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CLINICAL STUDY AGREEMENT
(Institution only)

SMLOUVA O KLINICKE STUDII
(Pouze zdravotnické zafrizeni)

This clinical study agreement (“Agreement”),
is entered into by and between (1) Cortendo AB with
its registered office c¢/o TMF Sweden AB, Sergels Torg
12, 111 57 Stockholm, Sweden, VAT number

SE556537655401 (“Sponsor”); (2) Cmed Clinical
Services Limited with its registered office at
Holmwood, Broadlands Business Campus,

Langhurstwood Road Horsham, West Sussex, RH12
4QP, United Kingdom, VAT number: GB 791370908
(“Cmed”); (3) Fakultni nemocnice Kralovske
Vinohrady, with its principal address at Srobarova
1150/50, 100 34 Praha, Czech Republic, Ass. Prof.
Robert Grill, M.D., PhD. MHA, director, referal number:
KH 48/2016, cost wunit: 22054 (“Institution”);
individually referred to as a “Party” and collectively as
“Parties”).

Tato smlouva 0 klinické studii
(,smlouva®) se uzavira mezi (1) spolecnosti
Cortendo AB se sidlem na adrese c/o TMF
Sweden AB, Sergels Torg 12, 111 57 Stockholm,
Svédsko, DIC: SE556537655401 (,zadavatel®),
(2) spole€nosti Cmed Clinical Services Limited
se sidlem na adrese Holmwood, Broadlands
Business Campus, Langhurstwood Road
Horsham, West Sussex, RH12 4QP, Spojené
Kralovstvi Velké Britanie a Severniho Irska, DIC:
GB 791370908 (,Cmed®), (3) Fakultni nemocnice
Kralovské Vinohrady, se sidlem na adrese
Srobarova 1150/50, 100 34 Praha, Ceska
republika, zastoupena Doc. MUDr. Robertem
Grillem, Ph.D., MHA, feditelem, €islo jednaci: KH
48/2016, nakladové stfedisko: 22054
(,zdravotnické zafizeni“), dale jednotlivé jako
.Ssmluvni strana“ asouhrnné jako ,smluvni
strany®).

WHEREAS Sponsor is sponsoring a clinical study on
the compound COR-003 (the “Study Drug”), in
accordance with Protocol No. COR-2012-01, entitled:
“‘“An Open Label Study to Assess the Safety and
Efficacy of COR--003 (2S, 4R-Ketoconazole) in the
Treatment of Endogenous Cushing’s Syndrome” (the
“Protocol”);

JELIKOZ zadavatel sponzoruje klinickou studii
o slou¢eniné COR-003 (,hodnocené Iécivo®)
v souladu s protokolem €. COR-2012-01 s nazvem:
,Oteviena studie k vyhodnoceni bezpecnosti
aucinnosti  pfipravku  COR--003 (2S, 4R-
ketokonazol) pfi 1é¢bé endogenniho Cushingova
syndromu” (,protokol®);

WHEREAS Cmed is a clinical research organization
which has been contracted by Sponsor to manage and
administer the Study all in accordance with a master
services agreement (“MSA”) entered into by those
Parties on 30 September 2013;

JELIKOZ spole¢nost Cmed je klinickou vyzkumnou
organizaci, kterou zadavatel najal pro Ucely fizeni
a spravy studie v souladu sramcovou smlouvou
o0 sluzbach (,smlouva MSA®), ktera byla uvedenymi
smluvnimi stranami uzaviena dne 30. zafi 2013;

WHEREAS Institution possesses expertise in the
conduct and performance of clinical studies;

JELIKOZ zdravotnické zafizeni ma zkusSenosti
s provadénim a plnénim klinickych studii;

WHEREAS Sponsor and Cmed desire that Institution
participate in the conduct of the Study (as defined
below), and Institution desires to participate in the
conduct of the Study, all in accordance with the
Protocol and the terms and conditions of this
Agreement. The performance of the Protocol
hereunder shall be referred to herein as the “Study”;

JELIKOZ zadavatel aspoleénost Cmed maji
zajem, aby se zdravotnické zafizeni zucastnilo
provadéni studie (jak je definovana nize),
a zdravotnické zafizeni ma zajem zucastnit se
studie, to v8e vsouladu s protokolem
a podminkami této smlouvy. Provadéni protokolu
podle této smlouvy bude dale oznacovano jako
Lstudie®;

NOW THEREFORE, in consideration of the foregoing
and the mutual covenants and promises set forth
herein and other good and valuable consideration, the
receipt and adequacy of which are hereby
acknowledged, the Parties agree as follows:

PROTO na zakladé vyse uvedeného a na
zakladé vzajemnych pfisliba a ujisténi uvedenych
v této smlouvé a na zakladé ostatnich zasadnich
a padnych davodd, jejichz pfijeti a adekvatnost
jsou timto potvrzeny, se smluvni strany dohodly
takto:

1. INSTITUTION

1. ZDRAVOTNICKE ZARIZENI

The Institution commits itself to allow its employee,
Principal Investigator, Prof. Michal KrSek, M.D., Ph.D.
to perform the obligations of the Principal Investigator
as set out in the Protocol. Principal Investigator will be
responsible for the conduct of the Study in accordance
with applicable legislation, this Agreement and the
Protocol.

Zdravotnické zafizeni se zavazuje umoznit
svéemu zaméstnanci, hlavnimu zkousejicimu,
Prof. MUDr. Michalovi Krskovi, CSc. pInéni
povinnosti hlavniho zkou$ejiciho tak, jak je
stanoveno v protokolu. Hlavni zkousejici bude
odpovédny za prabéh studie v souladu s platnou

legislativou, smlouvou a protokolem.
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Institution represents that Principal Investigator is fully
qualified to conduct the Study and to serve in the
capacity of Principal Investigator. Principal
Investigator and all persons or entities who perform
any portion of the Study (“Study Personnel”) shall be
employees or subcontractors of Institution and
Institution shall be responsible for their compliance
with the terms of this Agreement.

Zdravotnické zafizeni prohlasuje, Ze hlavni
zkouSejici je pIné zpUsobily provést studii
a zastavat funkci hlavniho zkousejiciho. Hlavni
zkousejici a vdechny osoby nebo subjekty, které
provadéji libovolnou ¢€ast studie (,pracovnici
studie®), budou zameéstnanci nebo
subdodavatelé zdravotnického zafizeni
a zdravotnické zafizeni bude odpovédné za jejich
soulad s podminkami této smlouvy.

2. SCOPE OF WORK

2. ROZSAH PRACE

Institution and Principal Investigator shall perform the
Study in strict compliance with the terms and
conditions of this Agreement, any written instructions
from Sponsor and/or Cmed, all generally accepted
standards of Good Clinical Practice, the Protocol, and
with all applicable local laws and regulations governing
the performance of clinical trials, including, but not
limited to, the Federal Food, Drug, and Cosmetic Act
and regulations of the Food and Drug Administration
(“FDA”) and European Medicines Agency (“EMA”) and
the World Medical Association Declaration of Helsinki
entitted ‘Ethical Principles for Medical Research
Involving Human Subjects’ (1996 version). Institution
hereby acknowledges that a copy of the Clinical Trial
Protocol has been provided to Institution and Principal
Investigator. The Protocol is hereby incorporated by
reference, together with any and all amendments
thereto, into this Agreement.

Without limiting the generality of the foregoing,
Sponsor or designee (Cmed) shall be responsible, for
obtaining approval of the Protocol, Informed Consent
Form, Study advertisements (if any) from the
respective Ethical Committee (“EC”) prior to study
initiation. If the EC requires changes in the Protocol or
Informed Consent Form, such changes shall not be
implemented until Sponsor is notified and gives its
approval. The Protocol and the Inf ormed Consent
Form not be revised without the prior written
agreement of Sponsor and the EC. Institution shall also
obtain an Informed Consent Form signed by or on
behalf of each human subject prior to the subject’s
participation in the Study, which Informed Consent
Form shall be the document approved by the Sponsor
and the EC. Patient’s consent with providing patient’s
confidential study related data is part of the Informed
Consent From.

Institution, via Principal Investigator, shall maintain a
Screen Failure log and will provide such log at Cmed'’s
request to Sponsor for inspection. In addition,
Institution agrees that Principal Investigator shall

Zdravotnické zafizeni a hlavni zkouSejici budou
provadét studii v pfisném souladu s podminkami
této smlouvy, pisemnymi pokyny zadavatele nebo
spole¢nosti Cmed, vdemi obecné pfijatymi normami
spravné klinické praxe, protokolu a véemi platnymi
mistnimi zakony a pfedpisy upravujicimi provadéni
klinickych hodnoceni, mimo jiné v&etné federalniho
zakona o potravinach, lécich a kosmetickych
pfipravcich a predpis  Federalniho Gfadu pro
kontrolu potravin a lé€iv (,FDA®) a Evropske |Iékove
agentury (,LEMA®) ahelsinského prohlaSeni
Svétové lékaiské asociace snazvem FEtické
zasady pro lékarfsky vyzkum s &asti lidskych
subjektd“ (znéni zroku 1996). Zdravotnické
zafizeni timto potvrzuje, Zze jemu a hlavnimu
zkouSejicimu byla prfedana kopie protokolu
klinického hodnoceni. Protokol je timto odkazem
zaclenén do této smlouvy spolu s jeho pripadnymi
dodatky.

Aniz by tim byla dotCena obecna platnost vyse
uvedenych ustanoveni, Zadavatel nebo zmocnéna
spole¢nost (Cmed) bude, v zastoupeni zadavatele,
odpovédna za ziskani schvaleni protokolu,
formulare informovaného souhlasu, reklamy na
studii (pokud existuje) od pfislusné etické komise
(,EK®) jesté pfed zahajenim studie. Pokud komise
IRB pozaduje zmény v protokolu nebo formulafi
informovaného souhlasu, nebudou tyto zmény
provedeny, dokud o nich nebude vyrozumeén
zadavatel a neda k nim souhlas. Protokol a formular
informovaného souhlasu nesmi byt revidovany,
pokud k tomu nedaji zadavatel a EK pfedem sv{j
souhlas. Zdravotnické zafizeni také ziska pred
zahdjenim uCasti subjektu na studii formular
informovaného souhlasu podepsany jednotlivymi
lidskymi subjekty nebo jejich jménem, pficemz tento
formular informovaného souhlasu bude
dokumentem schvalenym zadavatelem a EK.
Soucasti informovaného souhlasu je i souhlas
pacienta s poskytovanim jeho davérnych udaju v
souvislosti se studii.

Zdravotnické zafizeni povede, prostfednictvim
zkous$ejiciho, prehled Screen Failure, ktery na
vyzvu Cmed predlozi ke kontrole Zadavateli. Kromé
toho souhlasi zdravotnické zafizeni s tim, ze hlavni
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provide Sponsor with the data called for in the Protocol
on properly completed case report forms in
accordance with a schedule communicated by
Sponsor or its designee. Institution shall notify
Sponsor, via Principal Investigator, of the occurrence
of any serious and/or unexpected adverse drug
reactions (as defined in the Protocol) occurring in any
subject during the Study in accordance with the
procedure set forth in the Protocol and within the
earlier of the time period set forth in the Protocol or
applicable law. Institution shall compile a log of such
notifications, via Principal Investigator, which shall be
processed in compliance with all applicable legal and
regulatory requirements.

Neither the Institution nor the Principal Investigator
shall (and shall procure that none of the Study
Personnel shall) use the Investigational Study Material
(as defined below) for any purpose other than the
conduct of the Study.

Subject to the Institution’s and the Principal
Investigator's overriding obligations in relation to
individuals recruited to participate in the Study (“Study
Subjects”) and individual patient care, neither the
Institution nor the Principal Investigator nor the Study
Personnel shall during the term of this Agreement
conduct any other trial which might hinder the
Institution’s or Principal Investigator’s ability to recruit
and study the required number of Study Subjects.

Sponsor notes that one of the members of the study
team will be a pharmacist employed by Institution. The
pharmacist will be responsible for taking delivery of the
Study Drug, due storage thereof at the trial site, and
dispensing the Study Drug for the purposes of
performance of the Study in accordance with the
relevant laws, in particular section 19(1)(d) of Decree
No 226/2008, as amended, and in accordance with the
SUKL LEK-12 Guidelines. The pharmacist's payment
will be laid down under a separate agreement
concluded between Sponsor and Principal Investigator

Sponsor notes that one of the members of the study
team will be a radiologist employed by Institution, who
will be responsible for the activities assigned to
him/her under the Study Protocol.

The radiologist's payment will be laid down under a
separate agreement concluded between Sponsor and
Principal Investigator

zkouSejici poskytne zadavateli udaje vyZzadované
protokolem pro fadné vyplnéné zaznamy subjektu
hodnoceni v souladu s harmonogramem sdélenym
zadavatelem nebo jim povéfenou osobou.
Zdravotnické zafizeni oznami, prostfednictvim
hlavniho zkou3ejiciho, zadavateli vyskyt vSech
zavaznych nezadoucich piihod nebo
neoCekavanych nezadoucich ucink(l Iéku (dle
definice v protokolu), které se vyskytnou u subjektu
hodnoceni v prabéhu studie, a to v souladu s
postupem uvedenym v protokolu a ve IhGté
stanovené protokolem nebo platnymi zakony podle
toho, ktera Ihata je kratSi. Zdravotnické zafizeni
bude, prostfednictvim hlavniho zkousejiciho, vést
pifehled o téchto hldSenich, kter& budou
zpracovana Vv souladu se vSemi platnymi
zakonnymi a kontrolnimi poZzadavky.

Zdravotnické zafizeni ani hlavni zkouSejici
nebudou (a zajisti, aby tak necinili ani pracovnici
studie) pouzivat materialy hodnocené studie (jak
jsou definovany nize) pro jiné ucely nez provadéni
studie.

S vyjimkou nadfazenych povinnosti zdravotnického
zafizeni a hlavniho zkousSejiciho ve vztahu k
jednotlivedm pfijatym k ucasti na studii (,subjekty
studie®) a péli o jednotlivé pacienty nebudou
zdravotnické zafizeni ani hlavni zkouSejici ani
pracovnici studie bé&hem doby platnosti této
smlouvy provadét jiné hodnoceni, které by mohlo
zdravotnickému  zafizeni  nebo hlavnimu
zkouSejicimu branit v pfijimani a hodnoceni
pozadovaného poctu subjektl studie.

Zadavatel bere na védomi, ze C¢lenem tymu
pracovnikd studie bude farmaceut, ktery je
v pracovnim poméru ke zdravotnickému zafizeni,
a ktery bude zodpovédny =za prevzeti
hodnoceného |éCiva, jeho fadné skladovani
v feSitelském centru a jeho vydej pro ucely
provadéni studie dle pfislusnych pravnich
predpist, zejména pak dle § 19, odst. 1, pism. d)
vyhlasky €. 226/2008 Sb., v platném znéni a dle
pokynu SUKL LEK-12. Odména farmaceuta bude
zajiSténa v ramci samostatné smlouvy uzaviené
mezi zadavatelem a hlavnim zkousejicim

Zadavatel bere na védomi, Ze ¢lenem tymu
pracovnikd studie bude radiolog, ktery je
v pracovnim poméru ke zdravotnickému zafizeni,
a ktery bude zodpovédny za Cinnosti stanovené
mu protokolem studie. Odména radiologa bude
zajisténa v ramci samostatné smlouvy uzaviené
mezi zadavatelem a hlavnim zkous$ejicim
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The Study will be conducted on the basis of Czech
State Institute for Drug Control (SUKL) approval,
issued on 22 February 2016, with clinical trial identifier
126779/15-1., and favourable opinions from the Ethics
Committee of Fakultni nemocnice Kralovské
Vinohrady [Kralovské Vinohrady University Hospital]
Hospital, issued on 14 September 2016, ref. no.
KH/48/0/2016, and the Multicentre Ethics Committee,
issued on 13 August 2015, ref. no 201511 DO3M.

Studie bude provedena na zakladé povoleni
Statniho Ustavu pro kontrolu 1é&iv (SUKL),
vydaného dne 22. Unora 2016 s identifikacnim
znakem klinického hodnoceni 126779/15-1., a
souhlasnych stanovisek etické komise Fakultni
nemocnice Kralovské Vinohrady, vydanych dne
14. zafi 2016 pod €. j. KH/48/0/2016 a eticke
komise pro multicentrické studie vydanych dne
13. srpna 2015 pod €. j. 201511 DO3M.

3. PRINCIPAL INVESTIGATOR

3. HLAVNI ZKOUSEJiCi

Institution’s principal investigator is prof. Michal
Krsek, M.D., PhD., 2"¢ Department of Internal
Medicine (“Principal  Investigator”).  Principal
Investigator will be responsible for conducting the
Study in accordance with applicable legislation, this
agreement and Protocol. If, for any reason, Principal
Investigator is unable to continue to serve as Principal
Investigator and a successor acceptable to Institution
and Sponsor is not available, this Agreement shall be
terminated as provided in the Term and Termination
section.

Institution notes that a separate contract will be
concluded between Sponsor and Principal
Investigator, in which Principal Investigator's
obligations and payment and the payment of Study
Personnel will be set.

Institution shall not employ, contract with or retain any
person directly or indirectly to perform services under
this Agreement if such a person is debarred by the FDA
under 21 U.S.C. 335a (Section 306, Federal Food,
Drug and Cosmetic Act). Upon written request from
Sponsor, Institution shall, within ten (10) days, provide
written confirmation that it has complied with the
foregoing obligation. Institution shall also provide all
information to Sponsor necessary to comply with any
disclosure requirements mandated by FDA, including
any information required to be disclosed in connection
with any financial relationship between Sponsor and
Principal Investigator and any other investigator
involved in the Study and any other agent or employee
of Institution and Sponsor. This disclosure requirement
may require disclosure of information involving
immediate family members of those involved in the
Study.

Hlavnim zkou3ejicim zdravotnického zafizeni je
prof. MUDr. Michal Krsek, CSc., Il. interni klinika
(,hlavni  zkouSejici®). Hlavni zkouSejici bude
odpovédny za provadéni studie v souladu s platnou
legislativou, touto smlouvou a protokolem. Pokud z
néjakého ddvodu nebude hlavni zkousejici
schopen pokradovat dale v postaveni hlavniho
zkouSejiciho a nebude k dispozici nastupce
piijatelny pro zdravotnické zafizeni a zadavatele,
bude tato smlouva ukoncena tak, jak je uvedeno v
Casti Doba platnosti a ukon&eni.

Zdravotnické zafizeni bere na védomi, ze mezi
zadavatelem a hlavnim zkouSejicim bude uzavfena
samostatna smlouva, ve které budou stanoveny
povinnosti hlavniho zkouSejiciho, jeho odména a
odména pracovniku studie.

Zdravotnické zafizeni nebude pfimo ani nepfimo
zaméstnavat, smluvné zajiStovat ani najimat
jakoukoli osobu k provadéni sluzeb podle této
smlouvy, pokud je dana osoba z téchto Cinnosti
vylouCena ufadem FDA podle ustanoveni 21
U.S.C. 335a (odstavec 306 federalniho zakona o
potravinach, lécich a kosmetickych pfipravcich).
Zdravotnické zafizeni na zakladé pisemné zadosti
zadavatele poskytne do deseti (10) dnd pisemné
potvrzeni, ze splnilo vySe uvedenou povinnost.
Zdravotnické zafizeni také poskytne zadavateli
v8echny informace potfebné ke splnéni pripadnych
pozadavk( na zvefejfiovani schvalenych Gfadem
FDA vcetné informaci, jejichz poskytnuti je povinné
v souvislosti s finanCnimi vztahy mezi zadavatelem
a hlavnim zkouSejicim a jinymi zkouSejicim
zapojenym do studie a jinym zastupcem nebo
zaméstnancem  zdravotnického  zafizeni a
zadavatele. Tento pozadavek na poskytnuti udaju
muze vyzadovat poskytnuti informaci zahrnujicich
blizké rodinné pfislusniky osob zapojenych do
studie.

4. CONFIDENTIAL
PROTECTION

INFORMATION AND DATA

4. DUVERNE
UDAJU

INFORMACE A OCHRANA

A. “Confidential Information” means all
information that is (a) provided by or on
behalf of Sponsor and/or Cmed to the
Institution or Principal Investigator or Study

A. ,Davérné informace* znamenaji
vSechny informace, které jsou (a)
poskytovany  zadavatelem nebo
spole¢nosti Cmed nebo jejich jménem
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Personnel in connection with this Agreement
or the Study; or (b) developed, obtained, or
generated by the Institution, Principal
Investigator, or Study Personnel as a result
of performing the Study wunder this
Agreement (except for a Study subject’s
medical records), including, but not limited
to, the Protocol, Study data, results and
reports from all sites conducting the Study.
Confidential Information and all tangible
expressions, in any media, of Confidential
Information are the sole property of Sponsor
or Cmed, as applicable.

zdravotnickému zarizeni nebo
hlavnimu zkousdejicimu nebo
pracovnikim  studie v souvislosti
s touto smlouvou nebo studii, nebo (b)
vyvinuty, ziskany nebo vytvofeny
zdravotnickym  zafizenim, hlavnim
zkou$ejicim nebo pracovniky studie
jako vysledek provadéni studie podle
této smlouvy (kromé& IékaFskych
zaznam( subjektd studie), mimo jiné
véetné protokolu, udaju o studii,
vysledka a zprav ze vSech pracovist
provadéjicich studii. Davérné
infformace avSechny jejich fyzické
formy v libovolnych médiich jsou
vyhradnim vlastnictvim Zzadavatele,
pfipadné spolecnosti Cmed.

B. Institution agrees not to use Confidential Zdravotnické zafizeni souhlasi s tim,
Information for any purposes other than to Ze nebude pouzivat davérné informace
conduct the Study. Institution agrees to keep pro zadné jiné ucely nez provadéni
Confidential Information confidential for the studie. Zdravotnické zafizeni souhlasi
term of this Agreement and for a period of 7 s tim, ze bude divérné informace
(seven) years thereafter and not to disclose udrzovat v tajnosti po dobu platnosti
Confidential Information to third parties této smlouvy a po dobu 7 (sedmi) let
except as necessary to conduct the Study poté a Ze neposkytne tyto dlvérné
and under an agreement by such third party informace tfetim osobam, pokud to
to be bound by the obligations of this nebude nezbytné pro provadéni studie
section. Institution  shall  safeguard a na zakladé souhlasu dané treti
Confidential Information with the same osoby, ze bude vazana povinnostmi
standard of care that it uses with Institution’s podle tohoto odstavce. Zdravotnické
confidential information, but in no event less zafizeni bude chranit davérné
than the standards set under this infformace se stejnou urovni péce,
Agreement. Institution agrees that the kterou vynaklada u svych vlastnich
Principal Investigator and Study Personnel davérnych informaci, av§ak v zadném
will adhere to the confidentiality provisions of pfipadé nikoli s mensSi péci, nez jak
this Agreement. stanovi tato smlouva. Zdravotnické

zarizeni souhlasi, ze hlavni zkouSejici
a pracovnici studie budou dodrzovat
ustanoveni této smlouvy o divérnosti.

C. The term Confidential Information shall not Bude se mit za to, ze termin davérné
be deemed to include information that: infformace  nezahrnuje  informace,

které:

a. is or becomes publicly available a. jsou nebo se stanou verejné
through no fault of Institution, the dostupnymi jinak nez vinou
Principal Investigator and/or the Study zdravotnického zarizeni,
Personnel; hlavniho  zkouSejiciho  nebo

pracovniku studie;

b. Institution can demonstrate it b. u nichz mize zdravotnické
possessed prior to, or developed zafizeni prokazat, ze je vlastnilo
independently from, disclosure or nebo ze byly vypracovany
development under this Agreement; nezavisle na poskytnuti nebo

vypracovani téchto informaci
podle této smlouvy;

c. Institution receives from a third party; c. zdravotnické zafizeni obdrzi od
or tfeti osoby, nebo
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d. is appropriate to include in a
publication pursuant to the
Publications and Publicity sections.

d. je vhodné zahrnout do publikace
podle ¢&asti Publikace a
propagace.

D. All parties will adhere to the applicable

legislation on data protection.

D. Smluvni strany budou dodrZzovat platné
legislativni poZadavky o ochrané
udajq.

5. RECORDKEEPING

5. VEDENi ZAZNAMU

A. Institution shall keep records, via Principal A. Zdravotnické zafizeni bude,
Investigator, in connection with the Study, in prostfednictvim hlavniho zkouSejiciho,
compliance with the Protocol and all applicable vést zaznamy v souvislosti se studii
laws and regulations. Such record keeping v souladu s protokolem a viemi
shall be complete, current, accurate, pfisluSnymi zakony a nafizenimi. Vedeni
organized, and legible and shall be prepared zaznam( bude UpIné, aktualni, pfesné,
and maintained in a manner acceptable for the organizované a Citelné a bude
collection of data for submission to and review provadéno a spravovano zplsobem
by the FDA, EMA, and other regulatory vhodnym pro shromazdovani dat
authorities. k pfedloZzeni a kontrole ufadem FDA,

EMA a dal$imi regulaénimi organy.

B. Subject to the requirements of the Confidential B. S dodrzenim pozadavki stanovenych
Information section, Institution may retain in its v bodé Ddavérné informace si muze
possession a copy of Confidential Information zdravotnické zafizeni ponechat Kkopii
that consists of any and all data, documents or davérnych informaci, které zahrnuji
information related to the performance of this v8echna data, dokumenty nebo
Agreement solely as required for regulatory, informace tykajici se pInéni této smlouvy,
legal, or insurance purposes. vyhradné pro ucely zajisténi souladu

s pfedpisy, zakony nebo podminkami
pojisténi.

C. Institution shall maintain all such records for the C. Zdravotnické zafizeni povede vSechny
Study until the later of: zaznamy ostudi  do pozdéjsiho

Z nasledujicich dat:

a. two (2) years following the date a New a. dva (2) roky od data schvaleni
Drug Application (NDA) is approved zadosti o nové léCivo (NDA) pro
for the Study Drug; hodnocené |écivo;

b. two (2) years after the Investigational b. dva (2) roky od ukon€eni nebo
New Drug Application investigational stazeni zadosti o nové
for such Study Drug is terminated or hodnocené léCivo; nebo
withdrawn; or

c. the end of any period stipulated by local c. konec obdobi stanoveného
law and regulation. mistnimi zakony a predpisy.

D. At the end of such required retention period, D. Na konci kazdého takového obdobi
Institution [and principal investigator] shall not uchovavani zdravotnické  zafizeni

destroy any such records until it has obtained
Sponsor's and/or Cmed’'s prior written
permission to do so. Sponsor and/or Cmed will
respond promptly to Institution’s requests to
dispose of records. Institution may use such
Confidential Information solely to the extent
required for regulatory, legal, or insurance
purposes, and for no other purpose.

[a hlavni zkouSejici] nezni¢i zadné tyto
zaznamy, dokud ktomu neziskaji
predem pisemny souhlas zadavatele
nebo spolecnosti Cmed. Zadavatel nebo
spolecnost Cmed budou ihned reagovat
na zadosti zdravotnického zafizeni
olikvidaci  zaznamu.  Zdravotnické
zafizeni m(ze pouzivat tyto davérné
udaje vyhradné v rozsahu poZzadovaném
pro kontrolni, pravni nebo pojistovaci
ucely a nikoli pro jiné ucely.

6. ACCESS TO RECORDS AND AUDITS

6. PRISTUP KZAZNAMUM A AUDITUM

A.

Sponsor and/or Cmed shall have the right to
inspect progress of the Study on the premises

A. Zadavatel nebo spole¢nost Cmed budou
mit pravo kontrolovat postup studie v
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of Institution at reasonable times during the
term of this Agreement. Sponsor and/or Cmed
will notify Institution prior to any such
inspection of the date and time of the
inspection. The representatives of Sponsor
and/or Cmed may review and/or request
copies of data derived from the Study, and
Institution shall provide such data. Institution
will notify Sponsor and Cmed, via Principal
Investigator, of any significant changes,
including, but not limited to, changes in Study
Personnel, that occur during the Study.

prostorach zdravotnického zafizeni v
pfiméfenych terminech po celou dobu
platnosti této smlouvy. Zadavatel nebo
spole¢nost Cmed oznami
zdravotnickému zafizeni pfed takovou
kontrolu jeji datum a <&as. Zastupci
zadavatele nebo spole¢nost Cmed si
mohou prohliZet nebo mohou pozadovat
kopie Udajl odvozenych ze studie a
zdravotnické  zafizeni tyto  udaje
poskytne. Zdravotnické zafizeni oznami,
prostfednictvim hlavniho zkousSejiciho,
zadavateli a spole¢nosti Cmed v8echny
dilezité zmény, vcetné, ale bez
omezeni, zmén pracovniku studie, které
se béhem studie vyskytnou.

B. Within twenty-four (24) hours after learning of
any FDA, EMA or other governmental or
regulatory body inspections (e.g. Ethics
Committee, State Institute for Drug Control) of
which it becomes aware relating to the Study,
Institution shall provide written notification to
Cmed and Sponsor. Institution shall allow
Cmed and Sponsor to be present at any such
inspections and shall grant them an
opportunity to comment on any responses that
may be required from Institution. Further,
Institution will provide in writing to Cmed and
Sponsor copies of all materials,
correspondence, statements, forms and
records which Institution receives or obtains
pursuant to this inspection.

B. Zdravotnické zafizeni pisemné informuje
spoleCnost Cmed a =zadavatele do
dvaceti Ctyf (24) hodin poté, co se dozvi
o kontrole ufadu FDA, EMA nebo jiného
statniho nebo kontrolniho ufadu (napf.
etické komise, Statni Ustav pro kontrolu
I&Civ) v souvislosti se studii. Zdravotnické
zarizeni umozni spole€nosti Cmed a
zadavateli pfitomnost na v8ech takovych
kontrolach a da jim moznost vyjadfit se
k navrhu odpovédi, které budou na
zdravotnickém zafizeni pozadovany.
Zdravotnické zarizeni poskytne
spoleCnosti Cmed a zadavateli pisemné
kopie vSech materiall, korespondence,
prohlaseni, formulafll a zaznamdu, které
zdravotnické zafizeni obdrzi nebo ziska
na zakladé této kontroly.

7. COSTS AND PAYMENT SCHEDULE

7. NAKLADY A ROZPIS PLATEB

In consideration of the proper performance of the
Study by the Institution under the terms of this
Agreement, payment will be made by Sponsor trough
Cmed according to Schedule A appended hereto and
incorporated herein by reference. Sponsor represents,
that the amounts specified in Schedule A represent
20% of the total study budget. Institution will accept
payment from Sponsor as full consideration for
services rendered. All costs outlined on Schedule A
shall remain firm for the duration of the Study, unless
otherwise agreed to in writing by the Institution,
Sponsor and/or Cmed.

The budget contained in Schedule A is inclusive of all
applicable taxes (excluding VAT).

The parties acknowledge and agree that the
compensation and support provided by Sponsor to
Institution pursuant to this Agreement represents the
fair market value for the research services conducted
by Institution, has been negotiated in an arms-length
transaction, and has not been determined in a manner
that takes into account the volume or value of any
referrals or other business otherwise generated
between Sponsor and Institution. Institution shall not

Jako protipinéni za Ffadné provedeni studie
zdravotnickym zafizenim podle podminek této
smlouvy uhradi zadavatel prostfednictvim
spoleCnosti Cmed platbu podle pfilohy A k této
smlouvé, ktera je do této smlouvy zaclenéna
odkazem. Zadavatel prohlasuje, ze Castky
uvedené v priloze A predstavuji 20% celkového
rozpoCtu studie. Zdravotnické zafizeni pfijme
platbu od zadavatele jako uplné protiplnéni za
poskytnuté sluzby. VSechny naklady uvedené
v priloze A zlstanou stalé po celou dobu trvani
studie, pokud neni zdravotnickym zafizenim,
zadavatelem nebo spole¢nosti Cmed dohodnuto
jinak.

Rozpocet obsazeny v pfiloze A je vCetné vSech
platnych dani (mimo DPH).

Smluvni strany potvrzuji a souhlasi s tim, ze
kompenzace a podpora poskytovana
zdravotnickému zafizeni zadavatelem podle této
smlouvy pfedstavuje spravedlivou trzni cenu za
vyzkumné sluzby provadéné zdravotnickym
zarizenim, Ze byla sjednana jako obchodni
transakce mezi nezavislymi stranami a nebyla
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bill any third party for any Study Drug or other items or
services furnished by the Sponsor in connection with
the Study, or any services provided to Study Subjects
in connection with the Study for which payment is
made as part of the Study.

urCena zplUsobem zohledfiujicim objem nebo
hodnotu referenci nebo jinych obchodul, které
jinak vznikaji mezi zadavatelem a zdravotnickym
zarizenim. Zdravotnické zafizeni nebude u&tovat
tfeti osobé& hodnocené [éCivo ani jiné poloZzky
nebo sluzby dodavané zadavatelem v souvislosti
se studii ani sluzby poskytované subjektim
hodnoceni v souvislosti se studii, za které se jako
soucast studie poskytuje Uhrada.

8. TERM AND TERMINATION

8. DOBA PLATNOSTI A UKONCENI

A. This Agreement becomes valid and effective
on the date of signature by the last Party and,
unless terminated earlier as provided for in this
section, shall continue until the completion of
the Study and of the obligations of each Party
under this Agreement including provision of
completed case report forms for all patients
enrolled in the Study.

A. Tato smlouva bude platha a 0c&inna
datem podpisu posledni smluvni stranou,
a pokud nebude ukonlena pFedcasné,
jak je uvedeno v tomto odstavci, bude
pokratovat do dokonéeni studie a
povinnosti jednotlivych smluvnich stran
podle této smlouvy véetné ustanoveni o
vyplnénych zdznamech subjektu
hodnoceni za vSechny pacienty pfijaté
do studie.

B. Institution may terminate this Agreement if
Sponsor and/or Cmed materially breach this
Agreement and Sponsor and/or Cmed (as
appropriate) fails to cure the breach within
thirty (30) days after receipt of written notice
from Institution specifying in detail the nature
of the breach. Sponsor and/or Cmed may
terminate this Agreement at any time upon
giving thirty (30) days advance written notice
to Institution. Sponsor and/or Cmed shall be
obligated to pay Institution solely for those
items set forth in the Schedule A that have
been incurred prior to the date of termination.
Institution shall promptly refund to Sponsor
and/or Cmed at their request (as appropriate)
all unearned payments made by Sponsor
and/or Cmed under Schedule A.

B. Zdravotnické zafizeni mize tuto smlouvu
ukon€it, pokud  zadavatel nebo
spole¢nost Cmed zasadné porusi tuto
smlouvu a zadavatel nebo spoleCnost
Cmed (dle situace) nenapravi toto
poruseni do tficeti (30) dnl od pfijeti
pisemného oznameni zdravotnického
zarizeni, ve kterém je podrobné popsana
povaha daného poruseni. Zadavatel a
spole¢nost Cmed mohou tuto smlouvu
ukonéit  kdykoli zaslanim pisemné
vypovédi zdravotnickému zafizeni, a to
s tficetidenni  (30) vypovédni Ihatou.
Zadavatel nebo spole¢nost Cmed budou
povinni zaplatit zdravotnickému zafizeni
vyhradné za ty polozky uvedené
v priloze A, které vznikly pfed datem
ukonceni. Zdravotnické zafizeni
neprodlené vrati zadavateli nebo
spolecnosti Cmed (dle situace) na jejich
vyzvu vsechny nezaslouzené platby,
které zadavatel nebo spole¢nost Cmed
zaplatili podle pfilohy A.

C. Institution, Sponsor and Cmed each may
terminate the Study and this Agreement on
notice to the other Parties with immediate
effect if it is reasonably of the opinion that the
Study should cease in the interests of the
health of Study Subjects. In addition, Sponsor
may terminate the Study and this Agreement
on 15 days written notice to Institution.

C. Zdravotnické zafizeni, zadavatel a
spole¢nost Cmed mohou ukongit studii a
tuto smlouvu vypovédi druhé smluvni
strané s okamzitym uc¢inkem v pfipadé,
ze se ddvodné domnivaji, ze studie by
méla byt ukonena v zamu zdravi
subjektll studie. Kromé& toho maze
zadavatel ukon¢it studii a tuto smlouvu
na zakladé pisemné vypovédi s 15denni
vypovédni IhGtou zaslané
zdravotnickému zafizeni.

D. The Sponsor or Cmed may terminate this
Agreement immediately on notice to the
Institution if the Principal Investigator is no
longer able (for whatever reason) to act as
Principal Investigator and a replacement that

D. Zadavatel nebo spoleénost Cmed mohou
tuto smlouvu ukonéit ihned zaslanim
vypovédi zdravotnickému zafizeni v
pfipadé, Ze hlavni zkouSejici jiZ neni
nadale schopen (z libovolnych davodi)
pusobit jako hlavni zkouSejici a nelze
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is mutually acceptable to the remaining Parties
cannot be found.

najit nahradu, ktera by byla pro zbyvajici
smluvni strany vzajemné pfijatelna.

E. Upon completion or termination of this
Agreement, Institution and Principal
Investigator shall, upon Cmed’'s and/or
Sponsor’s request, return or destroy the Study
Drug and related devices, equipment, and any
biological samples or other materials provided
by Cmed or Sponsor for the conduct of the
Study (together “Investigational Study
Material”), to Sponsor and/or Cmed (as
appropriate) within 30 days at Sponsor’s
expense. If Cmed and/or Sponsor requests
that such documents, information or supplies
be destroyed, Institution or Principal
Investigator, as applicable, agrees to destroy
the same and provide Cmed and/or Sponsor
(as appropriate) with written certification of
such destruction.

E. Zdravotnické zafizeni nebo hlavni
zkousejici na zadost spolec¢nosti Cmed
nebo zadavatele po dokon&eni nebo
ukon&eni této smlouvy vrati zadavateli
nebo spole¢nosti Cmed (dle situace) do
30 dnud nebo na naklady zadavatele zni¢i
hodnocené |écivo. Pokud spoleCnost
Cmed nebo zadavatel pozadaji, aby
IéCivo bylo zni¢eno, zdravotnické
zarizeni nebo pfipadné hlavni zkouSejici
souhlasi s tim, Ze je zni¢i a poskytnou
spole€nosti Cmed nebo zadavateli (dle
situace) o tomto zniCeni pisemné
potvrzeni.

F. Termination of this Agreement will be without
prejudice to the accrued rights and liabilities of
any Party under this Agreement.

F. Ukonceni této smlouvy nebude mit vliv
na jiz vznikld prava a povinnosti
jednotlivych smluvnich stran podle této
smlouvy.

G. Termination or expiry of this Agreement will
not affect sections of the Agreement which
expressly or by implication have effect after
termination and they shall continue in full force
and effect, including the rights and obligations
set out at sections 2 (Scope of Work), 4
(Confidential Information and Data
Protection), 5 (Recordkeeping), 8 (Term and
Termination), 9 (Intellectual Property), 10
(Publications and Publicity), 11 (Notices) and
13 through 18 nor will it affect the rights and
obligations which may have accrued to the
parties prior to the date of such termination or
expiration. In addition, upon termination of this
Agreement, Institution shall  promptly
terminate conduct of the Study to the extent
medically permissible for any Study Subjects.
In the event of termination hereunder, the total
sums payable by Sponsor pursuant to this
Agreement shall be equitably prorated for
actual work performed to the date of
termination, with any unexpended funds
previously paid by Sponsor to Institution being
refunded to Sponsor, and Institution shall
complete and deliver all case report forms for
subjects enrolled in the Study prior to the
effective date of Study termination.

G. Ukon&eni nebo uplynuti doby platnosti
této smlouvy nebude mit vliv na Casti
smlouvy, které vyslovné nebo odvozené
plati i po ukon&eni smlouvy, a budou i
nadale plné platné a ucinné v€etné prav
a povinnosti uvedenych v bodé 2
(Rozsah prace), 4 (Davérné informace a
ochrana osobnich udajd), 5 (Vedeni
zaznaml), 8 (Doba platnosti a ukonéeni),
9 (Dusevni vlastnictvi), 10 (Publikace a
propagace), 11 (Sdéleni) a v bodé 13 az
18 vcetné, a také tim nebudou dotéena
prava a povinnosti, které smluvnim
stranam vznikly pfed datem tohoto
ukonéeni nebo uplynuti doby platnosti.
Kromé toho zdravotnické zafizeni po
ukonéeni této smlouvy ihned ukongi
provadéni studie v rozsahu, které je pro
v8echny  subjekty  hodnoceni z
Iékarského hlediska pfipustné. V pripadé
ukon€eni podle této smlouvy budou
celkové Ccastky splatné zadavatelem
podle této  smlouvy  spravedlivé
stanoveny pomérnym dilem za skute¢né
provedenou praci k datu ukonceni,
pficemz  pfipadné nespotifebované
prostfedky, které zadavatel predtim
zaplatil zdravotnickému zafizeni, budou
zadavateli vraceny a zdravotnické
zarizeni dokonCi a odevzda vsechny
zaznamy subjektd hodnoceni zafazené
do studie pfed datem ucinnosti ukoncéeni
studie.

9. INTELLECTUAL PROPERTY

9. DUSEVNI VLASTNICTVI

A. All Intellectual Property Rights and Know How
owned by or licensed to (i) Sponsor; (i) Cmed;
(iii) Institution; or (iv) Principal Investigator

A. VeSkera prava duSevniho vlastnictvi a
know-how vlastnéné nebo poskytnuté
formou licence (i) zadavateli; (ii)
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prior to and after the date of this Agreement
shall remain the respective property of (i)
Sponsor; (i) Cmed; (iii) Institution; or (iv)
Principal Investigator. No Party transfers to
another Party by operation of this Agreement
any Intellectual Property Right except as
expressly set forth herein.

spoleénosti Cmed; (iii) zdravotnickému
zafizeni nebo (iv) hlavnimu zkousSejicimu
pfed datem této smlouvy nebo po ni
zUstanou pfislusSnym vlastnictvim (i)
zadavatele; (ii) spoleCnosti Cmed; (iii)
zdravotnického  zafizeni nebo (iv)
hlavniho zkousejiciho. Zadna smluvni
strana nepfevadi touto smlouvou jakékoli
pravo dusevniho vlastnictvi, pokud neni
v této smlouvé vyslovné uvedeno jinak.

B. All Intellectual Property Rights and Know How
arising from and relating to the Study, the
Study Drug (including but not limited to its
formulation and use alone or in combination
with other drugs) or the Protocol (“Invention”),
shall vest in the Sponsor in accordance with
clauses C and D below.

B. VSechna prava duSevniho vlastnictvi a
know-how, které vyplyvaji ze studie a
souvisi s ni, hodnocené |é¢ivo (mimo jiné
v&etné jeho vzorce a jeho samostatného
pouziti nebo pouziti ve spojeni s jinymi
Iéky) a protokol (,vynalez’) budou
plynout ve prospéch =zadavatele v
souladu s bodem C a D nize.

C. Institution will notify Sponsor and Cmed, via
Principal Investigator, in writing, of any
Invention generated pursuant to this
Agreement made by Institution, Principal
Investigator and/or Study Personnel and
undertakes not to use or disclose such
Invention other than for the purposes of this
Agreement. Sponsor shall own all right, title,
and interest in and to any Invention and shall
have the sole and exclusive right to obtain, at
its option, patent protection on any such
Invention.

C. Zdravotnické zafizeni, prostfednictvim
hlavniho zkousejiciho, pisemné
vyrozumi zadavatele a spole€¢nost Cmed
o v8ech vynélezech vzniklych na zakladé
této smlouvy a dosazenych
zdravotnickym  zafizenim, hlavnim
zkous$ejicim nebo pracovniky studie a
zavazuje se, ze tyto vynalezy nepouzije
ani nezvefejni jinak nez pro ucely této
smlouvy. Zadavatel vlastni veskera
prava, vlastnicky narok a podil na vSech
vynalezech a bude mit vyhradni a
jedine¢né pravo na ziskani patentové
ochrany téchto vynalez(, pokud se tak
rozhodne.

D. In accordance with clause B above, the
Institution and the Principal Investigator
hereby each assign, and shall procure that
Study Personnel assigns, its rights in relation
to any and all Inventions, to the Sponsor and
at the request and expense of the Sponsor, the
Institution and the Principal Investigator shall
execute, and shall procure that the Study
Personnel execute, all such documents and
does all such other acts as the Sponsor may
reasonably require in order to vest fully and
effectively all such Inventions in the Sponsor
or its nominee. Sponsor will pay an inventor’s
fee to the Institution in an amount negotiated
by Sponsor and Institution.

D. Zdravotnické zafizeni a hlavni zkouSejici
timto v souladu s bodem B vyse
jednotlivé postupuji a zajisti, aby
pracovnici studie postoupili sva prava
souvisejici se véemi vynalezy zadavateli,
a zdravotnické =zafizeni a hlavni
zkouSejici na  zadost zadavatele
podepiSi a zajisti, aby pracovnici studie
podepsali veskeré tyto dokumenty a
provedli vSechny ostatni Ukony, které
mUize zadavatel pfiméfené pozadovat k
tomu, aby vSechny tyto vynalezy piné a
platné nalezely zadavateli nebo jim
ustanovené osobé. Zadavatel zaplati
zdravotnickému zafizeni odménu
vynalezce ve vySsi sjednané zadavatelem
a zdravotnickym zafizenim.

10. PUBLICATIONS AND PUBLICITY

10. PUBLIKACE A PROPAGACE

A. It is understood that the Study is part of a
multicenter trial, and Institution may publish,
only upon Sponsor’s approval, the results of its
part of the Study in collaboration with the other
investigators, but in complete compliance with
this section and with the Confidential
Information section. After the multicenter
publication or 12 months after completion of

A. Rozumi se, Ze studie je soucasti
multicentrického hodnoceni a
zdravotnické  zafizeni muze se
souhlasem zadavatele zvefejnit vysledky
své Casti studie ve spolupraci s ostatnimi
zkous8ejicimi, avSak zcela v souladu s
timto bodem a s bodem Dulvérné
informace. Zdravotnické zafizeni mlze
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the Study, whichever occurs first, Institution
may itself publish the results of its data from
the Study. Institution and Principal Investigator
shall provide Sponsor and Cmed with an
advance copy of any proposed publication or
oral presentation at least 60 days prior to the
planned date of submission or presentation
and Sponsor [and Cmed] shall have 60 days
to review the proposed publication for approval
and the purposes described below. Sponsor
and Cmed may request in writing, and
Institution shall, inasmuch as the scientific
nature of the publication is not impaired as a
result, agree to, (a) the deletion of any
Confidential Information, (b) any reasonable
changes requested by Sponsor or Cmed, or
(c) a delay of such proposed submission for an
additional period, not to exceed 180 days, in
order to protect its proprietary information
and/or Intellectual Property Rights and Know
How resulting from the Study.

samo zvefejnit vysledky svych Udaju ze
studie po multicentrické publikaci nebo
12 mésici od dokonceni studie.
Zdravotnické zafizeni a hlavni zkouSejici
poskytnou zadavateli a spolecnosti
Cmed pfedem kopii navrhované
publikace nebo Ustni prezentace, a to
nejméné 60 dnu pred planovanym datem
predani nebo prezentace, a zadavatel [a
spole¢nost Cmed] budou mit 60 dnd na
posouzeni navrhované publikace ke
schvéleni a pro nize uvedené duvody.
Zadavatel a spoleCnost Cmed mohou
pisemné pozadovat a zdravotnické
zafizeni bude souhlasit, pokud tim
nebude naruSena védeckd povaha
publikace, s (a) odstranénim vSech
davérnych informaci, (b) pfiméfenymi
zménami pozadovanymi zadavatelem
nebo spole¢nosti Cmed, nebo (c)
odkladem tohoto navrhovaného predani
o dal$i obdobi, které nebude delsi nez
180 dna, za ucelem ochrany svych
chranénych informaci nebo prav
dusevniho vlastnictvi a know-how, které
ze studie vyplyvaji.

The Institution and the Principal Investigator
acknowledges that the Sponsor may present
at symposia, national or regional professional
meetings, and publish in journals, theses or
dissertations, or otherwise of their own
choosing, methods and results of the Study. In
the event the Sponsor or Cmed coordinates a
multi-center publication, the participation of the
Principal Investigator or other representatives
of the Institution as a named author shall be
determined in accordance with the Sponsor’s
policy and generally accepted standards for
authorship. If the Principal Investigator or other
representatives of the Institution is a named
author of the multi-center publication, such
person shall have access to the Study data
from all study sites as necessary to participate
fully in the development of the multi-center
publication.

Zdravotnické zafizeni a hlavni zkousSejici
berou na védomi, Ze zadavatel mze
prezentovat metody a vysledky studie na
sympoziich a narodnich nebo oblastnich
odbornych  setkanich amuize je
publikovat v Casopisech, védeckych
pracich nebo dizertacich nebo jinak dle
vlastniho vybéru. Pokud zadavatel nebo
spole¢nost Cmed koordinuji
multicentrickou publikaci, bude ucast
hlavniho zkouSejiciho nebo jiného
zastupce zdravotnického zafizeni jako
uvedeného autora urCena v souladu se
zasadami zadavatele a obecné pfijatymi
normami pro autorstvi. Pokud je
uvedenym  autorem  multicentrické
publikace hlavni zkouSejici nebo jini
zastupci zdravotnického zafizeni, bude
mit tato osoba pfistup k udajum o studii
ze vSech pracovist studie tak, jak bude
potfeba k pIné uc€asti na vypracovani
multicentrické publikace.

No Party shall use the other Parties’ name(s),
nor issue any public statement about this
Agreement, or publish any information about
the Study, without the prior written permission
of the Sponsor except as required by law.
Such prior permission shall not be
unreasonably withheld. The Parties agree that
in order for Institution to satisfy its reporting
obligations, it may identify Sponsor and the
amount of funding received from Sponsor for
the Study, but will not include in such report
any information which identifies the name of

Zadna ze smluvnich stran nebude
pouzivat jméno (jména) druhé smluvni
strany ani vydavat vefejna prohlaseni
o této smlouvé nebo publikovat jakékoli
informace o studii, pokud k tomu nebude
mit pisemny souhlas zadavatele, pokud
zakon nevyzaduije jinak. Tento pfedchozi
souhlas nesmi byt bezddvodné
zadrzovan. Smluvni strany souhlasi s
tim, Ze aby mohlo zdravotnické zafizeni
splnit své povinnosti v  oblasti
vykazovani, mlize uvést zadavatele a
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the Study Drug or the therapeutic areas of the

Castku financovani pfijatou od

Study. zadavatele na studii, avSak nezahrne do
této zpravy zadné informace identifikujici
nazev hodnoceného IéCiva nebo [éCebné
oblasti studie.

11. NOTICES 11. OZNAMENI

Any notice required or permitted under this Agreement
shall be in writing and shall be deemed made and given
three (3) days after sending, if mailed by registered or
certified mail, postage prepaid, return receipt
requested, or one (1) day after sending, if sent by
express courier service. All notices must be addressed
to the contact set forth below:

Jakékoli ozndmeni pozadované nebo povolené
podle této smlouvy bude pisemné a bude
povazovano za dorucené tfi (3) dny od odeslani,
pokud bude zaslano doporuéeng,
s pfedplacenym postovnym s vyZadanou
doru¢enkou, nebo jeden (1) den od odeslani
v pfipadé zaslani expresni kuryrni sluzbou.
VSechna sdéleni musi byt adresovana nize
uvedené kontaktni osobé:

IF TO SPONSOR:

Stephen Long

900 Northbrook Drive, Suite 200
Trevose, PA 19053

United States
s.long@strongbridgebio.com

SDELENI URCENA ZADAVATELI:
Stephen Long

900 Northbrook Drive, Suite 200
Trevose, PA 19053

United States
s.long@strongbridgebio.com

IF TO CMED:

COR-2012-01 Clinical Project Manager

Cmed Clinical Services

Cmed Inc.

4620 Creekstone Drive

Suite 160

Durham, North Carolina, 27703, United States
pwilson@cmedresearch.com

SDELENI URCENA SPOLECNOSTI CMED:
COR-2012-01 Clinical Project Manager

Cmed Clinical Services

Cmed Inc.

4620 Creekstone Drive

Suite 160

Durham, North Carolina, 27703, United States
pwilson@cmedresearch.com

IF TO INSTITUTION: SDELENI URCENA  ZDRAVOTNICKEMU
ZARIZENI:

Att. Vojmir Matécha, M.Sc. K rukam Mgr. Vojmira Matéchy

Fakultni nemocnice Kralovske Vinohrady, Srobarova | Fakultni nemocnice Kralovské Vinohrady,

1150/50 Srobarova 1150/50

100 34 Praha 100 34 Praha

Czech Republic Ceska republika

12. INDEMNIFICATION 12. ODSKODNENI

A. Sponsor shall indemnify, defend and hold A. Zadavatel odskodni a ochrani

harmless Institution, Institution’s employees, zdravotnické zafizeni, jeho zaméstnance
and Institution’s trustees, officers, medical and acleny spravni rady, ufedniky,
professional staff, employees, and agents and zdravotnické a odborné pracovniky,

their respective successors, heirs and assigns
(the “Indemnitees”), against any third party
claim, suit or action (each a “Claim”) and all
damages, costs or expenses (including
reasonable attorney’s fees and expenses of
litigation) (collectively, “Losses”) incurred in
respect of such Claims to the extent based on
a personal injury directly caused by use of the
Study Drug or protocol procedure during the
course of the Study. Sponsor’s obligations
under this Section 12.A shall not apply to any
liability, damage, loss or expense where
Sponsor can demonstrate: (a) any failure by
Principal Investigator or Institution, as
relevant, to adhere to the terms of GCP

zaméstnance, zastupce zdravotnického
zafizeni ajejich pfislusné nastupce,
dédice a postupniky (,odSkodriované
osoby*) pfed veSkerymi naroky, soudnim
fizenim nebo zalobou tfetich osob (dale
jednotlivé jen ,narok“) apfed vSemi
Skodami, naklady nebo vydaji (v€etné
pfiméfené odmény za pravni zastoupeni
anakladd soudniho fizeni), (dale
souhrnné jen ,ztraty“), které vznikly
v souvislosti s témito naroky v rozsahu
vychazejicim z ujmy na  zdravi
zpuUsobené pfimo pouzitim hodnoceného
IéCiva nebo postupem v souladu
s protokolem v priibéhu studie.
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regulations, the Protocol or this Agreement; (b)
any failure by Principal Investigator or
Institution to adhere to any written instructions
delivered by Cmed or Sponsor concerning
administration of the Study Drug; (c)
negligence, reckless acts or omissions, or
willful misconduct on the part of Institution or
Principal Investigator; or (d) a breach of this
Agreement by Principal Investigator or
Institution.

Sponsor’s obligations under this Section 12.A
shall apply only if the Indemnitee(s) provides
prompt notification to Sponsor upon receipt of
notice of any Claims, permits Sponsor and its
attorneys and personnel to assist with the
investigation, defense and settlement of the
Claims, and the Indemnitees fully cooperate
and assist in such investigation, defense and
settlement. Sponsor shall be relieved of its
obligations to an Indemnitee under this
Section 12.A if such Indemnitee settles any
Claims without the prior written consent of
Sponsor.

Povinnosti zadavatele podle tohoto bodu
12.A° se nebudou vztahovat na
odpovédnost, Skodu, ztraty nebo vydaje
v rozsahu, u nichZ zadavatel prokaze: (a)
nedodrzeni podminek predpisit GCP,
protokolu nebo této smlouvy ze strany

hlavniho zkousejiciho nebo
zdravotnického zafizeni; (b) nedodrzeni
pisemnych pokyna dodanych

spole¢nosti Cmed nebo zadavatelem
ohledné podavani hodnoceného IéCiva
ze strany hlavniho zkou$ejiciho nebo
zdravotnického zafizeni; (c¢) nedbalost,
bezohledné jednani nebo opomenuti
nebo umysiné nespravné jednani ze
strany zdravotnického zafizeni nebo
hlavniho zkou&ejiciho nebo (d) poruseni
této smlouvy hlavnim zkouSejicim nebo
zdravotnickym zafizenim.

Povinnosti zadavatele podle tohoto bodu
12. A budou platit pouze v pfipadé, ze
odskodriovana osoba zadavatele ihned
vyrozumi o piijeti oznameni o v8ech
narocich, povoli zadavateli a jeho
pravnim zastupcim a pracovnikim
spolupracovat na vySetfovani, obhajobé
a vyporadani narokl a Ze odSkodriované
osoby budou na tomto vySetfovani,
obhajobé a vyporadani piné
spolupracovat. V pfipadé, ze dana
odskodnovana osoba vypofada naroky
bez predchoziho pisemného souhlasu
zadavatele bude zadavatel zprostén
svych povinnosti viéi od$kodriované
osobé podle tohoto bodu 12.A.

Institution (which shall include its employees,
agents and representatives) agrees to be
solely responsible for all liabilities, costs,
damages, expenses and attorneys’ fees
resulting from or attributable to (a) any failure
by Principal Investigator or Institution, as
relevant, to adhere to the terms of GCP
regulations, the Protocol or this Agreement; (b)
any failure by Principal Investigator or
Institution to adhere to any written instructions
delivered by Cmed or Sponsor concerning
administration of the Study Drug; (c)
negligence, reckless acts or omissions, or
willful misconduct on the part of Institution or
Principal Investigator; or (d) a breach of this
Agreement by Principal Investigator or
Institution, if it is proven to Institution by the
Sponsor.

Zdravotnické zafizeni (coz zahrnuje
zaméstnance, agenty  a zastupce)
souhlasi stim, ze ponese vyhradni
odpovédnost za vSechny zavazky,
naklady, Skody, vydaje a naklady na
pravni zastoupeni, které vyplyvaji nebo
je lze pficist (a) nedodrzeni podminek
predpist spravné klinické praxe (GCP),
protokolu nebo této smlouvy ze strany

hlavniho zkousSejiciho nebo
zdravotnického zafizeni; (b) nedodrzeni
pisemnych pokynt dodanych

spole¢nosti Cmed nebo zadavatelem
ohledné podavani hodnoceného I|éCiva
ze strany hlavniho zkouSejiciho nebo
zdravotnického zafizeni; (c) nedbalosti,
bezohlednému jednani nebo opomenuti
nebo umyslnému nespravnému jednani
ze strany zdravotnického zafizeni nebo
hlavniho zkousejiciho nebo (d) poruseni
této smlouvy hlavnim zkou$ejicim nebo
zdravotnickym zafizenim, pakliZe je toto
zdravotnickému zafizeni zadavatelem
prokazano.
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Institution hereby declares that, in accordance
with section 45(2)(n) of Act No 372/2011 on
Healthcare Services and the Terms and
Conditions for Provision of Healthcare
Services (the Healthcare Services Act), it has
taken out liability insurance for harm caused in
connection with the provision of healthcare
services and is aware of its obligation to
ensure that the said insurance remains in
place for the entire duration of provision of
healthcare services.

The relevant insurance policy shall be taken
out to the extent required by law and shall not
provide liability insurance for damage caused
during performance of Study or in connection
therewith, nor provide compensation in the
event of death of the Study Subject or in the
event of health damage caused to a Study
Subject as a result of the proper administration
of the study drug .

Zdravotnické zafizeni prohladuje, Ze je
dle ust. § 45 odst. 2 pism. n) zakona ¢€.
372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani (zakon o
zdravotnich sluzbach), pojisténo pro
pfipad  odpovédnosti za  Skodu
zplsobenou v souvislosti S
poskytovanim zdravotnich sluzeb a Ze si
je védomo své povinnosti zajistit trvani
tohoto pojisténi po celou dobu
poskytovani zdravotnich sluzeb.
Pfislusna pojistna smlouva je uzaviena
vrozsahu  poZadovaném  pravnimi
pfedpisy a neobsahuje pojisténi
odpovédnosti za Skodu zplsobenou pfi
provadéni klinického hodnoceni nebo
v souvislosti  snim ani nezajiStuje
odskodnéni v pfipadé smrti subjektu
hodnoceni nebo v pfipadé Skody vzniklé
na zdravi subjektu hodnoceni v diisledku
spravného podavani studijni medikace.

13. ENTIRE AGREEMENT

13. CELA SMLOUVA

Agreement represents the entire understanding of the
Parties and supersedes all prior negotiations,
understandings or agreements (oral or written)
between the Parties concerning the subject matter
hereof. In the event of any inconsistency between this
Agreement and the Protocol, the terms of the Protocol
shall prevail in matters relating to the safety of Study
Subjects, specialist matters, medical matters and
clinical matters. In all other matters the terms of this
Agreement shall prevail.

The invalidity or unenforceability of any term or
provision of this Agreement shall not affect the validity
or enforceability of any other term or provision hereof.

Tato smlouva predstavuje celé ujednani mezi
smluvnimi stranami a nahrazuje veskera
predchozi ujednani, dohody nebo smlouvy (Ustni
Ci pisemné) mezi smluvnimi stranami, které se
tykaji pfedmétné zalezitosti této smlouvy. V
pfipadé jakéhokoli nesouladu mezi touto
smlouvou a protokolem budou mit pFfednost
podminky protokolu ve vécech bezpecnosti
subjektu  hodnoceni,  vécech  odbornych,
lékarskych a klinickych. Ve vSech ostatnich
zalezitostech je Fidici tato smlouva. Neplatnost
nebo nevymahatelnost nékteré podminky nebo
ustanoveni této smlouvy nebude mit vliv na
platnost a ucinnost ostatnich podminek nebo
ustanoveni této smlouvy.

14. ASSIGNMENT AND DELEGATION

14. POSTOUPENI A PREVEDENI

This Agreement, and all rights, duties and obligations
hereunder, may not be assigned or delegated by
Institution without the prior express written consent of
the Sponsor. Any attempt made by Institution to assign
or delegate this Agreement in violation of this section
shall be of no force or effect. Institution acknowledges
that the Sponsor shall have the right to assign or
delegate this Agreement or any portion thereof without
obtaining the consent of Institution and Cmed shall
have the same right, subject to the assignment
provisions of the MSA. Sponsor will promptly inform
Institution of any assignment and/or delegation.

Tato smlouva a vSechna prava, povinnosti a
zavazky z ni vyplyvajici nesmi byt zdravotnickym
zafizenim postoupeny ani pfevedeny bez
predchoziho vyslovného souhlasu zadavatele.
Jakykoli pokus zdravotnického zafizeni o
postoupeni nebo prevedeni této smlouvy v
rozporu s timto bodem bude neplatny a neucinny.
Zdravotnické zafizeni bere na védomi, ze
zadavatel ma pravo postoupit nebo prevést tuto
smlouvu nebo jeji Cast bez souhlasu
zdravotnického zafizeni a spole¢nost Cmed bude
mit stejné pravo za podminek ustanoveni o
postoupeni podle smlouvy MSA. Zadavatel bude
o pfevodu a/nebo postoupeni zdravotnické
zarizeni neprodlené informovat.

15. INDEPENDENT CONTRACTOR

15. NEZAVISLY DODAVATEL

The relationship of the Parties is that of independent
contractors, and no employment or agency relationship

Vztah smluvnich stran je vztah mezi nezavislymi
dodavateli a nebude vykladan tak, Ze mezi

shall be construed to exist between the Parties. Neither | smluvnimi stranami existuje zaméstnanecky
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Cmed nor Sponsor shall be responsible for any
employee benefits, pensions, workers’ compensation,
withholding or employment-related taxes relating to
Institution, Principal Investigator or Study Personnel.

nebo agenturni vztah. Spole¢nost Cmed ani
zadavatel nebudou odpovédni za
zameéstnanecké vyhody, dlchody, nahrady
pracovniku, srazkové dané nebo dané ze zavislé
¢innosti souvisejici se zdravotnickym zafizenim,
zkous$ejicim nebo pracovniky studie.

16. CHANGES TO THE PROTOCOL

16. ZMENY PROTOKOLU

The Protocol may be amended only at the direction of
Sponsor, subject to subsequent approval of the Ethics
Committee. Parties shall conclude an Amendment to
this Agreement if Sponsor makes any protocol
modifications as a consequence of which financial
adjustments are required.

Protokol Ize zménit pouze na pokyn zadavatele s
podminkou nasledného souhlasu etické komise.
Pokud zadavatel provede zmény protokolu, v
jejichz dusledku budou nutné finanéni Upravy,
uzaviou smluvni strany dodatek k této smlouvé.

17. COUNTERPARTS

17. VYHOTOVENI

This Agreement shall be executed in four counterparts,
each of which shall be an original and all of which
together shall be one document binding on all the
Parties.

One counterpart will be received by Sponsor, one
counterpart by Cmed, one counterpart by Institution
and one counterpart by Principal Investigator.

Tato smlouva bude vyhotovena ve C&tyfech paré,
z nichz kazdé bude origindlem, avsechna
spole¢né budou tvofit jeden dokument zavazny
pro vdechny smluvni strany. Jedno paré smlouvy
obdrzi zadavatel, jedno paré obdrzi Cmed, jedno
paré zdravotnické zafizeni a jedno paré obdrzi
hlavni zkousejici.

18. GOVERNING LAW

18. ROZHODNE PRAVO

This Agreement shall be interpreted and governed by
the laws of Czech Republic and subject to the
exclusive jurisdiction of the courts of Czech Republic.
In case of conflict, the Czech version of the Agreement
shall take precedence.

Smlouva se bude vykladat a bude se Fidit podle
zékont Ceské republiky a bude podiéhat
vyhradni jurisdikci soud v Ceské republice. V
pfipadé stfetu bude mit pfednost Ceské znéni
smlouvy.

19. REGISTER OF CONTRACTS

19. REGISTR SMLUV

Sponsor undertakes to provide Institution with a
modified version of the Agreement intended for
publication in the register of contracts, in accordance
with Act No 340/2015 on Special Conditions for the
Effectiveness of Certain Contracts, Publication of Such
Contracts and the Register of Contracts, by no later
than the date of signature of the full version of the
Agreement. Institution undertakes to publish a
modified version of the Agreement within 5 days from
the date of signature of the Agreement by Institution. If
Institution does not publish the Agreement within the

Zadavatel se zavazuje, ze doda zdravotnickému
zarizeni modifikovanou verzi smlouvy uréenou ke
zvefejnéni v registru smluv, dle zakona C¢.
340/2015 Sb., o zvlastnich podminkach ucinnosti
nékterych smluv, uverejiiovani téchto smluv a o
registru smluv a to nejpozdéji ke dni podpisu plné
verze smlouvy. Zdravotnické zafizeni se
zavazuje, ze modifikovanou verzi smlouvy
zvefejni nejpozdéji do 5-ti dnl od podpisu
smlouvy zdravotnickym zafizenim. Nezvefejni-li
zdravotnické zafizeni smlouvu v dohodnutém

agreed time limit, Sponsor shall be entitled to publish | terminu, je zadavatel opravnén smlouvu
the Agreement. zverejnit.

IN WITNESS WHEREOF, the Parties hereto have | NA DUKAZ VYSE UVEDENEHO smluvni strany
executed this Agreement by proper persons thereunto | této smlouvy pfipojily své podpisy

duly authorized.

prostfednictvim svych fadné opravnénych osob.
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CORTENDO AB/CORTENDO AB

By:/Podpis:
Name:
Title:/Funkce:
Date/Datum

CMED CLINICAL RESEARCH SERVICES LIMITED/ CMED CLINICAL RESEARCH SERVICES

LIMITED

By:/Podpis:
Name:
Title:/Funkce:
Date/Datum

By:/Podpis:
Name:
Title:/Funkce:
Date/Datum

INSTITUTION/ZDRAVOTNICKE ZARIZENI

By:/Podpis:
Doc. MUDr. Robert Grill, Ph.D., MHA
Title:/Funkce: feditel/Director

Date/Datum:
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PRINCIPAL INVESTIGATOR/HLAVNI ZKOUSEJICIi

I, the undersigned, Prof. Michal KrSek, M.D., Ph.D., Principal Investigator of this Study, hereby confirm that
| have read through the Protocol and all of the documents submitted by Sponsor with regard to performance
of Study.

I have been acquainted with the terms of this Agreement, will comply with the obligations laid down herein
for the Principal Investigator, and will proceed in accordance with Act No. 378/2007 on Medicinal Products,
as amended, and other laws.

| also represent and warrant that, in accordance with this Agreement and a separate agreement concluded
between myself and the Sponsor, | will pay the agreed remuneration to co-investigators and other persons
assisting with performance of this clinical trial from the funds | receive from Sponsor, and that | will hold full
responsibility for the above.

J4, Prof. MUDr. Michal Krsek, CSc., hlavni zkouSejici tohoto klinického hodnoceni, timto potvrzuiji, Ze jsem
se seznamil s protokolem a vSemi dokumenty pfedanymi zadavatelem k provedeni klinického hodnoceni.

Byl jsem seznamen s touto smlouvou, budu dodrzovat povinnosti v ni stanovené hlavnimu zkouSejicimu a
postupovat v souladu se zdkonem ¢&. 378/2007 Sb., o IéCivech, v platném znéni a dalSimi pravnimi
predpisy.

Dale prohlasuji a zavazuiji se, Zze v souladu s touto smlouvou a v souladu se separatni smlouvou uzavienou
mezi mnou a zadavatelem budu z prostfedk( mnou obdrZzenych od zadavatele vyplacet sjednané odmény
spoluzkousSejicim a dalSim osobam spolupracujicim na provadéni tohoto klinického hodnoceni a budu za
to plné zodpovédny

By:/Podpis:
Prof. MUDr. Michal Krsek, CSc

Title:/Funkce: hlavni zkousSejici/Principal Investigator

Date/Datum:

COR-2012-01 COR-2012-01
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SCHEDULE A - Study Budget

PRILOHA A — Rozpocet studie

CORTENDO AB.

CORTENDO AB.

PROTOCOL

PROTOKOL

An Open Label Study to Assess the Safety and
Efficacy of COR-003 (2S, 4R-Ketoconazole) in the
Treatment of Endogenous Cushing’s Syndrome

Oteviena studie k vyhodnoceni bezpe€nosti a uginnosti
pripravku COR-003 (2S, 4R-ketokonazol) pfi 1éEbé
endogenniho Cushingova syndromu

SITE PRACOVISTE
Fakultni nemocnice Kralovske Vinohrady Fakultni nemocnice Kralovské Vinohrady
[I. interni klinika 1. interni klinika

[2" Department of Internal Medicine]
Srobarova 1150/50

100 34 Praha

Czech Republic

Srobarova 1150/50
1v00 34 Praha
Ceska republika

PRINCIPAL INVESTIGATOR

HLAVNi ZKOUSEJiCi

Prof. Michal Krsek, M.D., PhD.

Prof. MUDr. Michal KrSek, CSc.

STUDY SUBJECT RECRUITMENT

NABOR SUBJEKTU STUDIE

Recruitment for the Study is competitive. Institution
enroliment expectation is [JJJlij randomized study
subjects.

Nabor do studie je konkurenc¢ni. Zdravotnické zafizeni
oCekava, Zze bude zafazeno randomizovanych
subjektll hodnoceni.

The Parties agree that, in the event. of a change in the
expected number of Study Subjects, an amendment
to this Agreement will not be required. Sponsor or its
representative reserves the right to decrease or
increase the number of Study Subjects at any time
during the recruitment period without the need to
conclude another Amendment to this Agreement.
Notification of such an increase or decrease by
Sponsor or its representative shall be made in writing.
The Institution will use its best efforts to enroll the
number of qualified Study Subjects as stated above.
For the avoidance of doubt, failure to enroll at least
one Study Subject within 45 days of Site activation will
be deemed a breach of a material term of this
Agreement and will entitle Sponsor to terminate this
Agreement without further obligation. Payments are
based on case report forms (“eCRFs”), laboratory
data, or other specific data sources.

Smluvni strany souhlasi s tim, ze v pfipadé zmény
o¢ekavaného poctu subjektd hodnoceni neni nutné
uzavirat dodatek k této smlouvé Zadavatel nebo jeho
zastupce si vyhrazuje pravo kdykoli b&hem doby naboru
snizit nebo zvysit pocet subjektd studie, aniz by bylo nutné
nové uzavirat dodatek k této smlouvé. Oznameni o tomto
zvySeni nebo snizeni ze strany zadavatele nebo jeho
zastupce bude zaslano pisemné. Zdravotnické zafizeni
vynalozi maximalni Usili na zafazeni vySe uvedeného poctu
zpusobilych subjektd studie. Aby nevznikly pochybnosti,
nezarazeni alespon jednoho subjektu studie do 45 dnl od
aktivace centra bude povazovano za poruSeni zasadni
podminky této smlouvy a bude opraviiovat zadavatele k
ukongeni této smlouvy bez dalSich povinnosti. Platby jsou
zalozeny na zaznamech subjektu hodnoceni (,eCRF*),
laboratornich udajich nebo dalSich konkrétnich zdrojich
udaja.

PAYMENT SCHEDULE

ROZPIS PLATEB

Sponsor will make payments, via Cmed, according to
the payment schedule below. All fees include
overhead expenses and all applicable taxes,
excluding VAT. All amounts shown herein are in
EUR.

Zadavatel provede prostifednictvim spole¢nosti Cmed,
platby v souladu s nize uvedenym rozpisem plateb.
VSechny platby budou zahrnovat rezijni vydaje a vSechny
prislusné dané, kromé DPH. V8echny zde uvedené Castky
jsouv EUR.

Ongoing Payments

Prabézné platby

Sponsor shall make all authorized payments, via
Cmed, for Study-related visits and procedures, as
set forth in Table 1 below, on a quarterly basis.
Payment will be made and prorated for the actual
number of Visits completed by Study Subjects, for
which completed eCRFs have been accepted by
Sponsor or its representative. Quarterly payments

Zadavatel provede prostfednictvim spolec¢nosti Cmed
vSechny opravnéné platby za navstévy a postupy v ramci
studie, jak je uvedeno v tabulce 1 niZe, a to Ctvrtletné.
Platba bude provedena pomérnym dilem dle skuteéného
poctu subjekty studie absolvovanych navstév, za které
zadavatel nebo jeji zastupce pfijali vyplnéné zaznamy
subjektu hodnoceni (eCRF). Ctvrtletni platby budou

COR-2012-01
Prof. Michal Krsek, M.D.,Ph.D.
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will be made within 45 days after the end of each
calendar quarter.

provadény do 45 dnili od konce kazdého kalendarniho
Ctvrtleti.

Table 1 - Fees for Completed Clinical Visits for
Randomized Subjects

Tabulka 1 — Poplatky za klinické navstévy
u randomizovanych subjektu

Per patient Visit Fees

Poplatky za navstévu jednoho pacienta

Visit Fees -
(euro)

Visit

Screening

Baseline

Dose Titration Phase 1

Dose Titration Phase 2

Dose Titration Phase 3

Dose Titration Phase 4

Dose Titration Phase 5

Dose Titration Phase 6

Dose Titration Phase 7

Treatment Phase Month 1

Treatment Phase Month 2

Treatment Phase Month 3

Treatment Phase Month 4

Treatment Phase Month 5

Treatment Phase Month 6

Early Termination

Extended Evaluation Month 9

Extended Evaluation Month 12

Follow Up

Set Up and additional costs

Start Up fee

MRI scan

Archiving fee per 1 patient .

Poplatky za
Navstéva navstévu —
(euro)
Screening

Poc¢atek — vychozi vysetieni

Titrace davky faze 1

Titrace davky faze 2

Titrace davky faze 3

Titrace davky faze 4

Titrace davky faze 5

Titrace davky faze 6

Titrace davky faze 7

Lécebna faze, mésic 1

Lécebna faze, mésic 2

Lécebna faze, mésic 3

Lécebna faze, mésic 4

Lécebna faze, mésic 5

Lécebna faze, mésic 6

Pred¢asné ukonc&eni

Prodlouzené hodnoceni, mésic 9

Prodlouzené hodnoceni, mésic 12

Kontrola

Naklady na zfizeni a dalSi naklady

Poplatek za zahajeni

MRI skenovani

Archivaéni poplatek za 1 pacienta

Final Payment

Zavérecna platba

Sponsor shall make payment, via Cmed, for all
services performed under this Agreement subject to
satisfaction of each of the following items:

Zadavatel provede prostifednictvim spole¢nosti Cmed

platby za vSechny sluzby poskytnuté podle této smlouvy,

pficemz podminkou je splnéni jednotlivych nize
uvedenych bodu:

1. Final acceptance of all eCRFs or CRFs;

1. Konecné prijeti vSech zaznamu eCRF nebo CRF;

2. Final resolution of all queries;

2. Konec&né vyreSeni vSech dotazu;

3. The receipt and approval of any outstanding
regulatory documents as required by Sponsor;

3. Pijeti a schvaleni vSech nevyfizenych kontrolnich

dokument( vyzadovanych zadavatelem;

4. The return, or destruction at Sponsor’s
expense of all unused Study Drugs and
archiving of Sponsor’s Confidential
Information; and

4. \Vraceni, pfipadné zni€eni na naklady zadavatele

veskerych nevyuzitych hodnocenych IéCiv a
archivaci diivérnych informaci zadavatele; a

5. Upon completion of all other applicable
conditions set forth in the Agreement.

5. Po splnéni vSech ostatnich platnych podminek
stanovenych ve smlouvé.
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SPONSOR’S RIGHTS AND INFORMATION
ABOUT THE SPONSOR

PRAVA ZADAVATELE A UDAJE O NEM

Sponsor reserves the right to withhold payments due
to Institution if Principal Investigator and/or Institution
do not provide completed case report forms, eCRFs,
CRFs or regulatory documents to Sponsor in a timely
manner.

Zadavatel si vyhrazuje pravo zadrzet platby splatné
zdravotnickému zafizeni v pfipadé&, Ze hlavni zkouSejici
nebo zdravotnické zafizeni neposkytnou zadavateli v€as
vyplnéné zaznamy subjektd hodnoceni eCRF, CRF nebo
kontrolni dokumenty.

Payment will be made retroactively, on the basis of
invoices sent by Institution, for each completed period
of three months, on the basis of a summary of visits
compiled by Sponsor/Cmed and approved by
Principal Investigator. The summary of visits will be
sent by Sponsor/Cmed to Oddéleni rozvojovych
programa, grantovych ¢innosti a klinickych hodnoceni
FNKYV [Department of Development Schemes, Grant
Activities and Clinical Trials - Kralovské Vinohrady
University Hospital], pavilon CH [Block CH],
Srobarova 50, 100 34 Praha 10, or sent by email to
klinickehodnoceni@fnkv.cz. Statutory VAT will be
charged on the payment. Invoices will be payable
within 45 days from the date of issue by Institution.

Platba bude provadéna na zakladé fakturace
zdravotnickym zafizenim zpétné za kazdé skonlené 3
mésice na zakladé prehledu vizit, vytvofeného
zadavatelem/Cmed a odsouhlaseného hlavnim
zkouSejicim. Pfehled vizit bude zadavatelem/Cmed
doru¢en na Oddéleni rozvojovych programd, grantovych
Cinnosti a klinickych hodnoceni FNKV, pavilon CH,
Srobarova 50, 100 34, Praha 10 nebo zaslan e-mailem na
adresu  klinickehodnoceni@fnkv.cz. K platbé bude
pfipo¢tena DPH v zdkonem stanovené vysSi. Lhlta
splatnosti faktury je 45 dnli ode dne vystaveni faktury
zdravotnickym zafizenim.

All invoices submitted by Institution shall be mailed
to the COR-2012-01 Clinical Project Manager at the
address set forth below or emailed to
accountspayable@cmedresearch.com. All invoices
submitted by Institution will be submitted to Cmed on
the same day when issued.

VSechny faktury predkladané zdravotnickym zafizenim
budou zaslany postou vedoucimu klinického projektu
COR-2012-01 na nize uvedenou adresu, nebo e-mailem
na adresu accountspayable@cmedresearch.com.
VSechny faktury pfedkladané zdravotnickym zafizenim
budou zaslany spole¢nosti Cmed v den jejich vystaveni.

COR-2012-01 Clinical Project Manager

COR-2012-01 Clinical Project Manager

Cmed Clinical Services

Cmed Clinical Services

Cmed Inc. Cmed Inc.
4620 Creekstone Drive 4620 Creekstone Drive
Suite 160 Suite 160

Durham, North Carolina, 27703, United States

Durham, North Carolina, 27703, United States

For questions regarding invoices or payments,
please contact
COR-2012-01@pf.cmedresearch.com.

Ohledné otazek tykajicich se faktur nebo plateb
kontaktuijte
COR-2012-01@pf.cmedresearch.com.

INSTITUTION INFORMATION

UDAJE O ZDRAVOTNICKEM ZARIZENI

All payments made by Sponsor via Cmed as set
forth herein shall be payable solely to Institution at
the address set forth in Table 2 below.

VSechny platby provadéné zadavatelem prostfednictvim
Cmed, jak je uvedeno v této smlouvé, budou hrazeny
vyhradné zdravotnickému zafizeni na adresu uvedenou v
tabulce 2 nize.
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Table 2 -

Tabulka 2 —

PAYEE INFORMATION - Institution

Fakultni nemocnice Kralovske

.. *
Beneficiary Name Vinohrady

Payee Mailing

Address Srobarova 1150/50

100 34, Praha 10

Contact Name Mgr. Martina Peckova

Email Address klinickehodnoceni@fnkv.cz

UniCredit Bank Czech
Republic and Slovakia, a. s.

Bank Zeletavska 1525/1
140 92, Praha 4
Account No 805211008/2700
CZ78 2700 0000 0008 0521
IBAN No 1008
BIC Code/Swift BACXCZPP
Code

INFORMACE O PRIJEMCI PLATEB - zdravotnické

zarizeni
Jméno pfijemce*

Postovni adresa
prijemce platby

Jméno kontaktni
osoby

E-mailova adresa

Banka

Cislo uétu

Cislo IBAN

Kdéd BIC / kéd
Swift

Fakultni nemocnice Kralovské
Vinohrady

Srobarova 1150/50
100 34, Praha 10

Mgr. Martina Peckova

klinickehodnoceni@fnkv.cz

UniCredit Bank Czech Republic
and Slovakia, a. s.

Zeletavska 1525/1

140 92, Praha 4

805211008/2700

CZ78 2700 0000 0008 0521 1008

BACXCZPP

* The name on the account

* Nazev Uctu
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