
03 
Confidential / Dv~rn~ 

CLINICAL TRIAL AGREEMENT 

This CLINICAL TRIAL AGREEMENT (the 
"Agreement") is effective on the date of 
publication according to Act. No. 340/2015 Coll., 
on the register of contracts (the "Effective Date"), 
by and between 

Vojensk~ nemocnice Brno p.o. located at 
Z~brdovick~ 3, 615 00 Brno, Czech Republic, 
IO (Company ID): 60555530, DIC (VAD ID): 
CZ60555530, represented by plk. gt. MUDr. 
V~clav Masopust Ph.D., MBA, LL.M, DBA, 
Director (the "Institution"), 

ICON Clinical Research Limited located at 
South County Business Park, Leopardstown, 
Dublin 18, Ireland, VAT EU -IE8201978R, 
represented by 
authorized representative based on the power of 
attorney ("ICON"), acting as an independent 
contractor for Akros Pharma Inc. located at 302 
Carnegie Center, Suite 300, Princeton, NJ 08540, 
United States of America (the "Sponsor"). ICON 
has agreed to accept certain obligations and duties 
in respect of the conduct of the clinical trial in 
Czech Republic; 

and 

an employee of the 
Institution, acting within the scope of his 
employment, located at 

 
who shall serve as the 

principal investigator ("Investigator") for the 
Study as defined below. 

The Institution and the Investigator may be 
collectively referred to as the "Site". 

I. STATEMENT OF WORK. 
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SMLOUV A O PROVEDENi 
KLINICK~HO HODNOCENi 

Tato SMLOUVA O PROVEDENi 
KLINICK~HO HODNOCENi (d~le jen 
~Smlouva") nabyv~ ~~innosti dne dnem zverejn~ni 
dle z~kona €. 340/2015 Sb., o registru smluv (d~le 
jen ~Datum ~innosti") a uzavir~ se mezi 

Vojenskou nemocnici Brno p.o. se sidlem 
Z~brdovick~ 3, 615 00 Bro, Cesk~ republika, 
1CO: 60555530, DIC: CZ60555530, zastoupenou 
plk. gt. MUDr. V~clavem Masopustem Ph.D., 
MBA, LL.M, DBA, reditelem (d~le jen 
~Zdravotnick~ zafizeni"), 

spolenosti ICON Clinical Research Limited se 
sidlem South County Business Park, 
Leopardstown, Dublin 18, Irsko, VAT EU (DIC 
EU) - IE 8 2 0  1978R, zastoupenou 

 pov~renym z~stupcem na 
z~klad~ pln~ moci (d~le jen ~ICON"), jednajici 
jako nez~visly dodavatel spole~nosti Akros 
Pharma Inc. se sidlem 302 Carnegie Center, Suite 
300, Princeton, NJ 08540, Spojen~ st~ty americk~ 
(d~le jen ~Zadavatel"). Spolecnost ICON se 
zavazuje pevzit ur~it~ z~vazky a povinnosti 
tykajici se prov~d~ni klinick~ho hodnoceni v Cesk~ 
republice; 

a 

zam~stnancem 

iho v rozsahu 
sv~ho zam~stn~ni, se sidlem  

 ktery bude vystupovat jako 
hlavni zkouejici (dile jen ~Zkou~ejici") 
odpovidajici za Studii, jak je definov~no nize. 

Zdravotnick~ zarizeni a Zkouejici mohou byt d~le 
spolen~ oznaovni jen jako ~Reitelsk~ 
centrum" 

1. POPIS PROJEKTU. 

(a) The Investigator will conduct the clinical 
research study entitled "A Phase 2a, 

Revised July 2018 

(a) Zkou5ejici provede klinickou vyzkumnou 
studii pod n~zvem ~Multicentrick~, 
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Multicenter, Randomized, Double­ 
blind, Placebo-controlled, Parallel­ 
group Study to Evaluate the Efficacy, 
Safety and Tolerability of JTT-861 
Administered for 12 Weeks in Subjects 
with Heart Failure with Reduced 
Ejection Fraction (POWER-HF)" (the 
"Stdy"), bearing protocol number 
AT861-G-22-002, as may be amended 
from time to time (the "Protocol"), the 
provisions of which are incorporated 
herein by reference. The conduct of the 
Study will commence only upon obtaining 
all required approvals of the relevant 
regulatory authorities. 1n case these 
regulatory approvals are not obtained, the 
Investigator will not start the conduct of 
the Study and this Agreement will be 
deemed terminated. To avoid any doubts, 
the parties agree that the regulatory 
approval or rejection should be obtained 
within 1 8  (eighteen) months as of the 
effective date of this Agreement. The 
Investigator shall perform the Study in 
conformance with: (i) generally accepted 
standards of good clinical practice, (ii) an 
ethical manner and in a manner that 
appropriately protects the safety, security, 
and well-being of the Study subjects and 
any data arising from the Study (iii) the 
Protocol, (iv) the FDA Form 1572, and (v) 
all applicable laws, rules and regulations 
including, but not limited to, those 
governing the conduct of the Study. The 
Institution shall not reassign the conduct of 
the Study to another investigator without 
ICON's express written consent. If the 
Investigator is unable to perform the duties 
required by this Agreement, the Institution 
shall promptly notify ICON in writing. If a 
mutually acceptable replacement is not 
available, this Agreement may be 
terminated as provided herein. 

(b) The Institution shall provide appropriate 
resources and facilities so the Investigator 
can conduct the Study in a timely and 
professional manner and according to the 
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randomizovan, dvojit~ zaslepena, 
placebem kontrolovan~ studie fze 2a 
s paralelnimi skupinami k vyhodnoceni 
~innosti, bezpenosti a sn~5enlivosti 
piipravku JTT-861 pod~van~ho po 
dobu 12 tydn~ u subjekt~ se srdenim 
selh~nim a snizenou ejekni frakci 
(POWER-HF" (d~le jen ~Studie"), s 
islem protokolu AT861-G-22-002, ve 
zn~ni piipadnych zmn (d~le jen 
~Protokol"), jehoz ustanoveni jsou 
nedilnou sou~sti t~to Smlouvy. Prov~d~ni 
Studie bude zah~jeno az po zisk~ni vech 
pozadovanych souhlas~ piislusnych 
regulacnich organ~. V piipad~, e tato 
regulani schv~leni nebudou zisk~na, 
Zkousejici nezah~ji prov~d~ni Studie a tato 
Smlouva bude povazov~na za ukonenou. 
Aby se piede5lo jakymkoli pochybnostem, 
smluvni strany souhlasi s tim, ze regulani 
schv~leni nebo zamitnuti je treba ziskat do 
1 8  (osmn~cti) m~sic~ od data (~innosti 
t~to Smlouvy. Zkousejici bude prov~d~t 
Studii v souladu s: (i) veobecn~ 
akceptovanymi standardy spr~vn~ klinick~ 
praxe (GCP), (ii) etickym jedn~nim a 
zp~sobem, ktery prim~ren~ chr~ni 
bezpe~nost, jistotu a pohodu subjekt~ 
Studie a ~daj~ ziskanych ze Studie, (iii) 
Protokolem, (iv) FDA formul~rem 1572, a 
(v) vemi piislu5nymi z~kony, piedpisy a 
smrnicemi vetn~ mimo jin~ predpis~ 
upravujicich prov~d~ni Studie. 
Zdravotnick~ zarizeni neni opr~vn~n~ 
pov~iit vykonem Studie jin~ho 
Zkou5ejiciho bez vslovn~ho pisemn~ho 
souhlasu ICON. Nem~ze-li Zkousejici 
vykon~vat povinnosti vyplyvajici ze 
Smlouvy, Zdravotnick~ zarizeni je o tom 
povinno ICON ncprodlen~ pisemn~ 
vyrozum~t. Nelze-li nal~zt n~hradu 
prijatelnou pro ob~ strany, m~ze n~kter~ 
strana od t~to Smlouvy odstoupit 
zp~sobem v t~to Smlouv~ stanovenym. 

(b) Zdravotnick~ zaiizeni poskytne vhodn~ 
zdroje a moznosti, aby Zkouejici mohl 
Studii prov~st v~as a odborn~ a v souladu s 
podminkami t~to Smlouvy. Re5itelsk~ 
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terms of this Agreement. The Site shall 
ensure that only individuals who are 
appropriately trained and qualified will 
assist in conducting the Study. The Site is 
responsible for ensuring that all personnel 
participating in the Study (Study Team") 
comply with the terms of this Agreement, 
excluding personnel supplied by ICON or 
Sponsor. Institution and Investigator agree 
to promptly notify ICON in the event any 
Study Team Member is reported to or 
comes under investigation by any 
licensing board, independent ethics 
committee or institutional review board, 
and further agrees to promptly discontinue 
the use of any such personnel in 

connection with the Study unless ICON 
consents in writing to the continued use of 
such personnel, which such consent shall 
not be unreasonable delayed, conditioned, 
or withheld. Unless otherwise agreed to in 
writing by the parties, the Site shall 
conduct the Study only at the facilities 
indicated in this Agreement. 

2. PAYMENT. 

(a) ICON will pay the Institution and the 
J nvestigator according to the Payment 
Terms attached hereto as Exhibit A 
("Payment Terms") and the Budget 
attached hereto as Exhibit B (Budget), 
upon receipt of invoices /approval of 
supporting documents for payments and 
other appropriate documentation as 
specified therein. Payments due hereunder 
are pass-through payments from Sponsor 
that will be sent after such payments are 
received by ICON from Sponsor. ICON 
shall exercise reasonable efforts to ensure 
timely receipt of pass-through payments 
from Sponsor. 

(b) The Institution and the ("Payees"), shall 
provide full payment instructions and bank 
details, in writing lo ICON in the Payment 
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centrum zajisti, e pii prov~d~ni Studie 
budou napomocni pouze vyskoleni 
a kompetentni spolupracovnici. Re5itelsk~ 
centrum odpovid~ za zajist~ni toho, ze 
vekery person~l ~castnici se Studie (d~le 
jen ~Tym Studie") spliiuje podminky t~to 
Smlouvy, s vyjimkou person~lu, ktery 
poskytne ICON nebo Zadavatel. 
Zdravotnick~ zafizeni a Zkousejici 
souhlasi, e neprodlen~ ozn~mi ICON, 
pokud je len Tymu Studie ohl~sen 
licenni komisi, nez~visl~ etick~ komisi 
nebo piezkoumaci komisi nebo jimi 
vyetiovan, a v nvaznosti na takov~ 
etfeni bude s takovym lenem Tymu 
Studie ukon~ena vesker~ ~innost 
souvisejici s prov~d~nim Studie, pokud 
spolecnost ICON nepod~ pisemny souhlas, 
ktery nesmi byt neprim~ren~ opozd~ny, 
podmin~ny nebo odmitnuty, 
s pokraov~nim spoluprace s danym 
~lenem. Pokud neni stranami sjedn~no 
pisemn n~co jin~ho, Reitelsk~ centrum 
bude prov~d~t Studii jen v zarizenich 
uvedenych v t~to Smlouv~. 

2. ~HRADA. 

(a) ICON zaplati Zdravotnick~mu zaiizeni a 
Zkousejicimu ~hradu v souladu s 
platebnimi podminkami, kter~ jsou 
k tomuto dokumentu piipojeny 
jako piiloha A (d~le jen ~Platebni 
podminky"), a s rozpotem, ktery je 
k tomuto dokumentu piipojen jako piiloha 
B (d~le jen ~Rozpoet"), a to na z~klade 
dorueni faktur/ odsouhlaseni podklad~ 
pro platbu a dalich piislunych doklad~ 
v souladu s Rozpo~tem. Uhrady splatn~ 
podle t~to Smlouvy znamenaji prostredky 
poskytovan~ Zadavatelem a budou 
zaplaceny pot~, kdy je ICON obdri od 
Zadavatele. ICON vynalozi piim~ren~ 
~sili, aby obdrela hrady od Zadavatele 
v~as. 

(b) Zdravotnick~ zarizeni a Zkou5ejici jakoto 
piijemci platby (d~le jen ~Piijemce 
platby") poskytnou pisemn~ spolenosti 
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Information Checklist (PIC), before any 
payment can be made. The Payees are 
obliged to inform ICON, in writing, of any 
changes or required updates of payment 
instructions and/or bank details. The 
parties agree that any change of or update 
to the Payees' bank details contained in the 
PIC rnay be effected through a written 
notice and shall not of itself require a 
formal Amendment to this Agreement. 

(c) The Site is an independent contractor, and 
neither ICON nor Sponsor is responsible 
for any employee benefits, pensions, 
workers' compensation, withholding, or 
employment-related taxes as to the Site or 
its personnel. 

(cl) The Investigator and any sub- 
investigators will complete and sign a 
financial disclosure forrn when 
reasonably requested to do so by ICON or 
Sponsor. These forms shall be promptly 
updated as needed to maintain their 
accuracy and completeness during the 
Study and for one year after its 
completion. The Institution and 
Investigator acknowledge and agree that 
any payments made under this Agreement 
will be disclosed to the local regulatory 
authorities by Sponsor or ICON as 
required under the EFPIA (European 
Federation of Pharmaceutical Industries 
and Associations) Disclosure Code or 
equivalent local legislation. 

(e) The Institution and Investigator hereby 
agrees that no third party will be charged 
for any aspect of treatment or subject care 
for which the Payee has invoiced or been 
paid under this Agreement. The 
Institution hereby agrees that neither 
participants in the Study nor any third 
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ICON kompletni platebni pokyny a 
bankovni spojeni, a to na formul~ii 
platebnich daj~ (d~le jen ~PIC) piedtim, 
nez bude mozno uskute~nit jakoukoliv 
platbu. Piijemci platby jsou povinni 
pisemn~ informovat ICON o jakychkoliv 
zm~n~ch nebo poadovanych 
aktualizacich v platebnich pokynech 
a/nebo bankovnim spojeni. Smluvni strany 
sjedn~vaji, ze zm~ny nebo aktualizace 
bankovniho spojeni Piijemc~ platby 
obsazen~ v PIC mohou byt prov~d~ny 
pisemnym ozn~menim a samy o sob~ 
nevyzaduji uzavieni dodatku k t~to 
Smlouv~. 

(c) Re5itelsk~ centrum je nez~vislym 
dodavatelem a ICON ani Zadavatel nejsou 
odpovdni za vypl~ceni jakychkoli pozitk~ 
zam~stnanc~, d~chod~, n~hrad 
pracovnik~m, sr~zek nebo dani hrazenych 
za zam~stnance bud' Resitelsk~mu centru, 
nebo jeho person~lu. 

(d) Zkou5ejici a piipadni spoluzkousejici na 
prim~renou z~dost ICON nebo Zadavatele 
vyplni a podepi5i formular finannich 
~daj~. Tyto formul~re musi byt v piipad 
potreby neprodlen aktualizov~any, aby po 
dobu Studie a jednoho roku po jejim 
skoneni z~staly spr~vn~ a ~pln~. 
Zdravotnick~ zarizeni a Zkousejici berou 
na v~domi a souhlasi s tim, e veker~ 
platby proveden~ v r~mci t~to Smlouvy 
budou Zadavatelem nebo ICON sd~leny 
mistnim regulacnim rad~m, jak je 
pozadov~no podle kodexu zverejiov~ni 
vydan~ho EFPIA (Evropsk~ federace 
farmaceutick~ho pr~myslu a asociaci) 
nebo ekvivalentnim mistnim piedpisem. 

(e) Zdravotnick~ zarizeni a Zkouejici timto 
souhlasi s tim, ze ~dn~ treti stran~ nebude 
v~dn~m ohledu ~tov~na l~ba ani 
zdravotni p~~e poskytnut~ subjektu Studie, 
kterou Piijemce platby fakturoval nebo 
kter~ byla uhrazena v r~mci t~to Smlouvy. 
Zdravotnick~ zarizeni timto souhlasi s tim, 
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party will be charged for JTT-861 (the 
"Study Drug") or any comparator drugs 
provided for this Study, nor shall Payee 
include such cost in any cost report to 
third-party payers. 

(f) Unless otherwise agreed herein, payments 
will be made for evaluable subjects and 
for eligible subjects only. An eligible 
subject is one who meets all of the 
inclusion requirements and does not meet 
any of the exclusion criteria of tbe 
Protocol, who was enrolled by 
Investigator, and from whom informed 
consent has been obtained. An evaluable 
subject is one for whom case report forms 
(CRFs") have been properly completed 
in accordance witb the Protocol, and who 
has completed tbe appropriate Study 
procedures as set forth in the Protocol, 
and undergone the evaluations required 
by the Protocol. 

(g) The parties acknowledge and agree that 
the compensation provided for Site's 
performance under the Agreement 
represents the fair market value for the 
services conducted by Site and has been 
agreed independently from any business 
the Institution or tbe Investigator has 
made or may make in relation to the 
ordering of products or services of the 
Sponsor. 

(h) The parties hereby acknowledge that the 
expected maximum amount of the total 
payment under this Agreement is CZK 
=749,620.00. 
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e ~~astnik~m Studie ani z~dn~ teti stran 
nebude ~tovn JTT-861 (d~le jen 
~Hodnoceny l~k") nebo jiny srovn~vaci l~k 
poskytnuty pro tuto Studii, a ze takov~to 
n~klady nebudou zahrnuty do zdn~ho 
vykazu n~klad~ pro pl~tce-treti strany. 

(f) Pokud v t~to Smlouv~ neni dohodnuto 
jinak, platby budou prov~d~ny jen za 
vyhodnotiteln~ subjekty a jen za zp~sobil~ 
subjekty. Zp~sobily subjekt je ten, ktery 
splni v5echny podminky pro zarazeni a 
nespliuje z~dn~ z vyluovacich krit~rii 
uvedenych Protokolu, ktery by] zarazen 
Zkousejicim a ktery ud~lil svuj 
informovany souhlas. Subjekt, kter~ho lze 
vyhodnotit, je ten subjekt, u n~j byly 
uspokojiv~ vypln~ny vechny formul~re 
pro z~znamy Subjekt Studie (d~le jen 
~CRF") v souladu s Protokolem, ktery 
absolvoval prislu5n~ studijni ~kony 
stanoven~ Protokolem a ktery absolvoval 
vyetreni pozadovan~ Protokolem. 

(g) Smluvni strany uzn~vaji a souhlasi s tim, 
e odm~na za pln~ni Re5itelsk~ho centra 
na z~klad~ t~to Smlouvy piedstavuje 
spravedlivou trni hodnotu sluzeb 
poskytnutych Res5itelskym centrem a byla 
sjedn~na nez~visle na jinych obchodnich 
vztazich, st~vajicich nebo potenci~lnich, 
Zdravotnick~ho zafizeni nebo 
Zkouejiciho tykajicich se objedn~vek 
vyrobk~ nebo sluZeb Zadavatele. 

(h) Smluvni strany berou na v~domi, e 

maxim~lni piedpokl~dan~ hodnota pln~ni 
dle t~to Smlouvy je =749.620,00 K~. 

3. RECORDKEEPING; 
ACCESS. 

REPORTING; 3. Z~ZNAMY; VYKAZY; PkiSTUP, 

(a) Authorized representatives of Sponsor 
and/or ICON have the right, upon 
reasonable advance notice, and during 
regular business hours, to: (i) audit and 
examine the Site's facilities required for 
performance of the Study; and (ii) review 

Revised March 2023 

(a) Zmocn~ni z~stupci Zadavatele, piipadn~ 
ICON, jsou opr~vn~ni na z~klad~ 
prim~fen~ho piedchoziho ozn~meni 
v prim~ren~ lh~t~ a b~hem obvykl~ 
pracovni doby: (i) prov~dt audit a 
kontrolovat zarizeni Resitelsk~ho centra 
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all data, records and work products 
relating to the Study, and if necessary, 
make copies of such data, records and 
work products, provided such copies do 
not include any unauthorized individually­ 
identifiable information of a Study subject. 
The Site shall maintain complete and 
accurate records related to the Study, and 
shall retain all such records resulting from 
the Study in accordance with ICH GCP for 
the time required by applicable laws and 
regulations. 

(b) The Investigator will deliver CRFs to 
ICON within seven (7) days of 
Investigator's review or in accordance 
with ICON's reasonable written 
instructions, as the case may be. The 
Investigator shall be available at 
reasonable times during normal business 
hours to meet with Study monitors and 
answer questions regarding the conduct of 
the Study. If ICON must use or access the 
Site's computer systems, it will do so in 
accordance with the Site's instructions and 
will only use acquired information for the 
purpose of the Study and in accordance 
with applicable laws. Institution and 
Investigator will comply with Investigator 
obligations under ICH GCP 4.1.4. and 
4.9.7. to ensure Study monitors are granted 
direct access to Study Subject original 
medical records for verification purposes, 
including periodic access to allow 
comparison of certified copies of medical 
records against the original records to 
verify their authenticity. If used at the Site, 
Site shall provide Study monitors access to 
its electronic medical records system. Site 
shall ensure that only Study Subject 
medical records shall be disclosed to Study 
monitor and shall ensure that no access to 
non-Study Subject records is possible. 
Where this is not possible, Institution and 
Investigator shall ensure certified paper 
copies are made available for inspection. 
The Site shall ensure sufficient access is 
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potiebn~ k provedeni Studie a (ii) 
zkontrolovat veker~ ~daje, z~znamy a 
vysledky pr~ce souvisejici se Studii, a 
jestlize to je potrebn~, porizovat si kopie 
takovych ~daj~, z~znam~ a vysledk~ 
pr~ce, za piedpokladu, ze takov~ kopie 
neobsahuji nepovolen~ individuln 
identifikovateln~ informace o Subjektu 
Studie. Re5itelsk~ centrum je povinno 
v~st ~pln~ a spr~vn~ z~znamy tykajici se 
Studie a z~znamy vznikl~ ze Studie je 
povinno archivovat v souladu s ICH GCP 
po dobu, jakou stanovi piislusn~ z~kony a 
pr~vni piedpisy. 

(b) ZkouSejici zale z~znamy CRF 

spole~nosti ICON do sedmi (7) 
pracovnich dni od revize Zkouejicim 
nebo v souladu s prim~renymi pisemnymi 
pokyny ICON podle okolnosti. Zkousejici 
bude v prim~renych hodin~ch v b~zn~ 
pracovni dob~ k dispozici ke sch~zk~m s 
monitory Studie a bude odpovidat na 
jejich ot~zky tykajici se prov~d~ni Studie. 
Pokud musi ICON pouzit po~ita~ov~ 
syst~my Re5itelsk~ho centra nebo do nich 
vstoupit, uCini tak v souladu s pokyny 
Resitelsk~ho centra a ziskan~ informace 
pouzije pouze pro ~bely Studie a v 
souladu s prislunymi pr~vnimi predpisy. 
Zdravotnick~ zarizeni a Zkousejici budou 
postupovat v souladu s povinnostmi 
vyplyvajicimi z ICH GCP 4.1.4. a 4.9.7. a 
zajisti monitorovi Studie poskytnuti 
prim~ho piistupu k p~vodnim l~karskym 
z~znam~m Subjekt~ Studie za &elem 
ov~reni, v~etn~ pravideln~ho pristupu ke 
vz~jemn~mu porovn~v~ni ov~en~ kopie 
zdravotnick~ dokumentace proti 
p~vodnim z~znam~m, kter~ maji ov~it 
jejich pravost. Pokud se pouziv~ v mist~ 
Resitelsk~ho centra, Resitelsk~ centrum 
poskytne monitorovi Studie pristup do sv~ 
elektronick~ datab~ze l~kaiskych 
z~znam~. Resitelsk~ centrum zajisti, aby 
byly zpiistupnny pouze ty l~karsk~ 
z~znamy, kter~ se tykaji Subjekt~ Studie, 
a zajisti, ze monitor Studie nebude mit 
~dny piistup k dokumentaci, kter~ se 
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granted to the monitor to enable source 
data verification of the Study Subjects. 

(c) The Site will promptly notify Sponsor and 
ICON if any regulatory authority notifies 
the Institution or Investigator of a pending 
inspection relating to the Study, and will 
promptly forward to Sponsor and ICON 
copies of any written communication 
received as a result of such inspection 
which are related to the Study. The Site 
shall also provide to Sponsor and ICON 
copies of any documents provided to any 
inspector that relate to the Study. 

4. CONFIDENTIALITY. 

(a) The Protocol, Study Drug(s), CRFs, and 
any and all information, data, reports or 
documents, disclosed to or generated by 
the Site or any Study Team members 
regarding the work performed under this 
Agreement ( other than subject medical 
records) or which otherwise relates to this 
Study ("Confidential Information") belong 
to Sponsor and shall not be disclosed by 
the Site to any third party or be used for 
any purpose other than the performance of 
the Study without the prior written consent 
of Sponsor, during a period of seven (7) 
years after the termination of the 
performance of the Agreement. The above 
obligations of confidentiality shall not 
apply to the extent Confidential 
Information: 

i) is or becomes, through no fault of the 
Site, part of the public knowledge; 
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netyk Subjekt~ Studie, je-li toto morn~. 
Pokud toto neni mon~, Zdravotnick~ 
zarizeni a Zkousejici zajisti ov~ren~ 
tist~n~ kopie z~znam~ a poskytne je 
k dispozici pro kontrolu. Re5itelsk~ 
centrum zajisti dostateny piistup pro 
studijniho monitora za ~~elem kontroly 
zdrojov~ dokumentace studijnich 
Subjekt~ Studie. 

(c) Reitelsk~ centrum bude bezodkladn 
informovat Zadavatele a ICON, jestlie 
bude n~jaky regulacni ~rad informovat 
Zdravotnick~ zaiizeni nebo Zkousejiciho 
o chystan~ kontrole nebo auditu tykajiciho 
se Studie, a bezodkladn postoupi 
Zadavateli a ICON kopie vekerych 
pisemnych material~, kter~ obdri 
v souvislosti s touto kontrolou a kter~ 
souviseji se Studii. Re5itelsk~ centrum 
d~le pied~ Zadavateli a ICON kopie 
veskerych dokument~, kter~ poskytlo 
kontrolor~m a kter~ se vztahuji ke Studii. 

4. DUV~RNOST INFORMACi. 

(a) Protokol, Hodnocen~ l~ky, piipadov~ 
formul~re a veker~ informace, ~daje, 
zpr~vy nebo dokumenty, kter~ obdrzi nebo 
vytvoii Re5itelsk~ centrum nebo Clenov~ 
Tymu Studie v souvislosti s praci 
vykon~vanou v souladu s touto Smlouvou 
(krom l~karskych z~znam~ subjekt~ 
Studie) nebo jinak souvisejici se Studii 
(d~le jen ~D~v~rn~ informace"), jsou 
vlastnictvim Zadavatele a Re5itelsk~ 
centrum neni opr~vn~no je sdlovat 
jak~koli treti osob~ ani pouivat k 
jak~mukoli jin~mu ~elu nez pii plnni 
Studie bez piedchoziho pisemn~ho 
souhlasu Zadavatele po dobu sedmi (7) let 
po ukoneni Smlouvy. Vy5e uvedeny 
z~vazek d~v~rnosti informaci se 
nevztahuje na D~v~rn~ informace v 
rozsahu, v jak~m: 

i) jsou nebo budou zveiejn~ny bez 
zavin~ni ze strany Resitelsk~ho 
centra; 
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ii) the Site can demonstrate was already 
lawfully in the Site's possession on 
the date of disclosure to the Site and 
not subject to prior confidentiality 
obligations; 

iii) is acquired by the Site from any third 
party without restrictions on 
disclosure; or 

iv) is developed by the Site 
independently, without the use or 
benefit of Confidential Information, 
and as evidenced by competent 
written records. 

Czech Republic/ Institution & Investigator Clinical Trial Agreement 
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ii) m~ze Re5itelsk~ centrum prok~zat, ze 
k datu jejich sd~leni Resitelsk~mu 
centru ji byly leg~ln~ Resitelsk~mu 
centru zn~my, aniz by podl~haly 
predchozimu z~vazku d~v~rnosti 
informaci; 

iii) je Re5itelsk~ centrum ziskalo od 
n~jak~ tieti osoby bez omezeni 
tykajicich se jejich sd~lov~ni; nebo 

iv) je Resitelsk~ centrum vytvorilo 
nez~visle bez pouziti &i pirisp~ni 
D~v~rnych informaci, co lze 
prok~zat prislusnymi pisemnymi 

(b) Site may disclose 
Information to the extent 

z~znamy. 

Confidential (b) Re5itelsk~ centrum m~e d~v~rn~ informace 
sd~lit, pokud 

i) necessary for the medical care of 
Study Subjects, provided that Site 
promptly informs ICON and/or 
Sponsor of the disclosure and the facts 
surrounding the need for disclosure; 

ii) required by the relevant IRB to 
provide approval of the Study; 
provided, however, that Institution 
shall ensure that these recipients 
protect Confidential Information in 
accordance with the terms herein; or 

iii) the Site is required by law, 
government agency, a court of 
competent jurisdiction, or subpoena to 
disclose Confidential Information. In 
the event of compelled disclosure, Site 
must immediately inform Sponsor of 
such a requirement prior to disclosure 
to allow Sponsor reasonable 
opportunity to limit the scope of such 
disclosure and/or seek an appropriate 
protective order. Institution shall 
disclose only the minimum amount of 
information necessary to comply with 

Revised March 2023 

i) je to nezbytn~ pro l~kaiskou p~i o 
subjekty hodnoceni za piedpokladu, e 

Re5itelsk~ centrum bude neprodlen~ 
inforrnovat ICON a/nebo Zadavatele o 
takov~m sd~leni a skute~nostech 
souvisejicich s nutnosti sd~leni d~v~rnych 
informaci; 

ii) to vyzaduje piislu5n~ etick~ komise, av5ak 
za predpokladu, ze Zdravotnick~ zfizeni 
zajisti, ze tito prijemci budou chr~nit 
d~v~rn~ informace v souladu s 
podminkami t~to Smlouvy; nebo 

iii) bude Resitelsk~ centrum muset d~v~rn~ 
informace sd~lit ze z~kona, na Z~dost 
vl~dniho organu, soudu piislu5n~ 
jurisdikce nebo na z~klad~ piedvol~ni ke 
sd~leni d~v~rnych informaci. V piipad 
nucen~ho sd~leni d~v~rnych informaci 
musi Resitelsk~ centrum o takov~m 
pozadavku ihned informovat Zadavatele, a 
to jet~ pied sd~lenim takovych informaci, 
aby m~l Zadavatel odpovidajici piilezitost 
omezit rozsah takov~ho sd~leni d~vrnych 
informaci a/nebo usilovat o piisluny 
ochranny piikaz. Zdravotnick~ zarizeni 
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such law or court order and shall 
request confidential treatment of such 
Confidential Information. 

(c) Upon notice by Sponsor and/or ICON, Site 
shall cease usmg the Confidential 
Information and shall promptly return or 
destroy the Confidential Information in 
accordance with Sponsor or ICON's 
written instructions. Site may retain one 
(I) copy of the Confidential Information 
for purposes of compliance with its 
foregoing obligations. Any Confidential 
Information retained in electronic file 
backups shall be maintained in accordance 
with this Agreement. 

(d) This Section 4 does not limit the Site's 
rights or obligations under Section 6 

Publication. 
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sd~li pouze minim~lni mnostvi informaci 
nezbytn~ pro dodrZeni takov~ho z~kona 
nebo soudniho piikazu a po~d~ o d~v~rn~ 
zach~zeni s t~mito d~v~rnymi 
informacemi. 

(c) Po ozn~meni Zadavatele a/nebo ICON 
prestane Reitelsk~ centrum pouivat 
d~v~rn~ informace a neprodlen~ je vr~ti 
nebo znii v souladu s pisemnymi pokyny 
Zadavatele nebo ICON. Re5itelsk~ 
centrum si m~e ponechat jednu (1) kopii 
d~v~rnych informaci pro ~~ely spln~ni 
svych vye uvedenych povinnosti. 
Jak~koli d~v~rn~ informace archivovan~ v 
z~loznich elektronickych souborech budou 
uchov~v~ny v souladu s touto Smlouvou. 

(d) Tento Cl~nek 4 neomezuje pr~va ani 
povinnosti Re5itelsk~ho centra podle 
l~nku 6 Zverejovni. 

5. PRIVACY AND DATA PROTECTION. 5. OCHRANA SOUKROMi 

OSOBNiCH ~DA.JU. 
A 

The parties agree to adhere to principles, 
instructions and guidance contained into Exhibit D 

in relation to the processing of personal data that 
may be necessary to conduct the Study. 

6. PUBLICATION. 

Where the Study is conducted in the EEA, Sponsor 
is required by law to publicly disclose the 
performance of the Study and publish the summary 
results of the Study within 6 or 12 months 
(depending on the type of trial) of its completion at 
all sites and will do so without further notice to 
Institution and Investigator. Institution and 
Investigator hereby consent to allow Sponsor or 
ICON to disclose or allow any competent authority 
to disclose their name as well as the address of the 
Institution and name of the Investigator where the 
Protocol will be performed and its results, 
following completion, in generally available trial 
databases to the extent required by any applicable 
laws and regulations. 

Revised March 2023 

Smluvni strany souhlasi s tim, ze budou 
dodrzovat principy, pokyny a z~sady obsazen~ v 
piiloze D v souvislosti se zpracov~nim osobnich 
~daj~, jez m~he byt pro provedeni Studie nezbyt~. 

6. ZVERE.JNOV~Ni. 

Pokud bude Studie prov~d~na v lensk~ zemi 
Evropsk~ho hospod~rsk~ho prostoru (EHP), 
Zadavatel je ze z~kona povinen zverejnit pr~b~h 
Studie a zverejnit souhrnnou zpr~vu o ukoneni 
Studie do 6 nebo 12  m~sic~ (v z~vislosti na typu 
Studie) po jejim ukoneni na vech Re5itelskych 
centrech a uini tak bez daliho upozorn~ni 
Zdravotnick~ho zarizeni a Zkouejiciho. 
Zdravotnick~ zarizeni a Zkou5ejici timto souhlasi, 
aby Zadavatel nebo ICON zverejnili nebo povolili 
jak~mukoli piislu5n~mu ~radu zverejn~ni jejich 
jm~na, stejn~ jako adresy Zdravotnick~ho zaiizeni 
a jm~na Zkouejiciho, kde bude Studie provedena, 
a jeji n~sledn~ zkompletovan~ vysledky v b~zn~ 
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The Study is part of a multi-site study, and 
publication of the results of the Study conducted at 
the Site shall not be made before the first multi-site 
publication by Sponsor. Once the Sponsor's multi­ 
site publication has taken place, the Site shall have 
the right to publish its results from the Study, 
subject to the notice requirements that follow. In 
compliance with the foregoing, the Site shall have 
the right to publish its results from the Study, 
subject to the following notice requirements. Prior 
to submitting or presenting a manuscript or other 
materials relating to the Study to a publisher, 
reviewer, or other outside person/entity, the Site 
shall provide to Sponsor a copy of all such 
manuscripts and materials, and Sponsor shall have 
sixty (60) days from receipt of such manuscripts 
and materials_to review and comment. At 
Sponsor's request the Site shall remove any 
Confidential Information (other than Study results) 
prior to submitting or presenting the materials. The 
Site shall, upon Sponsor's request, further delay 
publication or presentation for a period ofup to one 
hundred twenty (120) days to allow Sponsor to 
protect its interests in any Sponsor Inventions (as 
defined below) described in any such materials. 

Pubhc Disclosure of Agreement. ICON and the 
Sponsor acknowledge that with regard to Act No. 
340/2015 Coll., on the Register of Contracts, as 
amended, that the Institution is obliged to publish 
this Agreement and any amendments thereto in the 
Register of Contracts. Such disclosure is not 
subject to those data that constitute the trade secrets 
of one of the Parties. The Institution is responsible 
for publishing this Agreement. Tf the Institution 
does not publish this Agreement within the 
statutory thirty (30) day period, the Agreement 
may be published by the ICON. 
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dostupnych datab~zich studii v rozsahu 
pozadovan~m podle platnych z~kon~ a picdpis~. 

Studie je sou~~sti multicentrick~ho klinick~ho 
hodnoceni a zverejn~ni vysledk~ Studie prov~den~ 
v Resitelsk~m centru nejsou dovoleny pied prvni 
multicentrickou publikaci provedeoou 
Zadavatelem. Jakmile do5lo k multicentrick~ 
publikaci, Reitelsk~ centrum m~ pr~vo publikovat 
sv~ vsledky ze Studie, s vyhradou pozadavk~ 
ozn~meni, kter~ budou n~sledovat. V souladu 
s vy5e uvedenym ma Re5itelsk~ centrum pr~vo po 
piedchozim pisemn~m souhlasu Zadavatele a pod 
podminkou nize uvedenych ohlaovacich 
povinnosti sv~ vysledky Studie zverejnit. Pied 
piedloenim nebo prezentaci rukopisu Ci jinych 
materi~l tykajicich se Studie vydavateli, lektorovi 
nebo jin~ fyzick~/pr~vnick~ osob~ zveni je 
Resitelsk~ centrum povinno piedlozit Zadavateli 
jednu kopii v&ech rukopis~ a material~ k posouzeni 
a piipominkov~ni a Zadavatel m~ na piezkum a 
piipominkov~ni Sedes~tidenni (60) Ih~tu od jejich 
obdrzeni. Na Z&dost Zadavatele je Re5itelsk~ 
centrum povinno pied piedloenim nebo prezentaci 
materialu z n~j odstranit vSechny D~v~rn~ 
informace (krom~ vysledk~ Studie). Na ~dost 
Zadavatele je Res5itelsk~ centrum povinno 
publikaci nebo prezentaci pozdrzet o dalich a sto 
dvacet ( 120) dmn~, aby mob! Zadavatel zaj is tit 
ochranu svych pr~v k Vyn~lez~m Zadavatele (jak 
jsou definov~ny nize) popsanym v t~chto 
materi~lech. 

Zveiejn~ni Smlouvy. ICON a Zadavatel berou na 
v~domi, ze s ohledem na z~kon ~. 340/2015 Sb. o 
registru smluv, ve zn~ni pozd~jich piedpis~, je 
Zdravotnick~ zarizeni povinno tuto Smlouvu a jeji 
piipadn~ dodatky zveiejnit v registru smluv. 
Takov~muto zverejn~ni nepodl~haji ty ~daje, kter~ 
tvoii obchodni tajemstvi n~kter~ ze smluvnich 
stran. Za zverejn~ni t~to Smlouvy odpovid~ 
Zdravotnick~ zafizeni. Pokud Zdravotnick~ 
zaiizeni nezverejni tuto Smlouvu v z~konn~ lh~t~ 
ticeti (30) dni, m~ze byt Smlouva zverejnna 
spole~nosti ICON. 
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7. OWNERSHIP. 

All documents, protocols, data, know­ 
how, methods, operations, formulas, Confidential 
Information and Materials (as defined below) 
provided to the Investigator pursuant to this 
Agreement are and shall remain Sponsor's 
property. The completed CRFs, the final report (if 
applicable) and all information and data resulting 
from the Study including Study results ("Study 
Data"), shall also be owned by Sponsor. The 
Investigator assigns (and shall require all Study 
Team members to assign) to Sponsor all rights, title 
and interest, if any, in and to such Study Data. 
Sponsor shall not own subject medical records. 

8. INVENTIONS. 

The existing inventions and technologies 
of Sponsor or the Investigator are their separate 
property and are not affected by this Agreement. 
The entire right, title and interest in and to any 
inventions, discoveries, know-how, copyrights or 
other intellectual property rights that are 
conceived, developed, or reduced to practice, 
(including all improvements or modifications), 
which (i) rely, use, or incorporate the Study Drug; 
(ii) incorporate or are anticipated by the Protocol; 
or (iii) rely, use, or incorporate any Confidential 
Information, shall be the exclusive property of 
Sponsor ( collectively referred to as "Sponsor 
Inventions"). The Investigator shall promptly 
disclose in writing to Sponsor each such Sponsor 
Invention and hereby assigns ( and shall ensure that 
all Study Team members hereby assign) to Sponsor 
all rights, title and interest, if any, in and to each 
such Sponsor Invention. Investigator agrees to 
provide, at Sponsor's expense, reasonable 
assistance to Sponsor to enable Sponsor to perfect 
and enforce its rights in such Sponsor Inventions. 
The Investigator shall have exclusive ownership of 
any inventions or discoveries conceived or reduced 
to practice solely by the Investigator that are not 
Sponsor Inventions. 
The Investigator and/or Institution shall ensure that 
all individuals working on the Study, including the 
Investigator and the Study Team members, have 
assigned to the Investigator or have a legal 
obligation lo the Investigator to assign all their 
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7. VLASTNICTvi. 

Ve5ker~ dokumenty, protokoly, ~daje, 
know-how, metody, postupy, vzorce, D~v~r~ 
informace a Materialy (jak je definov~no nize), 
kter~ Zkousejici obdrzi na z~klad~ t~to Smlouvy, 
jsou a nad~le z~stanou vlastnictvim Zadavatele. 
Vlastnictvim Zadavatele jsou i vypln~n~ CRF, 
z~v~re~n~ zpr~va (pokud to piipad~ v ~vahu) a 
dalsi piipadn~ vysledky Studie (d~le jen ~Udaje 
Stdie"). Zkouejici postoupi Zadavateli (a zajisti, 
aby tak u~inili v5ichni lenov~ Tmu Studie) 
veker~ piipadn~ pr~va, n~roky a podily tykajici se 
Udaj~ Studie. Vlastnictvim Zadavatele nejsou 
l~karsk~ zpr~vy subjekt~ Studie. 

8. VYN~LEZY. 

St~vajici vyn~lezy a technologie 
Zadavatele nebo Zkouejiciho zakl~daji jejich 
samostatn~ vlastnictvi a Smlouva na n~ nem~ 
z~dny vliv. Veker~ pr~va, n~roky a podily ohledn~ 
veskerych vyn~lez~, autorskych pr~v nebo jinych 
pr~v du5evniho vlastnictvi, know-how, kter~ 
vzniknou, budou vyvinuty nebo pouzity v praxi, 
v~etn~ vekerych zlepeni nebo ~prav, kter~ (i) 
pouZivaji, vyuzivaji nebo zahruji Hodnoceny l~k; 
(ii) jsou zahrnuty nebo predvid~ny v Protokolu; 
nebo (iii) pouzivaji, vyuzivaji nebo zahrnuji 
D~v~rn~ informace, zakl~daji vylun~ vlastnictvi 
Zadavatele (spole~n~ d~le jen ~Vyn~lezy 
Zadavatele"). Zkousejici je povinen bezodkladn~ 
pisemn~ informovat Zadavatele o kad~m takov~m 
Vyn~lezu Zadavatele a prevede (a bude pozadovat 
na vsech ~lenech Tymu Studie, aby pievedli) na 
Zadavatele ve5ker~ pr~va, n~roky a podily tykajici 
se kazd~ho jednotliv~ho Vyn~lezu Zadavatele. 
Zkou5ejici se zavazuje poskytnout Zadavateli na 
jeho n~klady piim~renou pomoc, aby mohl 
Zadavatel smluvn~ zajistit a vykon~vat sv~ pr~va 
na takov~ Vyn~lezy Zadavatele. Zkouejici m~ 
vyluny vlastnicky titul ke vem vyn~lez~m nebo 
objev~m, kter~ vzniknou nebo budou pouzity v 
praxi vyhradn~ z~sluhou Zkou5ejiciho, kter~ 
nen~lezi Zadavateli. 
Zkou5ejici a/nebo zdravotnick~ zaiizeni zajisti, aby 
vichni pracovnici, kteii se na studii podileji, 
v~etn~ zkouejiciho a len~ tymu studie, postoupili 
zkouejicimu vechna sv~ pr~va ke vem 
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rights to any Inventions. 

9. MATERIAL TRANSFER; RETURN 
OF MATERIALS; EQUIPMENT. 

(a) During the Study, Sponsor or Sponsor's 
designee shall provide to the Site, at 
Sponsor's expense, the Study Drug, 
placebo and other compounds, or agents 
for the performance of the Study 
( collectively, the "Materials). The 
Materials will be used only by the Site for 
performance of the Study in accordance 
with the Protocol and this Agreement. The 
Site shall handle, store, and ship or dispose 
of Materials in accordance with the 
Protocol and any reasonable written 
instructions provided by Sponsor ( or 
Sponsor's designee), and in compliance 
with all applicable, local and national laws, 
rules and regulations including, but not 
limited to, those governing hazardous 
substances. 

(b) Unless otherwise agreed by the parties, in 
the event that the Protocol for a Study 
requires the collection of blood, tissue or 
other biological materials from subjects 
("Biological Materials") the Investigator 
agrees that the use of such Biological 
Materials shall be limited to those tests, 
analyses or procednres identified in the 
Protocol and informed consent as 
approved by the IRB/EC. 

(c) Upon completion or termination of the 
Study, all Materials furnished to the Site 
by Sponsor or Sponsor's designee shall be 
promptly returned or destroyed as directed 
by ICON. Shipping costs relating thereto 
will be paid by TCON. 

( d) If Sponsor provides equipment to the Site, 
such equipment shall be used only by the 
Site for the performance of the Study and 
in accordance with any written instructions 
of use and/or training provided by the 
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vyn~lez~m nebo aby m~li z~konnou povinnost mu 
v5echna sv~ pr~va ke vem vyn~lez~m postoupit. 

9. PEVODY AVR~CENjMATERI~LU; 
VYBAVENi. 

(a) V pr~b~hu Studie, Zadavatel nebo 
zmocnnec Zadavatele poskytnou 
Reitelsk~mu centru, na n~klady 
Zadavatele, Hodnoceny I~k, placebo nebo 
jin~ sm~si i chemick~ l~tky k provedeni 
Studie (spoledn~ d~le jen ~Materialy"). 
Re5itelsk~ centrum bude Materily 
vyuivat vyhradn~ pii prov~d~ni Studie v 
souladu s Protokolem a touto Smlouvou. 
Resitelsk~ centrum bude s Materi~lem 
nakl~dat, skladovat jej a zasilat nebo 
likvidovat v souladu s Protokolem a 
prim~renymi pisemnymi pokyny 
piedanymi Zadavatelem (nebo jeho 
zmocnncem) a v souladu se vemi 
platnymi mistnimi a vnitrost~tnimi 
z~kony, pravidly a predpisy, vetn~ mimo 
jin~ predpis~ upravujicich zach~zeni s 
nebezpenymi l~tkami. 

(b) Jestlize neni smluvnimi stranami 
dohodnuto jinak, pokud Protokol 
vyzaduje odb~r krve, tk~n~ nebo jin~ho 
biologick~ho materi~lu od subjekt~ Studie 
(d~le jen ~Biologicky materi~l"), 
Zkouejici se zavazuje, ze odb~ry 
takov~ho Biologick~ho materi~lu budou 
limitov~ny na testy, analyzy nebo 
procedury v souladu s Protokolem a se 
souhlasem schv~lenym etickou komisi. 

(c) Po ukoneni nebo zruseni Studie musi byt 
vechny Materialy, kter~ obdrzelo 
Resitelsk~ centrum od Zadavatele nebo 
jeho zmocn~nce, vr~ceny v souladu s 
instrukcemi ICON. Prislu5n~ prepravni 
n~klady uhradi ICON. 

(d) Poskytuje-li Zadavatel Resitelsk~mu 
centru vybaveni, bude Reitelsk~ centrum 
toto vybaveni pouzivat vyhradn~ k 
prov~d~ni Studie a v souladu s vekerymi 
pisemnymi n~vody k pouziti a/nebo 
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equipment manufacturer or Sponsor. Such 
equipment is property of the Sponsor or 
Sponsor's designee and shall be returned, 
at Sponsor's expense, to Sponsor ( or 
Sponsor's desigoee), upon Sponsor's 
written request or upon completion of the 
Study. The equipment to be provided is 
listed at Exhibit C. Site will use reasonable 
care to maintain such equipment while in 
its possession, provided that Sponsor shall 
be responsible for maintenance and repair 
costs due to normal wear and tear. In the 
event that equipment is damaged for 
reasons not due to correct usage or normal 
wear and tear, Site shall be liable for the 
cost of repair or replacement of the 
affected equipment. 

10. TERM; TERMINATION. 

(a) This Agreement shall commence on the 
Effective Date, subject to the approval of 
the Study by the State Institute for Drug 
Control, the Multicentric Ethics 
Committee and the Local Ethics 
Committee, and shall continue in force 
until the Study has been completed at the 
Institution with an approximate 
timeframe  t0  

Copies will be filed at the 
Institution by the Investigator with the 
Study conduct documentation. 
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kolenimi poskytnutymi vyrobcem 
vybaveni nebo Zadavatelem. Takov~ 
vybaveni je vlastnictvim Zadavatele nebo 
jeho zmocnnce a na pisemnou z~dost 
Zadavatele nebo po dokon~eni Studie 
musi byt na n~klady Zadavatele vr~ceno 
Zadavateli (nebo jeho zmocn~nci). 
Souhrn poskytovan~ho vybaveni je 
uveden v piiloze C. Resitelsk~ centrum 
vynaloi prim~enou p~i, aby zajistilo 
~drbu vybaveni v dob, kdy je m~ v 
drzeni, za piedpokladu, ze n~klady na 
~drzbu a opravy spojen~ s b~znym 
opotrebenim nese Zadavatel. V piripad~ 
po5kozeni vybaveni vznikl~ho nikoliv z 
d~vodu spr~vn~ho nakl~dani nebo 
b~zn~ho opotrebeni, bude Zdravotnick~ 
zarizeni zodpov~dn~ za n~klady 
souvisejici s opravou nebo n~hradou 
postien~ho vybaveni. 

10. PLATNOST SMLOUVY; UKON~ENi 
SMLOUVY. 

(a) Tato Smlouva vstoupi v plamost k Datu 
~~innosti, pokud Studii schv~li St~tni 
~stav pro kontrolu l~~iv, Multicentrick~ 
etick komise a mistni etick~ komise, a 
plati a do dokoneni Studie ve 
Zdravotnick~m zarizeni, v r~mci 
piiblin~ho asov~ho r~mce v trv~ni od 

do  Kopie 
ziskanych schvalovacich dokument~ uloZi 
Zkouejici u Zdravotnick~ho zarizeni 
spole~n~ s dokumentaci k prov~d~ni 
Studie. 

(b) This Agreement may be terminated by 
ICON at any time and for any reason upon 
thirty (30) days written notice, or 
immediately upon written notice by any 
party for health or safety reasons. 

( c) Upon the effective date of termination of 
this Agreement, an accounting shall be 
conducted by the Site, subject to 

Revised March 2023 

(b) ICON je opr~vn~n vypov~det tuto 
Smlouvu kdykoli a z jak~hokoli d~vodu 
na z~klad~ pisemn~ od~vodn~n~ho 
ozn~meni ve Ih~t~ ticeti (30) dn~ nebo 
kter~koli smluvni strana je opr~vn~na tuto 
Smlouvu zrusit s okamitou platnosti na 
z~klad~ prim~renych d~vod~ ochrany 
zdravi nebo bezpenosti. 

(c) K Datu ~~innosti zrueni t~to Smlouvy 
provede Re5itelsk~ centrum vy~tov~ni, 
kter~ ov~ii ICON. Jakmile ICON obdrzi 
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verification by ICON. Following ICON's 
receipt of adequate documentation, ICON 
will pay for: 
() all services properly rendered and 

monies properly expended by tbe 
Site, tbrough tbe effective date of 
termination which have not yet 
been paid by PRA; and 

(ii) non-cancelable obligations 
properly incurred for tbe Study by 
the Site prior to receipt of notice of 
termination. 

(cl) If the Site has been paid any amounts 
which have not been earned hereunder as 
of tbe date of termination, tbe Institution 
shall promptly return to ICONall such 
unearned funds within 30 days. 

(e) Immediately upon receipt of a notice of 
termination, the Investigator shall stop 
screening and enrolling subjects into the 
Study and shall, as directed by ICON, 
cease conducting Study procedures on 
subjects already enrolled in the Study, to 
tbe extent medically permissible, and to 
cease, to the extent reasonably feasible, 
from incurring any additional Study 
expenses. 

piislusnou dokumentaci, 
Zdravotnick~mu zaiizeni: 

zaplati 

(i) za veker~ poskytnut~ sluzby a 
~stky, kter~ Reitelsk~ centrum 
r~dn~ vynalozi do data z~niku 
Smlouvy, kter~ ICON doposud 
neuhradil; a 

(ii) nezrusiteln~ z~vazky, kter~ 
Re5itelsk~mu centru f~dn~ vznikly 
v souvislosti s prov~denim Studie 
pied tim, nez mu byla doruCena 
vypov~d. 

(d) Jestlie Re5itelsk~ centrum obdrzelo 
n~jak~ z~lohy, kter~ nebyly do data z~niku 
r~dn~ vyuity, Zdravotnick~ zaiizeni 
vesker~ tyto nevyuit~ z~lohy 
bezodkladn~ vr~ti spole~nosti ICON do 
30 dn~. 

(e) Okamzit~ po obdrZeni vypov~di 
Zkouejici zastavi screening a n~bor 
subjekt~ do Studie a, jak je narizeno 
ICON, prestane s prov~d~nim studijnich 
procedur na subjektech jiz zarazenych do 
Studie v l~kaisky piipustn~m rozsahu a 
piestane v prim~ren~ provediteln~m 
rozsahu vytv~et jak~koli dal5i n~klady na 
Studii. 

1 1 .  INSURANCE. 

The parties hereto acknowledge that 
Sponsor has obtained the insurance required by 
Article 58 para. 2 of Act No. 378/2007 Coll.; on 
Medicinal Products (as amended). 

The Institution warrants that in 
conformance witb Article 45 (2) (n) of the Act No. 
372/2011 on Health Services, the Institution 
maintains insurance or self-insurance to cover its 
liability for damages caused by the Study Team or 
the Investigator's malpractice. Institution shall, at 
ICON's request, have its insurance carrier for such 
insurance furnish to ICON a certificate tbat such 
insurance is in force, such certificate to indicate 
any deductible and/or self-insured retention and 

Revised March 2023 

11. PO.JIST~Ni. 

Smluvni strany berou na v~domi, ze si 
Zadavatel sjednal pojit~ni v souladu s ust. $ 

58odst. 2 z~kona &. 378/2007 Sb. o l~~ivech (v 
platn~m zn~ni). 

V souladu s ~l. 45 odst. 2 pism. n) z~kona 
~. 372/2011 Sb. o zdravotnich slub~ch je 
Zdravotnick~ zarzeni povinno udrzovat dostaten~ 
pojitni nebo samopojitni a do rozsahu sv~ 
odpov~dnosti za kody zp~soben~ zanedb~nim 
povinn~ p~e ze strany Tymu Studie nebo 
Zkouejiciho. Zdravotnick~ zafizeni je na ~dost 
ICON povinno zajistit, aby jeho pojistitel piedlozil 
ICON potvrzeni, ze je uveden~ pojist~ni platn~, 
pii~em na potvrzeni musi byt uvedena piipadn~ 
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stipulate that such insurance wi II not be canceled 
or reduced while this Agreement is in effect 
without at least thirty (30) days prior written notice 
to ICON. 

12. LIABILITY. 

The Site is and shall remain liable for any 
harm, claims, actions or expenses (including legal 
expenses) resulting from or connected with the 
negligence, omission or fault on the part of the 
Institution, Investigator or any Study Team 
members. 

13. STATUS OF SPONSOR. 

Sponsor is an intended third-party 
beneficiary to this Agreement. To the extent 
applicable law does not allow vesting of any rights 
directly in Sponsor under this Agreement, such 
rights will vest in ICON, on Sponsor's behalf. 

14. CERTIFICATIONS. 

(a) The Institution and the Investigator hereby 
individually certify that they have not been 
debarred or disqualified from participating 
in clinical research under any laws or 
regulations. If during the term of this 
Agreement, the Institution or the 
Investigator (i) becomes debarred or 
disqualified or (ii) receives notice or threat 
of an action with respect to its debarment 
or disqualification, the Institut ion and/or 
the Investigator, as the case may be, shall 
notify ICON immediately. 
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spolu~ast nebo ~st kryt~ samopojitnim a musi 
tam byt uvedeno, ze pojit~ni nebude po dobu 
platnosti t~to Smlouvy zruseno nebo snizena 
pojistn~ ~stka bez pisemn~ho ozn~meni zaslan~ho 
spole~nosti ICON nejm~n~ tiicet (30) dn~ piedem. 

12. ODPOV~DNOST. 

Resitelsk~ centrum je a bude zodpov~dn~ 
za vesker~ kody, n~roky, aloby nebo vydaje 
(v~etn~ soudnich vydaj~) vyplyvajici nebo 
souvisejici se zanedb~nim, opomenutim nebo 
pochybenim na stran~ Zdravotnick~ho zaiizeni, 
Zkouejiciho nebo kter~hokoliv Clena Tymu 
Studie. 

13. STATUT ZADAVATELE. 

Zadavatel je zamylenou tieti osobou, ji 
tato Smlouva sv~di. V rozsahu, v jak~m platn~ 
piedpisy nedovoluji, aby Zadavatel na z~klad~ t~to 
Smlouvy piimo nabyval pr~v, nabyvi t~chto pr~v 
v zastoupeni Zadavatele ICON. 

14. POTVRZENi. 

(a) Zdravotnick~ zaiizeni a Zkouejici timto 
individualn~ potvrzuji, ze nebyli z~dnym 
pr~vnim ani jinym piedpisem zbaveni 
pr~va ani prohl5eni nezp~sobilym 
prov~d~t klinick~ hodnoceni. Jestlie po 
dobu platnosti t~to Smlouvy bude 
Zdravotnick~mu zarizeni nebo 
Zkou5ejicimu (i) zastavena ~innost nebo 
bude diskvalifikov~n, nebo (ii) obdrzi 
ozn~meni o zalob~ nebo hrozb~ zbaveni 
pr~va nebo prohl~eni za nezp~sobil~, 
Zdravotnick~ zarizeni a/nebo Zkouejici o 
tom bude bezodkladn~ informovat ICON. 

(b) The Institution and the Investigator hereby 
individually certify that they have not and 
wi II not use in any capacity the services of 
any individual or entity which has been 
debarred or disqualified from participating 
in clinical research under any laws or 
regulations. In the event that the Institution 
or the Investigator becomes aware of the 
debarment, threatened debarment, 

Revised March 2023 

(b) Zdravotnick~ zafizeni a Zkousejici timto 
potvrzuji, ze nevyuivali ani nebudou 
vyuzivat v ~dn~m ohledu jak~koli sluby 
jednotlivct nebo sdruZeni, kter~ jsou 
zbaveny pr~va nebo prohl~5eny za 
nezp~sobil~ prov~d~t klinick~ hodnoceni 
na z~klad~ jakychkoli z~kon~ i piedpis~. 
Jestlize se Zdravotnick~ zaiizeni nebo 
Zkouejici dozvi o skute~n~m nebo 
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disqualification or threatened 
disqualification of any such individual or 
entity, the Institution and/or the 
Investigator, as the case may be, shall 
notify ICON immediately. 

(c:) The Institution and Investigator 
individually warrant and promise that, in 
connection with this Agreement, (i) 
it/he/she bas not and will not (directly or 
indirectly) make any improper payment or 
offer ( or authorizing another to pay or 
offer) money or anything of value to a 
government official or any other person 
connected with the provision of services 
under this Agreement, in order to 
improperly influence any act or decis ion of 
such official or person, to induce such 
official or person to do or omit to do any 
act in violation of his or her relevant duty, 
to obtain any improper advantage, to 
procure improper performance of a 
function or activity associated with this 
Agreement or in the case of a government 
official, to induce such official to use his 
or her influence improperly to affect or 
influence any act or decision of a 
government and (ii) it/he/she has not and 
will not (directly or indirectly) request, 
accept or receive money or anything of 
value to procure improper performance of 
a function or activity associated with this 
Agreement. 

15. ASSIGNABILITY. 

Site may not assign any of its rights or 
delegate any perforrnance under this Agreement, 
voluntarily or involuntarily, whether by merger, 
consolidation, dissolution, operation of law, or any 
other manner except with the prior written consent 
of ICON, and any purported assignment or 
delegation without ICON's written consent is void. 

16. NOTICES. 

With the exception of Study funds paid by ICON 
pursuant to Section 2 hereof, all notices required or 
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hrozicim zbaveni pr~va nebo o skuten~m 
i hrozicim prohleni nezp~sobilosti 
n~kterych jednotlivc~ nebo sdruzeni, 
bezodkladn~ o tom bude informovat 
ICON. 

(c) Zdravotnick~ zarizeni a Zkousejici kady 
za sebe prohla5uji a slibuji, e v souvislosti 
s touto Smlouvou (i) neposkytli ani 
neposkytnou, nenabidli ani nenabidnou 
(piimo ani nepiimo) ~dnou nedovolenou 
platbu (ani nedovoli jinym osobm, aby ji 
poskytly nebo nabidly), penize ani jin~ 
hodnotn~ pin~ni st~tnimu ~rednikovi nebo 
jin~ osob~ spojen~ s poskytov~nim slueb 
podle t~to Smlouvy s cilem nedovolen~ 
ovlivnit ~kon nebo rozhodnuti takov~ 
~fedni nebo jin~ osoby, prim~t ~redni nebo 
j inou osobu, aby v rozporu se svymi 
povinnostmi provedla urcity ~kon nebo se 
jej zdrzela, ziskat neopr~vn~nou vyhodu, 
vyvolat neopr~vn~ny vykon funkce nebo 
innost souvisejici s touto Smlouvou 
anebo podnitit st~tniho ~rednika 
k nedovolen~mu pouZiti jeho vlivu ke 
zm~n~ nebo ovlivn~ni ~konu nebo 
rozhodnuti st~tniho organu a (ii) nemaji a 
nebudou (piimo i nepiimo) pozadovat, 
pi'ijimat nebo dost~vat penize nebo cokoli 
hodnotn~ho k vyvol~ni neopr~vn~n~ho 
vykonu funkce nebo innosti spojen~ s 
touto Smlouvou. 

15. POSTUPITELNOST. 

Resitelsk~ centrum neni opr~vn~no 
postoupit sv~ pr~va ani delegovat n~jak~ vykony 
dobrovoln~ ~i nedobrovoln~, at jiz na z~klad~ f~ze, 
slou~eni, zruseni, p~sobenim pr~va nebo jakymkoli 
jinym zp~sobem vyjma s piedchozim pisemnym 
souhlasem ICON, a jak~koli domn~l~ postoupeni 
nebo delegov~ni bez pisemn~ho souhlasu ICON je 
neplatn~. 

16. OZNAMOV~Ni. 

S vyjimkou prostredk~ na prov~dni Studie, kter~ 
uhradi ICON v souladu s Cl~nkem 2 t~to Smlouvy, 
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permitted to be given under this Agreement shall 
be in writing and shall be (a) delivered personally, 
(b) sent by certified mail, or (c) sent by a 
nationally-recognised courier guaranteeing next­ 
day delivery, to the recipients below. The parties 
agree that changes to the addresses below for 
receipt of notices under this Section may be 
effected by a letter signed by the relevant party and 
does not require an amendment to this Agreement 
signed by all parties: 

lfto ICON: 
ICON Clinical Research Limited 
South County Business Park 
Leopardstown 
Dublin 1 8  
Ireland 
Attention: Director of Global Contracts 

If to the Institution: 
Vojensk~ nemocnice Brno p.0. 
Z~brdovick~ 3 
615 00 Brno 
Czech Republic 
Attention: 

Ifto the Investigator: 
Vojensk~ nemocnice Bro p.o. 

Z~brdovick~ 3 
615 00 Brno 
Czech Republic 
Attention: 

If to the Sponsor: 
Akros Pharma Inc. 
302 Carnegie Center, Suite 300 
Princeton, NJ 08540 
United States of America 
Attention: Clinical Operations 
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musi byt veker~ ozn~meni, kter~ maji nebo mohou 
byt pod~v~na podle t~to Smlouvy, v pisemn~ form~ 
a musi byt (a) doruena osobn, (b) zasl~na po5tou 
jako doporu~en~ z~silka nebo (c) zaslana celost~tn~ 
uzn~vanou kuryrni slubou zaru~ujici dorueni 
n~sledujiciho dne, a to piijemc~m uvedenym nize. 
Smluvni strany se dohodly, ze zm~ny adres 
uvedenych nie pro piijem ozn~meni dle tohoto 
l~nku mohou byt sd~leny dopisem podepsanym 
piislusnou smluvni stranou a nevyzaduji dodatek k 
t~to Smlouv~ podepsany vsemi smluvnimi 
stranami: 

Pokud jsou ur~eny pro ICON: 
ICON Clinical Research Limited 
South County Business Park 
Leopardstown 
Dublin 18 
Ireland 
K ruk~m: Director of Global Contracts (Glob~lni 
reditel pro smluvni odd~leni) 

Pokud jsou ureny pro Zdravotnick~ zafizeni: 
Vojensk~ nemocnice Brno p.o. 
Z~brdovick~ 3 
615 00 Brno 
Ceski republika 
K rukm: 

Pokud jsou ureny pro Zkousejiciho: 
Vojensk~ nemocnice Bro p.o. 

Z~brdovick~ 3 
6 15  00 Brno 
Ceska republika 
Kruk~m: 

Pokud jsou ureny pro Zadavatele: 
Akros Pharma Inc. 
302 Carnegie Center, Suite 300 
Princeton, NJ 08540 
United States of America 
Kruk~m: Clinical Operations 
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17. USE OF NAMES. 

The Institution and Investigator shall not 
use the name, symbols and/or trademarks oflCON 
or the Sponsor in any form of publicity in 

connection with the Study unless explicitly 
approved by ICON or the Sponsor in advance. 
Institution and Investigator agree that, in 
accordance with applicable law, Sponsor may 
make public the amount of funding provided 
hereunder for the conduct of the Study and may 
identify Institution and Investigator as part of this 
disclosure. 

18. INFORMATION TECHNOLOGY 
SECURITY AND SYSTEMS 

(a) The Institution and Investigator shall 
maintain IT and organizational security 
measures sufficient to protect the personal 
information, when in their possession and 
whilst being transferred to ICON, Sponsor 
or other third parties. The Institution and 
Investigator shall ensure that all Study 
Team members comply with the 
obligations imposed upon them by 
applicable data protection laws and 
specifically, the removal of subject 
personal identifiers from any 
communications external to the site unless 
necessary for safety purposes or required 
by law. 

(b) If this Agreement is signed electronically, 
Institution and Investigator shall ensure 
that they have adequate software in place 
for such signature to create a legally 
binding Agreement. 

(c) Mobile health (mHealth) applications, 
where used in the pursuit or provision of 
the services, shall comply with applicable 
electronic security requirements, medical 
device legislation, if applicable and all 
applicable data protection laws to ensure 
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17. UZivNi NZv. 

Zdravotnick~ zafizeni a Zkouejici nejsou 
opr~vn~ni pouzivat v jak~koli form~ publicity v 
souvislosti se Studii n~zev, symboly, piipadn~ 
ochrann~ zn~mky ICON nebo Zadavatele, pokud to 
vyslovn~ piedem ICON nebo Zadavatel neschv~li. 
Zdravotnick~ zaiizeni a Zkouejici souhlasi s tim, 
e v souladu s platnymi piedpisy m~ze Zadavatel 
zveiejnit vysi prostiedk~ poskytnutych na 
prov~d~ni Studie na z~klad~ t~to Smlouvy a v 
r~mci tohoto zverejn~ni m~ze identifikovat 
Zdravotnick~ zafizeni a Zkouejiciho. 

18. BEZPECNOST A SYST~M 
INFORMACNiCH TECHNOLOGIi. 

(a) Zdravotnick~ zafizeni a Zkouejici budou 
spravovat informani technologie a zajisti 
organizan~ bezpenostni opatreni 
dostate~n~ pro ochranu osobnich ~daj~, 
kter~ jsou v jeho vlastnictvi a z~roveh jsou 
postoupeny ICON, Zadavateli nebo jinym 
tretim stranm. Zdravotnick~ zaiizeni a 
Zkouejici zajisti, aby vichni ~lenov~ 
Resitelsk~ho tymu postupovali v souladu 
s povinnostmi, kter~ jsou ukl~dan~ 
platnymi z~kony na ochranu osobnich 
~daj~ a konkr~tn~ s tmi, kter~ se tykaji 
odstran~ni osobnich identifik~tor~ 
subjektu Studie z jak~koliv externi 
komunikace mimo Resitelsk~ centrum, 
pokud to neni nezbytn~ z d~vod~ 
farmakovigilance, nebo vyzadovan~ 
z~konem. 

(b) Pokud je tato Smlouva podeps~na 
elektronicky, Zdravotnick~ zarizeni a 
Zkouejici zajisti vyuziti adekv~tniho 
softwaru pro vytvoreni takov~ho podpisu 
za ~elem pr~vn~ platn~ a z~vazn~ 
Smlouvy. 

(c) V piipad~, ze je pfi poskytov~ni slueb 
pouzita mobilni zdravotni aplikace 
(Mobile health - mHealth), musi tak byt 
u~in~no v souladu s platnymi 
elektronickymi bezpenostnimi 
pozadavky, legislativou souvisejici se 
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the security of all confidential and subject 
personal information transmitted in this 
manner. Study data obtained through 
mobile applications shall be securely 
stored as long as required by applicable 
legislation and regulations. 

19. WAIVER; SEVERABILITY, 

No waiverof any term or condition of this 
Agreement whether by conduct or otherwise in any 
one or more instances shall be deemed to be or 
construed as a further or continuing waiver of such 
term or condition, or of any other term or condition 
of this Agreement. If any terms or conditions of 
this Agreement are held to be invalid, illegal or 
unenforceable the remaining terms and conditions 
contained herein shall not be affected. 

20. ENTIRE AGREEMENT; 
EXHIBITS; COUNTERPARTS. 

This Agreement, including the Exhibits 
attached hereto, constitutes the full understanding 
of the parties with respect to the subject matter 
hereof and a complete and exclusive statement of 
the terms of their agreement, and no terms, 
conditions, understanding or agreement purporting 
to amend, modify, vary or waive the terms of this 
Agreement shall be binding unless made in writing 
and signed by an authorized representative of each 
party hereto. This Agreement and any amendment 
hereto may be executed in several counterparts, 
each of which shall be deemed an original but taken 
together shall constitute one and the same 
instrument. The priority language of this 
Agreement will be Czech. In the event of any 
discrepancy between the two language versions, 
the Czech version shall prevail, provided that the 
English version shall be sufficiently consulted to 
determine the genuine intention of the Parties with 
respect to the discrepancy. 
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zdravotnickymi prostredky, pokud je 
aplikovateln~, a vemi platnymi z~kony na 
ochranu osobnich ~daj~, tak aby byla 
zajit~na bezpecnost v&ech d~v~rnych a 
osobnich informaci subjekt~ Studie 
pied~vanych timto zp~sobem. Udaje 
Studie obdrzen~ pies mobilni aplikace 
musi byt bezpen~ ulozeny v souladu 
s platnymi pr~vnimi piedpisy a 
narizenim1. 

19. VZD~Ni SE PR~V· 
ODD~LITELNOST USTANOVENi. 

Zdn~ prominuti spln~ni n~kterych 
podminek nebo ustanoveni t~to Smlouvy, at u 

jedn~nim nebo jinak, se nepovazuje nebo nebude 
vykl~d~no jako dali nebo trval~ prominuti 
takovych podminek nebo jinych podminek dle t~to 
Smlouvy. V piipad e n~kter~ podminky nebo 
n~leitosti t~to Smlouvy se stanou neplatnymi, 
nez~konnymi nebo nevynutitelnymi, potom 
platnost, z~konnost a vynutitelnost zbyvajicich 
podminek a n~lezitosti obsazenych v t~to Smlouv~ 
nebude dotena nebo timto narusena. 

20. [PLNOST SMLOUVy; PiLOy; 
VYHOTOVENi. 

Tato Smlouva, v~etn piiloh, zakl~d~ 
~plnou dohodu smluvnich stran ohledn~ piedm~tu 
Smlouvy a ~pln~ vyj~dreni podminek jejich 
ujedn~ni a ~dn~ podminky, ujedn~ni ani dohody, 
o kterych se m~ za to, e dopliuji, m~ni, upravuji 
nebo promijeji podminky t~to Smlouvy, nejsou 
platn~, ledaze jsou v pisemn~ form~ a podepsan~ 
zmocn~nymi z~stupci smluvnich stran. Tato 
Smlouva a veker~ jeji dodatky mohou byt 
uzaveny v n~kolika vyhotovenich, z nich se 
kad~ vyhotoveni povazuje za origin~l, ale kter~ 
spolen~ zakl~daji jeden a tenty dokument. 
Rozhodnym jazykem t~to Smlouvy bude 
~eskyjazyk. V piipad~ jak~hokoli rozporu mezi 
ob~ma jazykovymi verzemi je rozhodujici desk~ 
verze, za piedpokladu, ze bude dostaten~ 
konzultov~na anglick~ verze, aby bylo mozn~ ur~it 
skute~ny z~m~r stran s ohledem na dany rozpor. 

Page 19 of 45 



03 
Confidential / D~vrn~ 

21. CONTINUING OBLIGATION; 
SURVTV AL OF PROVISIONS. 

Czech Republic/ Institution 8& Investigator Clinical Trial Agreement 
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21. TRVAL~ Z~VAZKY; PLATNOST 
USTANOVENi. 

Except as otherwise specifically provided Pokud neni v t~to Smlouv~ konkr~tn~ 
herein, termination of this Agreement shall not uvedeno jinak, z~nikem t~to Smlouvy neni z~dn~ 
relieve any party hereto from any obligation under smluvni strana osvobozena od svych z~vazk~ podle 
this Agreement that accrued or arose from facts and t~to Smlouvy, kter~ vznikly nebo vyplynuly ze 
circumstances in existence prior thereto. In skutenosti a okolnosti existujicich pied jejim 
addition, the provisions of this Agreement that by z~nikem. Mimo to, ustanoveni t~to Smlouvy, kter~ 
their nature contemplate continuing obligations ze sv~ povahy dopliuji pietrv~vajici z~vazky, plati 
shall survive expiration or termination of this i po uplynuti platnosti nebo po z~niku t~to 
Agreement. Smlouvy. 

22. GOVERNING LAW; DISPUTE 
RESOLUTION. 

22. ROZHODN~ 
SPOR~. 

PR~vo; kESENi 

(a) This Agreement and any non-contractual 
obligations arising out of or in connection 
with it are governed by and must be 
construed in accordance with Czech law. 

(b) Mutual rights and obligations of the 
parties that are not expressly provided for 
in this Agreement shall be governed by 
the civil code. 

(a) Tato Smlouva i jak~koli mimosmluvni 
povinnosti z ni nebo v souvislosti s ni 
vyplyvajici se iidi a musi byt vykl~d~ny 
v souladu s ~eskym pr~vem. 

(b) Vz~jemn~ pr~va a povinnosti stran 
vyslovn~ neupraven~ touto Smlouvou se 
iidi obanskym z~konikem. 

Any and all disputes arising from this Agreement Ve5ker~ spory z t~to Smlouvy budou reeny soudy 
shall be resolved by the courts of the Czech Cesk~ republiky. 
Republic. 

SIGNATURES APPEAR ON FOLLOWING PODPISY JSOU UVEDENY NA 
PAGE N~SLEDUJCi STRAN~ 
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IN WITNESS WHEREOF, the parties NA D~KAZ TOHO i~dn~ zmocn~ni 
have caused this Agreement to be executed by their z~stupci smluvnich stran podepsali tuto Smlouvu 
duly authorized representatives on the date(s) dne, jak je uvedeno d~le, ale s ~innosti pro 
indicated below, but effective for all purposes as of v5echny Cely k Datu ~~innosti. 
the Effective Date. 

ICON CLINICAL RESEARCH LIMITED 

Date/Datum: 2- FEB -320 

INSTITUTION / ZDRAVOTNICK~ ZAiZENi 

Date/Datum: 4.222% 

INVESTIGATOR/ZKOUSE.Jici 

Date/Datum: 
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EXHIBIT A /PLOHA A 
PAYMENT TERMS / PLATEBNi PODMiNKY 
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EXHIBIT C /  PRiLOHA C 
EQUIPMENT PROVIDED TO SITE / VYBAVENi POSKYTNUT~ RESITELSK~MU CENTRU 

Not provided / Neposkytuje se 
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EXHIBIT D /PiLOHA D 

Data privacy / Ochrana osobnich ~daj~ 

Sponsor bas delegated responsibility for 
management ofthis Study, including contracting 
and Study monitoring, to ICON, and has 
authorized ICON to bind Sponsor to all 
commitments within the Agreement, including 
all its exhibits and in particular this Exhibit 
identified as belonging to Sponsor. ICON acts as 
a Processor for the Sponsor. 

This Exhibit is included pursuant to the 
requirements under, as applicable, the Regulation 
(EU) 2016/679 of the European Parliament and 
of the Council of27 April 2016 on the protection 
of natural persons with regard to the processing 
of personal data and on the free movement of 
such data ("General Data Protection 
Regulation" or "GDPR") and all implementing 
legislation, local and regional data protection 
laws, as modified or replaced from time to time, 
relating to the protection of individuals with 
regard to privacy or the Processing of Personal 
Data, to the extent that they apply to Sponsor 
and/or Institution in relation to the Processing of 
Personal Data pursuant this Agreement ("Data 
Protection Laws"). 

Capitalized terms used in this Exhibit have the 
meanings set forth under Data Protection Laws. 

Zadavatel sv~iil odpov~dnost za iizeni t~to 
Studie, v~etn~ uzavir~ni smluv a monitorov~ni 
Studie, spole~nosti ICON a pov~iil ICON, aby jej 
zav~zala k plnni vech z~vazk~ v t~to Smlouv~, 
v~etn~ vech piiloh a zejm~na t~to piilohy, u niz 

je ur~eno, ze patfi Zadavateli. Spole~nost ICON 
p~sobi jako zpracovatel pro Zadavatele. 

Tato piiloha je zahrnuta podle poadavk~ 
narizeni (EU) 2016/679 Evropsk~ho parlamentu 
a Rady ze dne 27. dubna 2016 o ochran~ 
fyzickych osob v souvislosti se zpracov~nim 
osobnich ~daj~ a o voln~m pohybu t~chto ~daj~ 
(,,obeen~ narizeni o ochran~ osobnich ~daj~" 
nebo ~GDPR"), piipadn~ vech prov~d~cich 
pr~vnich predpis~, mistnich a region~lnich 
z~kon~ o ochran~ osobnich ~daj~, kter~ mohou 
byt piileitostn~ upraveny di vym~n~ny a kter~ 
souviseji s ochranou osob, pokud jde o d~v~rnost 
zpracov~ni osobnich daj~, pokud se tykaji 
Zadavatele a/nebo Zdravotnick~ho zarizeni 
v souvislosti se zpracov~nim osobnich ~daj~ 
podle t~to smlouvy (~zkony o ochran~ 
osobnich ~daj~"). 

Terminy, kter~ jsou v t~to piiloze vyzna~eny 
velkym pismenem, maji vyznam stanoveny 
z~kony o ochran~ osobnich ~daj~. 

1. Personal Data of Study subjects Sponsor 1. 

shall be an independent Controller with 
respect to its Processing of Personal Data 
contained in the Study data that is reported 
by Institution to Sponsor or ICON. 
Institution shall continue to be an 
independent Controller of Personal Data 
Processed by Institution with respect to the 
treatment of the Study subjects pursuant to 
medical standard of care and applicable 
legal obligations. 

Osobni ~daje subjekt~ Studie. Zadavatel 
bude nez~vislym sprvcem v souvislosti se 
zpracov~nim osobnich ~daj~ obsazenych 
ve Studii, kter~ jsou Zadavateli nebo 
spolenosti ICON hl~5eny Zdravotnickym 
zaizenim. Zdravotnick~ zarizeni bude 
nadle nez~vislym spr~vcem osobnich 
(daj~ zpracov~vanych Zdravotnickym 
zarizenim v souvislosti s l~~bou subjekt~ 
Studie v souladu se standardni I~karskou 
p~Ci a platnymi pr~vnimi z~vazky. 
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2. Personal Data of Study Team. Where 2. 
applicable, Institution shall reasonably 
cooperate in sharing applicable Sponsor 
privacy notices / consents with Institution 
Study Team. 

3. Compliance. The Institution/Investigator 3. 
and Sponsor agree to comply with Data 
Protection Laws throughout the term of the 
Agreement. It is the responsibility of the 
Institution/Investigator and Sponsor to 
effect and maintain all inventories and 
registrations for the Processing of Personal 
Data as required under Data Protection 
Laws. The Institution/Investigator and 
Sponsor shall reasonably cooperate and 
assist each other with respect to any data 
protection impact assessments and/or prior 
consultations with regulatory authorities 
that may be required in respect to 
Processing that is carried out under the 
Agreement. Institution will also promptly 
notify ICON and Sponsor of any notices 
received by Institution from a data 
protection authority that relate to the Study. 

4. Privacy and Security Programs. During the 4. 
term of this Agreement, the Institution and 
Sponsor shall each implement appropriate 
technical and organizational measures to 
meet the requirements of Data Protection 
Laws and to ensure that Personal Data will 
only be Processed in accordance with the 
Agreement (including this Exhibit), 
including the appointment of a data 
protection officer (when required by Data 
Protection Laws). 

Vojensk~ nemocnice Brno p.0. 

AT861-G-22-002 

Osobni ~daje tymu Studie. Zdravotnick~ 
zaiizeni bude v piislusnych piipadech 
piim~fen~ spolupracovat pii sdileni 
platnych ozn~meni zadavatele o ochran~ 
osobnich ~daj~ / souhlas~ se svym Tymem 
Studie. 

Dodrov~ni pr~vnich piedpis~ a 
stanovenych poadavyk. Zdravotnick~ 
zarizeni / Zkousejici a Zadavatel souhlasi 
stim, e budou dodrzovat z~kony o 
ochran~ osobnich ~daj~ po celou dobu 
platnosti Smlouvy. Zdravotnick~ zarzeni / 
Zkousejici a Zadavatel odpovidaji za 
vytvoieni a vedeni vech seznam~ a 
registr~ pro zpracov~ni osobnich ~daj~ 
podle pozadavk~ z~kon~ o ochran~ 
osobnich ~daj~. Zdravotnick~ho zarizeni 
Zkouejici a Zadavatel budou prim~ren~ 
spolupracovat a vz~jemn~ si pom~hat 
s ohledem na jak~koli posudky dopadu 
ochrany osobnich ~daj~ a/nebo piedb~zn~ 
konzultace s regulabnimi organy, kter~ 
mohou byt vyzadovany v souvislosti se 
zpracov~nim prov~d~nym podle t~to 
Smlouvy. Zdravotnick~ zaiizeni tak~ bude 
spolenost ICON a Zadavatele 
bezodkladn~ informovat o jakychkoli 
ozn~menich souvisejicich s klinickym 
hodnocenim, kter~ Zdravotnick~ zaiizen 
obdrZi od ~radu na ochranu ~daj~. 

Ochrana osobnich ~daj~ a programy na 
jejich zabezpeceni. Zdravotnick~ zarizeni a 
Zadavatel b~hem platnosti t~to Smlouvy 
zavedou vhodn~ technick~ a organizani 
opatreni, kter~ spliuji pozadavky z~kon~ o 
ochran~ osobnich ~daj~, a zajisti, aby 
osobni ~daje byly zpracov~ny pouze 
v souladu se Smlouvou (vetn~ t~to 
piilohy), a to v~etn~ jmenov~ni pov~fence 
pro ochranu osobnich ~daj~ (tam, kde to 
vyaduji z~kony o ochran~ osobnich 
udaj~). 

5. Personnel. The Institution/Investigator and 5. 
Sponsor shall ensure that their personnel 
engaged in the Processing of Personal Data 
are informed of the confidential nature of 

Personal. Zdravotnick~ho zaiizeni / 
Zkouejici a Zadavatel zajisti, aby jcjich 
pracovnici podilejici se na zpracov~ni 
osobnich ~daj~ byli informov~ni o d~v~rn~ 

Revised March 2023 Page 41 of 45 



03 
Confidential / D~v~rn~ 

the Personal Data, have received 
appropriate training on their 
responsibilities, and have executed written 
confidentiality agreements, or are 
otherwise subject to professional 
obligations of confidentiality. The 
Institution/Investigator and Sponsor shall 
ensure that access to Personal Data is 
limited to those personnel who perform 
services in accordance with the Agreement. 

Czech Republic/ Institution & Investigator Clinical Trial Agreement 
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povaze osobnich ~daj~, aby se jim dostalo 
n~lezit~ho koleni s ohledem na jejich 
odpov~dnosti a aby uzavreli smlouvy o 
zachov~ni d~v~rnosti, nebo byli jinak 
v~z~ni profesnim z~vazkem ml~enlivosti. 
Zdravotnick~ zaiizeni / Zkousejici a 
Zadavatel zajisti, aby byl piistup k osobnim 
~daj~m omezen na pracovniky prov~d~jici 
sluby v souladu se Smlouvou. 

6. 

7. 

Personal Data Breach. The 6. 
Institution/Investigator and Sponsor shall 
take all reasonable measures to ensure that 
Personal Data is protected from 
unauthorized or unlawful Processing or 
accidental loss or destruction. Institution 
and/or Investigator shall promptly and 
without undue delay, but in any event no 
later than 24 hours after becoming aware, 
notify ICON and the Sponsor upon the 
discovery of a Personal Data Breach 
related to the Processing of Personal Data 
under the Agreement. In the course of such 
notification, Institution and/or Investigator 
will provide, as feasible, sufficient 
information for the Sponsor to assess the 
Personal Data Breach in accordance with 
Data Protection Laws. The Institution shall 
provide reasonable assistance to the 
Sponsor in ensuring the Sponsors 
fulfilment of its obligations in respect of 
Personal Data Breaches under Data 
Protection Laws, including but not limited 
to, making any notifications to data 
subjects and/or regulatory authorities if 
required by Data Protection Laws. 

Rights of Data subjects participating in the 7. 
Study. The Institution and Sponsor agree 
that, as between them, Institution is best 
able to manage requests from Study 
subjects to exercise their rights under Data 
Protection Laws in respect of their Personal 
Data Processed in the context of the Study. 

Porueni zabezpeeni osobnich ~daj~. 

Zdravotnick~ zafizeni / Zkouejici a 
Zadavatel uini vechna prim~rend 
opatreni k zajit~ni toho, aby byly osobni 
~daje chran~ny pied neopravn~nym nebo 
nez~konnym zpracov~nim, n~hodnou 
ztr~tou nebo n~hodnym znidenim. 
Zdravotnick~ zarizeni a/nebo Zkou5ejici 
uv~domi spole~nost ICON a Zadavatele, 
jakmile se dozvi o poruseni zabezpeeni 
osobnich daj~ v souvislosti se 
zpracovnim osobnich ~daj~ v r~mci t~to 
Smlouvy, a to bezodkladn~ a bez zbyten~ 
prodlevy, v kad~m pripad~ v5ak 
nejpozd~ji do 24 hodin od tohoto zji5t~ni. 
V r~mci takov~ho ozn~meni Zdravotnick~ 
zarizeni a/nebo Zkouejici poskytnou dle 
svych moznosti Zadavateli dostaten~ 
informace, aby Zadavatel mohl posoudit 
poruseni zabezpe~eni osobnich ~daj~ 
v souladu se z~akony o ochran~ osobnich 
daj~. Zdravotnick~ho zarizeni poskytne 
Zadavateli piim~renou pomoc pii 
zajitov~ni pln~ni povinnosti zadavatele 
v souvislosti s poruenim Zabezpeeni 
osobnich ~daj~ podle z~kon~ o ochran~ 
osobnich ~daj~, mimo jin~ vetn~ pod~v~ni 
ozn~meni subjekt~m ~daj~ a/nebo 
regulacnim organ~m, pokud to vyzaduji 
z~kony o ochran~ osobnich ~daj~. 

Pr~va subjekt~ ~daj~ (Castnicich se Studie. 
Zdravotnick~ zaiizeni a Zadavatel souhlasi 
s tim, e Zdravotnick~ zaiizeni je z nich 
nejl~pe schopno re5it poadavky subjekt~ 
Studie na uplatnni jejich pr~v podle 
z~kon~ o ochran~ daj~ ve v~ci jejich 
osobnich ~daj~ zpracov~vanych v kontextu 
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The Institution and/or the Investigator, 
shall inform within a period of two (2) 
working days, ICON and the Sponsor about 
any such request received from a Study 
subject, their legal representative or any 
other Data Subject. The Institution and/or 
the Investigator shall handle those requests 
in accordance with the Sponsor and 
ICON's (on behalf of the Sponsor's) 
reasonable instructions. In the event that 
Sponsor or ICON ( on behalf of the 
Sponsor) receives a request from a Study 
subject to exercise their rights under Data 
Protection Laws in the context of the 
Study, Sponsor or ICON (on behalf of the 
Sponsor) shall forward the request to 
Institution. institution shall respond to such 
requests from Study subjects in accordance 
with Data Protection Laws, the Agreement, 
and any other instructions provided by 
Sponsor or ICON (on behalf of the 
Sponsor). Institution acknowledges that in 
order to maintain the integrity of Study 
results, the ability to amend, restrict, or 
delete Personal Data may be limited, in 
accordance with Data Protection Laws and 
the Regulations. 

Czech Republic/ Institution 8 Investigator Clinical Trial Agreement 
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Studie. Zdravotnick~ zaiizeni a/ncbo 
Zkouejici budou do dvou (2) pracovnich 
dn~ informovat spolenost ICON a 
Zadavatele o jak~koli takov~ z~dosti 
obdrzen~ od subjektu Studie, jeho pr~vniho 
z~stupce nebo jak~hokoli jin~ho subjektu 
~daj~, Zdravotnick~ zarizeni a/nebo 
Zkousejici budou s t~mito ~dostmi 
nakl~dat v souladu s piim~renymi pokyny 
Zadavatele nebo spole~nosti ICON 
(jednajici jm~nem Zadavatele). V piipad~, 
e Zadavatel nebo spolenost ICON 
(jm~nem Zadavatele) obdrZi 'dost od 
subjektu Studie ve v~ci uplatnni jeho pr~v 
podle z~kon~ o ochran~ osobnich ~daj~ 
v r~mci Studie, Zadavatel nebo spolecnost 
ICON (jm~nem zadavatele) pied takovou 
z~dost Zdravotnick~mu zafizeni. 
Zdravotnick~ zarizeni odpovi na takov~ 
z~dosti subjekt~ Studie v souladu se 
z~kony o ochran~ osobnich ~daj~, touto 
Smlouvou a dalimi pokyny poskytnutymi 
Zadavatelem nebo spole~nosti ICON 
(jm~nem Zadavatele). Zdravotnick~ 
zarizeni bere na v~domi, e v z~jmu 
zachov~ni integrity vysledk Studie m~e 
byt schopnost m~nit, omezit nebo vymazat 
osobni ~daje v souladu se z~kony o ochran~ 
osobnich daj a pr~vnimi piredpisy 
omezena. 

8. 

9. 

Withdrawal of consent of Study subjects. 8. 
Where the Process ing of a Study subject's 
Personal Data relies on consent as the legal 
basis and the Study subject withdraws such 
consent, Institution shall promptly notify 
the Sponsor and ICON. 

Cross-Border Data Transfers. Institution 9. 
shall only transfer Personal Data outside 
the European Economic Area or 
Switzerland in accordance with Study 
related instructional documents provided 
by Sponsor or ICON (on behalf of the 
Sponsor). If requested by Sponsor, 
Institution shall enter into an agreement 
with Sponsor governing such transfer, 
including, but not limited to, the EU 

Odebrni souhlasu subjekt~ Studie. Pokud 
zpracov~ni osobnich ~daj~ subjekt~ Studie 
z pr~vniho hlediska podl~h~ jejich 
souhlasu a subjekt Studie tento souhlas 
odvol, bude o tom Zdravotnick~ zarizeni 
neprodlen~ informovat Zadavatele 
a spolenost ICON. 

Preshranini pied~v~ni ~daj. 
Zdravotnick~ zaiizeni pied~ osobni ~daje 
mimo Evropsky hospodrsky prostor nebo 
Svcarsko pouze v souladu s dokumenty 
obsahujicimi pokyny souvisejicimi se 
Studii, kter~ byly poskytnutymi 
Zadavatelem nebo spole~nosti ICON 
(jm~nem zadavatele). Pokud o to Zadavatel 
poz~d a pokud neexistuje jiny posta~ujici 
mechanizmus pro pied~ni daj~, 
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Standard Contractual Clauses, unless 
another adequacy mechanism for the 
transfer exists. 
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Zdravotnick~ zaiizeni uzavre se 
Zadavatelem dohodu, kterou se bude 
takov~ pied~ni ~daj~ iidit a kter~ bude 
mimo jin~ zahrnovat standardni smluvni 
doloZky EU. 

10. Use of Processors. Institution and Sponsor 10. 
agree that all Processing agreements shall 
be in writing and that Processors shall be 
required to comply with the terms of the 
Agreement as well as this Exhibit. 
Institution and Sponsor shall be responsible 
for any noncompliance by a Processor that 
it has engaged, which noncompliance will 
constitute a breach as if committed directly 
by that party. 

Pouziti zpracovatel~. Zdravotnick~ 
zaiizeni a Zadavatel souhlasi s tim, ze 
vechny dohody tykajici se zpracov~ni 
daj~ budou pisemn~ a ze zpracovatel~ 
budou povinni dodrzovat podminky t~to 
Smlouvy a t~to piilohy. Zdravotnick~ 
zarizeni a Zadavatel odpovidaji za jak~koli 
nedodrzeni ze strany zpracovatele, jehoz 
sluzeb vyuzivaji, a takov~ nedodrZeni bude 
znamenat porueni zabezpeeni, jako by 
bylo zp~sobeno piimo danou smluvni 
stranou. 

1 1.  Additional Terms. This Exhibit 1 1.  
supplements and does not replace any 
existing obligations related to the privacy 
and security of Personal Data as already set 
forth in the Agreement. In the event of a 
conflict between the terms of this Exhibit 
and the Agreement, the 
Institution/lnvestigator and Sponsor shall 
each comply with the obligations that 
provide the most protection for Personal 
Data. 

12. Survival. Notwithstanding anything to the 12. 
contrary in the Agreement, the obligations 
pursuant to this Exhibit shall survive 
termination of the Agreement for as long as 
Institution holds or Processes Personal 
Data for purposes of the Study. 

SIGNATURES APPEAR ON FOLLOWING 

PAGE 
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Dal5i podminky. Tato priloha dopluje a 
nenahrazuje ~dn~ st~vajici povinnosti 
souvisejici s ochranou a zabezpeenim 
osobnich ~daj~, jak ji bylo stanoveno ve 
Smlouv~. V piipad~ rozporu mezi 
podminkami t~to piilohy a Smlouvy budou 
Zdravotnick~ zafizeni / Zkouejici a 
Zadavatel dodrzovat z~vazky, kter~ 
zajituji nejvy5i ochranu osobnich (daj~. 

Petrv~ni platnosti ustanoveni Bez ohledu 
na cokoli, co je v rozporu se Smlouvou, 
povinnosti vyplyvajici z t~to piilohy 
z~st~vaji v platnosti ipo ukonceni 
Smlouvy, a to po dobu, kdy bude 
Zdravotnick~ zafizeni uchov~vat nebo 
zpracovat osobni ~daje pro ely 
klinick~ho hodnoceni. 

PODPTSY JSOU UVEDENY NA 

N~SLEDUJiCi STRAN 
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ICON CLINICAL RESEARCH LIMITED / 
ICON CLINICAL RESEARCH LIMITED 
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In the name and on behalf of Akros Pharma based 
on a Power of Attorney / Jm~nem spole~nosti Akros Pharma 
na z~klad pln~ moci 

Date/ Datum: 
-rp ¢ 

4k FE! : I04 

INSTITU

d-2e2 Date/ Datum: 

Date/ Datum: 
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