strany
uzaviely tuto Smlouvu ke Dni platnosti
prostfednictvim svych fadné zmocnénych
zastupcu.

IDORSIA

By/ Podpis:

Name/IJméno:
Title/ Funkce:

Date/Datum:

and/a

By/ Podpis:

Name/ Jméno:

Title/Funkce:
Date/Datum:
XXX X
XXX XXX
XOOOKXXXXXX XXX X

) 0.0.0.0.0.0.0.0.0.0.0.0.00000000000009090004
) 0.0.0.0.0.0.0.0.00.0000000000000000000¢
) 0.0.0.0.0.0.0.0.00.0000000000000000000¢
) 0.0.0.0.0.0.0.0.0.0.0.0.00000000000009090004
XXXXXXX

1 0.0.0.0.0.0.0.0.0.0.0000600000000000064
) 0.0.0.0.0.0.0.0.0.0.0000000000000000004
) 0,0.0.0.0.0.0.0.0.0.0.0.000000000000090004
) 0,0.0.0.0.0.0.0.0.0.0.0.000000000000090004
XXXXXXXXXXX

31



dorsia

XXXXXXXXX XXXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX

XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX XXXXXXXX XXXXXXXXX
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XXXXXXXXX XXXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX XXXXXXXX XXXXXXXXX
XXXXXXXXX OO XXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX KHHRXXXKXX
XXXXXXXXX. XXXXXXXXX XXXXXXXXX
XXXXXXXXX
XXXXXXXXX XXXXXXXXX

1.3 _Site Costs: All fees described in the “Site
Costs” table below will only be paid upon receipt
of valid invoice and in no case prior to the exe-
cution of this Agreement.

1.3 Néaklady Zdravotnického zafizeni: VSechny
poplatky stanovené v niZe uvedené tabulce
,Naklady Zdravotnického zafizeni“ budou uhra-
zeny pouze po obdrzeni platné faktury a
v zadném pfipadé pfed uzavienim této Smlouvy.

XXXXXXXXXXX XXXXXXXXXXX

XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXX

XXXXXXXXXXX

XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXX

XXXXXXXXXXX
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XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXX XXXXXXXXXX

1.4 Currency: ldorsia Administrative Payment
Agent, DrugDev (“APA”) shall make all pay-
ments in CZK

1.5 Screen Failure: In case of screen failure or
run-in failure, the applicable visit fees stated in
section 1.1 above will be paid based on EDC
completion for the visits performed in
accordance with the Protocol. Idorsia reserves
the right to reasonably limit the number of
screening failure or run-in failure payments by
notifying previously IN WRITING the Institution
and the Investigator

1.6 Study Subject Travel Reimbursement: A
third-party vendor will be utilized for handling
reimbursement of Study Subject travel
expenses. Investigator agrees to collaborate
with the CRA and the third-party vendor to
manage the reimbursement process.

1.7 Premature Discontinuation: In case a
Study Subject prematurely discontinues the
Study, only performed visits will be paid. If the
End of Treatment (EOT) visit coincides with a
scheduled visit, the EOT assessment should
be performed and only the EOT fee will be
paid.

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

o All Required Study Subject visits
have been completed

1.4 Ména: Administrativni z&stupce v z&-
lezitosti plateb spole€nosti Idorsia (“AZP”)
provadi vSechny platby v K&.

1.5 Skrininkem vyfazeni pacienti: V pfipadé
skriningového nebo run-in selhani budou
proplaceny pfislusné poplatky za navstévy
uvedené v sekci 1.1 na zakladé vyplnéni
EDC pro navstévy provedené v souladu s
Protokolem. Spole¢nost Idorsia si vyhrazuje
pravo rozumnym zpusobem omezit pocet
plateb v pfipadé skriningového nebo run-in
selhani tim, Ze predem PISEMNE informuje
Zdravotnické zafizeni a ZkouSejiciho.

1.6 Nahrada cestovnich nakladu Subjekt
klinického hodnoceni: Nahrady cestovnich
nakladd Subjektim klinického hodnoceni
budou vyplaceny tfeti stranou. Zkousejici
bude spolupracovat s monitorem klinického
hodnoceni a tfeti stranou za ucCelem
zpracovani nahrady cestovnich nakladi

1.7 PredCasné ukonceni: V pripadé, ze
Subjekt Klinického hodnoceni pred&asné
ukondi svoji u€ast v Klinickém hodnocent,
hradi se pouze realizované navstévy. Pokud
navstéva na Konci Ié¢by (End of Treatment,
EOT) pfipadda na datum planované
navstévy, mélo by pfi ni byt provedeno
vyhodnoceni na Konci 1éEby a uhrazen
pouze poplatek pfi Konci IéCby.

1.8 Koneéna platba:
Konecna platba je podminéna splnénim
nésledujicich podminek:

e vsechny pozadované
Subjektd byly uskutecnény;

e spole€nost Idorsia obdrzela vdechna
data v podobné vhodné pro analyzu;

navstévy
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Idorsia has received all Study Sub-
ject Data in a form suitable for analy-
sis
o All data clarification queries have
been resolved to ldorsia’s satisfac-
tion
¢ lIdorsia has verified that all required
regulatory documentation is com-
plete
e The Study close-out visit has been
completed
¢ Institution has provided final invoices
within thirty (30) days of close out
visit from the company's challenge.
Institution shall have sixty (60 days) from the
receipt of the final payment under this Agree-
ment to make comments on payments with
Idorsia or its designee.

e vSechny dotazy na ujasnéni dat byly
vyfeSeny ke spokojenosti
spolecCnosti Idorsia;

e spoleCnost Idorsia ovérila, Zze
vS8echny  dokumenty vyzadané
spravnimi orgnany jsou kompletni;

e byla uskute¢néna uzaviraci nav-
Stéva (Close-out visit);

e Zdravotnické zafizeni  vystavilo
konec&nou fakturu do tficeti (30) dnu
od vyzvy spolecnosti Idorsia.

Zdravotnické zafizeni ma Sedesat (60) dni
od obdrzeni posledni platby dle této
Smlouvy ke vzneseni pfipominek tykajicich
se plateb ke spolecnost Idorsia nebo jejimu
zastupci.

1. INVOICING

2.1 All payments shall be made quarterly by
Idorsia through APA based on Subject Visit
Budgets and terms described above (following
validation by a designated representative of
Idorsia). Such Payments will be made within
thirty days (30) upon reception of original in-
voices and corresponding documentation.

The following information should be included
on the invoice:
e Complete Institution and Investigator
name
e A unique invoice number
e Invoice Date
e Payee Name (must match Payee indi-
cated on Vendor Forms)
e Payment Amount
e Complete description of services ren-
dered
e  Study Protocol Number

Invoices may be uploaded directly via the APA
Site Portal (instructions will be provided under
separate cover), submitted electronically to
support@drugdevglobal.com, submitted via fac-
simile to 610-650-1895 or sent via mail:

Drugdev Payments

2. FAKTURACE

2.1 VSechny platby budou uskuteCnény
Ctvrtletné spole¢nosti ldorsia prostrfednic-
tvim AZP a to na zakladé planu plateb za
navstévu Subjektu a predpokladi
vysvétlenych vySe (na zakladé ovéfeni
spravnosti uréenym zastupcem Spole¢nosti
Idorsia).

Nasledujici informace musi byt uvedeny na

fakture:

¢ PIné jméno Zdravotnického zafizeni a
ZkousSejiciho

Unikatni Cislo faktury

Datum faktury

Jméno pfijemnce platby (musi byt v

souladu s identifikaci pfijemce platby na

formulafich zastupce)

Castka k platbé

PIny popis uskuteénénych sluzeb

Cislo protokolu

Faktury mohou byt vioZzeny pfimo na stranky
portalu AZP (pokyny budou poskytnuty
separatné), nebo postoupeny elektronicky
na support@drugdevglobal.com, odeslany
faxem na ¢&. 001-610-650-1895, nebo
odeslany postou:
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IQVIA, 5™ floor.
210 Pentonville Rd, King Cross
London N1 9JY
United Kingdom

Idorsia Pharmaceuticals Ltd
VAT Number: CHE-464.823.420
Hegenheimermattweg 91

4123 Allschwil

Switzerland

Invoices submitted via the portal or email will
be immediately acknowledged with a refer-
ence number for future reference.

Contact: For questions regarding invoices or
payments, please contact the DrugDev Cus-
tomer Support Team at 0044 020 8600 0144.

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

2.4 Idorsia / APA will cover its wire transfer
fees charged by Idorsia’s / APA’ bank. Bank
charges of a corresponding Institution’s bank
will be the responsibility of the Institution.

Drugdev Payments

IQVIA, 5™ floor.

210 Pentonville Rd, King Cross
London N1 9JY

Spojené kralovstvi Velké BritAnie a
Severniho Irska

Idorsia Pharmaceuticals Ltd
VAT Number: CHE-464.823.420
Hegenheimermattweg 91

4123 Allschwil

Svycarsko

Faktury postoupené pfimo pfes portal nebo
emailem budou okamzité potvrzeny
referenénim Cislem.

Kontakt: V pfipadé dotazu k fakturam nebo
platbé prosim kontaktujte linku pomoci
spole¢nosti DrugDev na Ccisle: 0044 020
8600 0144.

2.3 Stejna faktura¢ni adresa plati také pro
jakékoli prubézné naklady, jak jsou uvedeny
v ¢lanku 4.4 této Smiouvy.

2.4 Spolec¢nost Idorsia a AZP hradi poplatky
za bankovni pfevody, které ji uctuje jeji
bankovni  dstav. Bankovni  poplatky
prislusné banky Zdravotnického zafizeni
nese Zdravotnické zafizeni.
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EXHIBIT B
BANK TRANSFER DETAILS

1dorsia

PODROBNE INFORMACE K BANKOV-
NiM PREVODUM

Payment Intake Instructions and Payment Intake
Form:

Pokyny pro pfijemce platby a Formular k pfijeti
platby:
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Payment Intake Instructions

Payee Instructions:

1. Complete the Payment Intake Form on page #2.
All numbered fields must be completed in order to
receive payment unless otherwise indicated.

2. Email the signed completed Payment Intake Form
to: support@drugdevglobal.com

3. If you do not have email access, please fax the
form(s) to: + 1 610-994-2784

Payment Information:

The payment information you provide will only be used for
payment services relating to the Idorsia Pharmaceuticals
Ltd, XXXXXXXXX study and will not be disclosed to outside
parties.

Once the Payment Intake Form is received from your site,
DrugDev will send an email to the authorized Payment Re-
cipient designated on the form, which will include your site’s
portal registration and training material.

The Invoice Recipient is the person who will be sending in-
voices to DrugDev. Throughout the study, DrugDev will be
sending the invoice recipient the payable visit activity which
should be invoiced to DrugDev to receive payment.

The Payment Recipient is the person your site selects to
receive a payment notification email upon processing of
each payment and have access to the DrugDev Payments
Portal for payment details. The email notification will include
a link to the DrugDev Payments Portal where your site will
be able to access details of your payment.

If you have any questions or require additional infor-
mation, please contact DrugDev Payments support at
800-701-148 or support@drugdevglobal.com.

Information regarding the DrugDev Payments Process
can be found within the Resource section of the Drug-
Dev Payments Portal.

Additional correspondence with DrugDev may also be
sent to:

Pokyny k prijeti platby

Pokyny pro prijemce platby:

1. Vyplite formularf k pfijeti platby na 2. strané. Aby
bylo mozné prijimat platby, je nutno vyplnit vSechna
ocislovana pole, neni-li uvedeno jinak.

2. Vyplnény a podepsany formulaf k pfijeti platby
zaSlete e-mailem na adresu: support@drug-
devglobal.com

3. Pokud nemate pfistup k e-mailu, zaSlete prosim for-
mulaf/e faxem na &islo: +1 610-994-2784

Platebni Gdaje

Vami uvedené platebni Udaje budou pouzité pouze pro
platebni ucely souvisejici se studii Idorsia Pharmaceuticals
Ltd XXXXXXXXX nebudou sdélovany tfetim osobam.

Jakmile bude formulaf pro pfijeti platby obdrzen z Vasi
provozovny, za$le spole¢nost DrugDev e-mail zmocnéné
osobé Prijemce platby, uréené ve formulafi, pfi¢emz e-mail
bude obsahovat Skolici material a registraci portalu Zdravot-
nického zafizeniVasi provozovny.

Prijemce faktury je osoba, ktera bude zasilat faktury do
DrugDev. V pribéhu studie bude DrugDev zasilat pFijemci
faktury prehled splatnych aktivit subjektll hodnoceninav-
Stévnik(, které by mély byt fakturovany DrugDev pro ob-
drzeni platby.

Prijemce platby je osoba, kterou si Vase provozovnaZdra-
votnické zafizeni zvoli jako pfijemce e-mailového oznameni
o0 jednotlivych platbach a jako osobu opravnénou pro pfistup
na portal DrugDev Payments pro detaily plateb. Oznamovaci
e-mail bude obsahovat odkaz na portal DrugDev Payments,
kde si budete moci prohlizet detailni informace o platbé.

V pfipadé jakychkoliv dotaz(l i pfani kontaktujte prosim
podporu DrugDev Payments na €isle 800-701-148 nebo na
adrese support@drugdevglobal.com.

Informace o prubéhu platby v ramci DrugDev Payments
naleznete v sekci Zdroje (Resource) na platebnim portalu
DrugDev Payments.

DalSi korespondenci pro DrugDev muzete rovnéz zaslat na
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adresu:
DrugDev

Attn: DrugDev Payments
IQVIA, 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom (Ref: Study)

DrugDev

Attn: DrugDev Payments
IQVIA, 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

(Reference platitele: Studie)

Important: Submission of this form to DrugDev authorizes o e o . . .
and validates the information enclosed. Please contact LRuleZité: Odeslanim tohoto formulafe spolecnosti Drug-

DrugDev immediately with any changes to this form. Pay- Dev potvrzujete platnost priloZzenych informaci a udélujete

ment information will not be disclosed to unauthorized par- Opravnéni k pouZiti platebnich adaja pro tcely plateb v
ties. ramci studie. Pokud dojde ke zméné udajii uvedenych v

tomto formulari, spole¢nost DrugDev prosim neprodlené
kontaktujte. Platebni Udaje nebudou poskytnuty ne-
opravnénym stranam
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Formular k prijeti platby

(Payment Intake Form)

XXXXXXXXXXXXXX
XXXXXXXXXXX
1) | XXXXXXXXXXX XXXXXXXXXXX
2) | XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXX
3) [ XXXXXXXXXXX XXXXXXXXXXX
4) | XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXX
5.) | XXXXXXXXXXX XXXXXXXXXXX
6.) [ XXXXXXXXXXX XXXXXXXXXXX
7.) | XXXXXXXXXXX XXXXXXXXXXX
8.) | XXXXXXXXXXX XXXXXXXXXXX
9.) | XXXXXXXXXXX XXXXXXXXXXX
10.) | XXXXXXXXXXX XXXXXXXXXXX
11.) [ XXXXXXXXXXX XXXXXXXXXXX
12.) [ XXXXXXXXXXX XXXXXXXXXXX
13.) | XXXXXXXXXXX XXXXXXXXXXX
14.) [ XXXXXXXXXXX XXXXXXXXXXX
15.) | XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXX
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16.)
17.)
18.)
19.)

20.)
21)

22)
23)

XXXXXXXXXXX

XXXXXXXXXXX XXXXXXXX XXX

XXXXXXXXXXX XXXXXXXXXXX

XXXXXXXXXXX XXXXXXXX XXX

XXXXXXXXXXX XXXXXXXX XXX

XXXXXXXXXXX XXXXXXXXXXX

XXXXXXXXXXX XXXXXXXX XXX

XXXXXXXXXXX

XXXXXXXXXXX

XXXXXXXXXXX

XXOXXXXXXXXX Prof. MUDr. Petr Arenberger, DrSc., MBA, FCMA

FXXXXXXXXXXXXX
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