CLINICAL STUDY AGREEMENT

This Clinical Study Agreement
(“Agreement”) is entered into as of the date of
last signature hereto (the “Effective Date”) by
and between Fakultni nemocnice v Motole,
with offices at V Uvalu 84, 15006 Prague 5,
Czech Republic, Company ID no. 00064203,
Tax ID no. CZ00064203, represented by JUDr.
Ing. Miloslav Ludvik, MBA, director, based on
appointment dated 27.4.2000 (the “Institution”)
and Merrimack Pharmaceuticals, Inc., a
Delaware corporation with offices at 1 Kendall
Square, suite B7201, Cambridge, MA 02139
(together with its affiliates and subsidiaries, the
“Sponsor”), in connection with a clinical trial
conducted pursuant to Protocol MM-302-02-02-
03, “A Randomized, Multicenter, Open Label
Study of MM-302 plus Trastuzumab vs.
Chemotherapy of Physician’s Choice plus
Trastuzumab in Anthracycline Naive Patients
with  Locally Advanced/Metastatic HER2-
Positive Breast Cancer” (the “Protocol”) (the
“Study”). The Study will be conducted under
the immediate supervision o

(the “Investigator”) at
Institution’s location at Oncology Clinic 2.LF
UK and FN Motol, V Uvalu 84, 15006 Prague 5,
Czech Republic (the “Study Site”). The Study
will be conducted using Sponsor’s study drug(s),
MM-302 (the “Study Drug”).  Hereafter,
Sponsor and Institution are sometimes referred
to individually as “Party” or collectively as the
“Parties.” The term “Investigator” shall include
all co-investigators and sub-investigators. The
Parties agree as follows:

1. OBLIGATIONS FOR THE

CONDUCT OF THE STUDY
1.1.  Compensation. Sponsor will pay the

SMLOUVA O KLINICKE STUDII

Tato smlouva o klinické studii (dale jen
,omlouva®) se wuzavira ke dni posledniho
podpisu tohoto dokumentu (dale jen ,Datum
ucinnosti) mezi Fakultni nemocnici v
Motole, se sidlem na adrese V Uvalu 84, 15006
Praha 5, Ceska republika, ICO 00064203, DIC
CZ00064203, zastoupenou  JUDr. Ing.
Miloslavem Ludvikem, MBA, feditelem, na
zakladé jmenovani ze dne 27.4.2000 (dale jen
wZdravotnické zafizeni®), a spoleCnosti
Merrimack Pharmaceuticals, Inc., korporaci
ze statu Delaware se sidlem na adrese 1 Kendall
Square, suite B7201, Cambridge, MA 02139
(spolu s jejimi pfidruzenymi spole¢nostmi a
pobockami, dile jen ,,Zadavatel”), v souvislosti
s klinickym hodnocenim provedenym v souladu
S Protokolem MM-302-02-02-03,
,Randomizovani, multicentrickd,  otevfena
studie hodnotici MM-302 v kombinaci s
trastuzumabem vs. chemoterapie dle volby
lékafe v kombinaci s trastuzumabem u pacientt
dosud nelécenych antracykliny s lokalné
pokrocilym / metastazujicim HER2-pozitivaim
malignim nadorovym onemocnénim prsu” (dale
jen ,,Protokol®) (dale jen ,,Studie®). Studie bude
provedena pod bezprostifednim dohledem

(dale jen
wZkousejici) ve Zdravotnickém zafizeni na
Onkologické klinice 2.LF UK a FN Motol, V
Uvalu 84, 15006 Praha 5, Ceska republika (dale
jen ,Studijni pracovisté”). Studie bude
provadéna s pouzitim hodnoceného
ptipravku/hodnocenych pftipravkt Zadavatele,
MM-302 (dale jen ,,hodnoceny 1ék*). V tomto
dokumentu se n¢kdy Zadavatel a Zdravotnické
zafizeni oznacuji jednotlivé jako ,,Smluvni
strana® nebo spolecn¢ jako ,,Smluvni strany*.

Pojem  ,Zkousejici  zahrnuje  vsechny
spolupracovniky  vyzkumu a  podfizené
pracovniky  vyzkumu. Strany se dohodly
nasledovné:

1. ZAVAZKY PRI PROVADENTI
STUDIE

11. Odména. Zadavatel provede uvhrady
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Institution’s payee as set forth in the Payment
Terms and Budget attached hereto as Exhibit A
and incorporated herein by reference. The
Investigator and all other personnel of
Institution who are involved in the Study
(“Study Personnel”) will be compensated for
work done on the Study, under separate
agreement with Investigator.

(1) The Parties agree that the compensation
paid under this Agreement constitutes the fair
market value of the performance of Study-
related activities to be provided hereunder.

(ii) No amounts paid under this Agreement
are intended to be for, nor shall they be
construed as, an offer or payment made in
exchange for any explicit or implicit agreement
to purchase, prescribe, recommend, or provide a
favorable status for, any Sponsor product or
service.

(i)  Institution will not seek or accept from
Study subjects or third-party payers, including
any government entity or insurance company,
compensation for any Study related material or
service provided or paid for by Sponsor.

(iv) Institution represents and warrants that it
will conduct the study in full compliance with all
applicable healthcare billing, coverage and
reimbursement laws, rules, regulations, and
guidance. The Institution acknowledges that it
has the sole responsibility to determine whether
it is appropriate to bill payers for items and
services provided to Study subjects, and that it is
solely responsible for obtaining any necessary
prior approvals from payers before billing payers
for items and services provided to Study
subjects.

1.2. Study Conduct.
(i) Institution and Investigator will conduct

the Study at the Study Site in strict compliance
with (i) the Protocol; (ii) the obligations of

Zdravotnickému  zafizeni podle Platebnich
podminek a Rozpoctu, které jsou piilozeny k
tomuto dokumentu v Pfiloze A a jsou uvedeny
jako soucast tohoto dokumentu. Zkousejici a
Personal Zdravotnického zafizeni, ktery se
ucastni Studie (dale jen ,,Personal studie®) bude
kompenzovan za praci provedenou v ramci
Studie, na zakladé separatni
Zkousejicim.

smlouvy se

(1) Smluvni strany se dohodly, ze odména
vyplacena podle této Smlouvy odpovida
spravedlivé trzni hodnoté za provadéni cinnosti
souvisejicich se Studii, které budou uvedeny nize.

(ii) Zadné &astky  vyplacené podle  této
Smlouvy nejsou urceny ani nemaji byt chapany
jako nabidka ¢i platba ucinéna vyménou za
otevieny nebo skryty souhlas s nakupem,
ptedepisovanim, doporucovanim nebo
nabizenim vyhodného postaveni v souvislosti s
vyrobky ¢i sluzbami Zadavatele.

(iii) Zdravotnické  zafizeni se  nebude
domahat a nepfijme od studijnich subjekti nebo
platcu tfetich stran, a to véetné vladnich subjekta
a pojistovny, kompenzaci za material souvisejici

se Studif nebo sluzbou poskytnutou nebo
zaplacenou Zadavatelem.
(iv)  Zdravotnické zafizeni prohlasuje a

zarucuje, ze studii bude provadét v uplném
souladu se vSemi platnymi zakony, zasadami,
pfedpisy a pokyny tykajicimi se fakturovani
zdravotni péce, pojistného kryti a financnich
uhrad. Zdravotnické zafizeni bere na védomi, Ze
je jeho vyhradni odpovédnosti rozhodnout, zda
je vhodné uctovat platcim za polozky a sluzby
poskytnuté subjektim ve Studii, a Ze je jeho
vyhradni odpovédnosti ziskat veskeré nezbytné
souhlasy od platca pfed fakturaci platcum za
polozky a sluzby poskytnuté subjektim ve Studii.

1.2. Provadéni Studie.

0] Zdravotnické  zafizeni a Zkousejici
budou provadét Studii na Studijnim pracovisti v
dasledném souladu s (i) Protokolem; (ii) zavazky
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Institution and  Investigator under  this
Agreement; (iii) the World Medical Association’s
Declaration of Helsinki; (iv) all applicable laws,
rules, regulations and guidance, including,
without limitation, the applicable directives of
the European Union including those related to
the conduct of clinical trials and the protection
of personal data (95/46/EEC); (v) the
International Conference on Harmonisation
Harmonised Tripartite Guidelines for Good
Clinical ~ Practice (“ICH-GCP”), including,
without limitation, GCP (ICH-EO0), clinical safety
data management (ICH-E2A) and general
considerations for clinical trials (ICH-ES8); (vi)
generally accepted treatment standards of the
medical profession, and (vii) all other applicable
laws, rules, and regulations of the Czech
Republic, including, without limitation, the Act
on Pharmaceuticals (NO. 378/2007 Coll.) and the
Decree on Good Clinical Practice (No.
226/2008 Coll.) (all the foregoing being herein
referred to as “Applicable Laws”),

(i) Neither Institution nor Investigator will
deviate from the Protocol without the advance
written consent of Sponsor, unless in the good
medical judgment of Investigator, a deviation is
necessary to protect the safety of the Study
subjects due to emergent or urgent medical
conditions. In the event of any deviation from
the Protocol, Investigator shall record such
deviation on a protocol deviation log (including
the date and reason) and shall inform the
Sponsor’s representative when they visit the site,
and, in the event of a major deviation (e.g.,

enrollment of a Subject not meeting all
enrollment criteria or treatment outside
parameters identified in the Protocol),

Investigator shall notify the Sponsor, and the EC
as soon as possible, but in no event later than
two (2) days after the deviation occurs.

1.3.  Compliance. Institution represents that
Investigator is an employee of Institution and
has executed the signature page of the Protocol
and this Agreement, and warrants that the
Investigator and Study Personnel will comply
with all terms of the Protocol and this

Zkousejictho podle této Smlouvy; (iif) helsinskou
deklaraci  Svétové  1ékarské  asociace;  (iv)
veskerymi platnymi zakony, pravidly, pfedpisy a
pokyny, a to vcetné a bez omezeni platnych
smérnic Evropské Unie, vcetné¢ teéch, které
souvisi s provadénim klinickych hodnoceni a s
ochranou osobnich udaja (95/46/ES); (v)
trojstrannymi pokyny Mezinarodn{ konference
pro harmonizaci pro spravnou klinickou praxi
(dale jen ,,JCH-GCP®), véetn¢ a bez omezeni
GCP (ICH-EG6), smérnice pro veden{ klinickych
bezpecnostnich ddaja (ICH-E2A) a smérnice
vseobecnych doporuceni pro klinickda hodnoceni
(ICH-EB8); (vi) vSeobecné pfijimanymi lécebnymi
standardy ve zdravotnictvi; a (vil) vSemi dalsimi
platnymi zikony, zasadami a predpisy Ceské
republiky, a to nejen véetné Zakona o lé¢ivech
(¢. 378/2007 Sb.) a vyhlaskou o spravné klinické
praxi (¢. 226/2008 Sb.) (vSe vySe uvedené je
uvadéno jako ,,Platné zakony®),

(i) Ani Zdravotnické zafizen{ ani Zkousejici
se neodchyli od Protokolu bez pifedchoziho
pisemného souhlasu Zadavatele, ledaze je
odchyleni podle dobrého lékatského usudku
Zkousejictho nezbytné k ochrané bezpecnosti
studijnich subjektd v duasledku nenadalého a
urgentnfho  zdravotntho stavu. V  piipadé
odchyleni od Protokolu Zkousejici takové
odchyleni zaznamena do deniku odchyleni od
protokolu (vcetné data a duvodu) a informuje
zastupce  Zadavatele pfi  jejich  navstéve
pracovisté a v pifpadé velkého odchyleni (napf.
registraci subjektu ve Studii, ktery nespliuje
kritéria pro registraci nebo 1é¢bu mimo
parametry stanovené Protokolem) Zkousejici
toto oznami Zadavateli a EK, jakmile to bude
mozné, ale nejpozdéji dva (2) dny poté, co dojde
k odchyleni.

1.3.

zafizeni

Prohlaseni o shodé. Zdravotnické

prohlasuyje, ze ZkouSejici e
zaméstnancem Zdravotnického zafizen{ a svym
podpisem stvrdil/a stranku s podpisy v
Protokolu a této Smlouvé, a zarucuje, ze
Zkousejici a Personal studie budou dodrzovat
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Agreement.

14.  Debarment, Restriction, or Inability of
Investigator. Institution will immediately notify
Sponsor in writing if during the course of the
Study, any of Institution, the Study Personnel or
Investigator: (i) is debarred, disqualified or
receives notification of any investigation by
his/her professional governing body, any
regulatory authority, including the FDA, or other
government authority; (ii) receives notification of
any restriction on his/ her clinical privileges at
Institution and/or Study Site; (iii) is sanctioned
by any regulatory authorities or other
governmental authorities; (1v) terminates or has
been terminated from his/her employment or
other contractual relationship  with the
Institution; or (v) otherwise becomes unfit,
unable or unwilling to fulfill his/her obligations
under this Agreement. In the event of any of the
foregoing, Institution will ensure that the original
Investigator will continue to comply with the
terms of this Agreement. If requested by
Sponsor, Institution will cooperate to find a
suitable replacement investigator or transition
the Study to another institution selected by
Sponsor in a timely manner so as not to
interrupt the Study.

15. EC Approvals and Informed Consent
Form. Prior to the commencement of the Study,
Institution will obtain approval for the Study,
including approval of the Protocol, Sponsor’s
informed consent form and, if applicable,
pediatric assent form (collectively, “ICF”), and
any amendments to any of the foregoing, from
the applicable Ethics Committee (“EC”) in
accordance with applicable laws, rules and
regulations.  Institution and Investigator will
obtain from each individual (or such individual’s
legal representative) who is to be screened for
participation in the Study, a properly executed
ICF, as approved by Sponsor and the EC before
such individual is allowed to be screened for
participation in the Study. Institution or
Investigator will promptly supply Sponsor with

vsechny podminky Protokolu a této Smlouvy.

14. Zakaz  ¢innosti,  omezeni  nebo
zneschopnéni  Zkousejictho.  Zdravotnické
zafizeni neprodlené¢ oznami pisemné Zadavateli,
pokud v  pribéhu  Studie nékdo  ze
Zdravotnického zafizeni, Personalu studie nebo
Zkousejici: (i) budou mit zakaz c¢innosti nebo
budou diskvalifikovani nebo obdrzi oznameni o
vySetfovani od svého nadfizeného odborného
organu, regula¢ntho organu, véetné FDA, nebo
jiného vladnitho organu; (i) obdrzi ufadu o
omezeni  svych  klinickych ~ vysad  ve
Zdravotnickém zafizeni a/nebo na Studijnim
pracovisti; (iii) budou vici nim uplatnény sankce
regulacnim ufadem nebo jinym  vladnim
organem; (iv) ukonci nebo jim bude ukonceno
zameéstnani  nebo  jiny smluvni vztah se
Zdravotnickym zafizenim; nebo (v) se jinym
zpusobem stanou nevhodnymi, neschopnymi ¢i
neochotnymi k plnéni svych zavazka podle této
Smlouvy. V pfipadé, Ze nastane cokoli vyse
uvedeného, Zdravotnické zafizeni zajisti, aby
puvodni Zkousejici 1 nadale pokracoval v
dodrzovani podminek této Smlouvy. Pokud to
Zadavatel bude vyzadovat, Zdravotnické zafizeni
bude spolupracovat na nalezeni vhodné nahrady
Zkousejictho nebo na pfesunu Studie do jiného
zdravotnického zatizeni dle vybéru Zadavatele, a
to vcas, aby nedoslo k naruseni Studie.

15.  Schvaleni EK a formulaf informovaného
souhlasu. Pfed zahdjenim této Studie ziska
Zdravotnické zafizeni souhlas se Studii, véetné
souhlasu s Protokolem, formulafe
informovaného souhlasu Zadavatele a, dle
situace, formulaf souhlasu pediatra (souhrnné
jako ,ICF®), a veskeré dodatky k vyse
uvedenému od piislusné Etické komise (dale jen
,»EK*) v souladu s platnymi zakony, zasadami a
pfedpisy. Zdravotnické zafizeni a Zkousejici od
kazdého jedince (nebo jeho pravniho zastupce),
ktery ma projit screeningem pro ucast ve Studii,
obdrzi formulat informovaného souhlasu (ICF)
opatfeny podpisem, ktery bude schvalen
Zadavatelem a EK pfed tim, nez bude tomuto
jedinci povoleno, aby prosel screeningem pro
ucast ve Studii. Zdravotnické zafizeni nebo
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appropriate evidence of IRB approval, a copy of
the IRB-approved ICF, and any amendments to
the ICF later approved by the EC prior to its use
by Institution. Any proposed deviations by
Institution from Sponsor’s model ICF language
must be approved by Sponsor in advance of any
use with subjects in the Study. .

1.6. Consent for Use and Disclosure of
Personal Data. Institution and Investigator shall
ensure that the ICF obtained for each individual
who is to participate in the Study includes the
express written authorization of such individual
or such individual’s legal representative for the
collection, use, storage and onward transfer of
personal data outside the European Union to
document such individual’s authorization for the
disclosure of personal data by Institution to
Sponsor, applicable regulatory authorities and
the employees, agents, and independent
contractors of Sponsor and its affiliates,
pursuant to the European Union’s Directive on
Data Protection (95/46/EEC), the
implementing laws and regulations of the Czech
Republic, and other regulations, laws and
guidelines applicable to the protection of
personal data (collectively, “Privacy Laws”)
Each Party will cooperate in the amendment of
the ICF, Authorization ot other documents as
may be necessary, from time to time, to comply
with Privacy Laws to the extent such law applies
to such Party, and to ensure that the Study
results may be used by Sponsor for the purposes
contemplated under this Agreement. Sponsor
will be entitled to review and revise as
appropriate  such  Authorization or other
document or any modification thereof prior to

use by Institution, subject to subsequent
approval by the EC, as applicable.
1.7.  Safety Reporting. Institution and

Investigator will timely report all adverse events
or other safety concerns as specified in the

ZkouSejici ithned doda Zadavateli piislusné
doklady souhlasu IRB, kopii ICF
odsouhlaseného IRB a veskeré dodatky
formulate ICF, které budou pozdéji schvaleny
EK pfed pouzitim Zdravotnickym zaf{zenim.
Veskera Zdravotnickym zafizenim navrzena
odchyleni od Zadavatelova modelu textu ICF
musi byt schvalena Zadavatelem, nez je
Zdravotnické zafizeni pouzije v praci se subjekty
Studie.

1.6.  Souhlas s pouzitim a zvefejnénim
osobnich udaju. Zdravotnické zafizeni a
Zkousejici zajistl, aby formulaf ICF ziskany pro
kazdého jedince, ktery se ma ucastnit Studie,
obsahoval vyslovné pisemné opravnéni tohoto
jedince nebo zakonného zastupce tohoto jedince
pro shromazdovani, uzivani, ukladani a dalsi
pfenos osobnich dat mimo Evropskou unii, aby
bylo dokumentovano opravnéni tohoto jedince
se zpfistupnénim osobnich tudaju ze strany
Zdravotnického zafizeni Zadavateli, pfislusnym
regulacnim uradim a zaméstnancum,
zprostiedkovatelim  a smluvnim
partnerum Zadavatele a jeho pobocek, v souladu
se smérnici Evropské unie o ochrané osobnich
udaja  (95/46/ES), provadécimi zikony a
predpisy Ceské republiky a jinymi piedpisy,
zakony a pokyny platnymi v ramci ochrany
osobnich ddaja (souhrnné ,,Zakony na ochranu
osobnich udaja“). Kazda Smluvni strana
poskytne soucinnost v dodatku ICF, Opravnéni
nebo jinych dokumentu, jak bude nezbytné, cas
od casu, aby dodrzela Zikony na ochranu
osobnich udaji v takovém rozsahu, v jakém se
tyto zakony vztahuji k této Smluvni strané, a
zajist, aby vysledky Studie byly pouzity
Zadavatelem pro udcely zamyslené v této
Smlouvé. Zadavatel bude opravnén kontrolovat
a revidovat dle vlastntho wuvazeni takova
Opravneéni nebo jiné dokumenty ¢ apravy vyse
uvedenych, nez dojde k jejich pouziti
Zdravotnickym zafizenim, na  zaklad¢
nasledného souhlasu EK, dle situace.

nezavislym

1.7.  Bezpecnostni hlaseni. Zdravotnické
zafizeni a Zkousejici vcéas nahlasi veskeré
nezadouci pithody nebo jiné bezpecnostni
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Protocol and in accordance with applicable laws,
rules and regulations, including, but not limited
to ICH-GCP and the European Union Directive
2001/20/EC. For the avoidance of doubt, each
of the Investigator and the Institution will
provide all reasonable assistance to Sponsor to
allow Sponsor to comply with all applicable
requirements.

1.8. Anticorruption. Neither the Institution,
the Investigator nor any Study Personnel, nor
any of their respective affiliates, directors,
officers, employees or agents (all of the
foregoing, including affiliates  collectively,
“Institution Representatives”) has taken any
action, directly or indirectly, that would result in
a violation of any applicable anti-bribery or
anticorruption laws, rules or regulations of the
Czech Republic (“Anticorruption Laws”). The
Institution and Institution Representatives have
proceeded and will proceed in compliance with
the Anticorruption Laws. Institution has and will
have necessary procedures in place to prevent
bribery and corrupt conduct by Institution
Representatives.

1.9.  Study Personnel Personal Data. Personal
data relating to the Institution, Investigator, and
Study Personnel will be processed and held on
one or more databases. Such data may be used
for the purposes of: (i) the conduct of the Study,
(i) verification by governmental or regulatory
agencies, the Sponsor, their agents and affiliates,

(i) compliance with legal and regulatory
requirements, (iv) publication on
www.clinicaltrials.gov and  websites  and

databases that serve a comparable purpose; and
(v) storage in databases to facilitate the selection
of investigators for future clinical trials. Personal
Data may be disclosed or transferred to other
members of Sponsor’s group of companies,
including  affiliates and  subsidiaries, to
representatives and contractors working on
behalf of the Sponsor group, and to regulatory
authorities across the world. The Institution will
ensure that all necessary consents are in place to

problémy, jak je to uvedeno v Protokolu, a v
souladu s platnymi zdkony, zasadami a predpisy,
kromé jinych vcetn¢ ICH-GCP a smérnici
Evropské unie 2001/20/ES. Aby se zamezilo
pochybam, kazdy Zkousejici a Zdravotnické
zafizeni  poskytnou  veskerou pfiméfenou
soucinnost Zadavateli a umozni Zadavateli
dodrzeni vSech platnych pozadavku.

1.8.  Protikorupéni ustanoveni. Zdravotnické
zatizeni, ZkouSejici ani Personal studie nebo
jejich vlastni pfidruzené spolecnosti, feditelé,
ufednici, zaméstnanci nebo zprostfedkovatelé
(véichni zde wuvedeni vcetné¢ pfidruzenych
spolecnosti souhrnné yZastupci
Zdravotnického zafizeni®) nepodnikli Zzadné
kroky, at’ uz pfimé ¢i nepfimé, které by vedli k
poruseni jakéhokoliv platného
protiaplatkaiského ~ nebo  protikorupéniho
zakona, pravidel nebo piedpisi Ceské republiky
(,Protikorupcni zakony®). Zdravotnické zafizeni
a zastupci Zdravotnického zafizeni postupuji a
budou postupovat v souladu s Protikorupcnimi
zakony. Zdravotnické zafizeni ma a bude mit
zavedeny nezbytné postupy, jejichz cilem je
pfedchazet upliceni a korupcénimu jednani
zastupci Zdravotnického zafizeni.

1.9.  Osobn{ ddaje Personalu studie. Osobni
udaje souvisejici se Zdravotnickym zaf{zenim,
Zkousejicim a  Personalem studie budou
zpracovana a uchovana v jedné ¢i vice databazi.
Tyto udaje lze vyuzit pro nasledujici ucely: (i)
provadéni Studie, (i) ovéfeni vladnimi ¢
regulacnimi  organy, Zadavatelem, jejich
zprostfedkovateli a pfidruzenymi spole¢nostmi,
(i) dodrzeni zakonnych a  regulacnich
pozadavku, (iv) zvefejnéni na  strankach
www.clinicaltrials.gov a strankach a databazich,
které slouzi podobnému ucelu; and (v) ulozeni v
databazich, jez maji usnadnit vybér zkousSejicich
pro budouci klinickd hodnoceni. Osobni udaje
mohou byt zvefejnény nebo pfevedeny na dalsi
cleny skupiny spolec¢nosti Zadavatele, vcetné
pfidruzenych spolec¢nosti a pobocek, zastupcim
a smluvnim partnerim, ktefi vykonavaji ¢innost
jménem skupiny Zadavatele, a regulacnim
ufadim po celém svété. Zdravotnické zafizeni
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allow for the uses described in this Section.

1.10. Eanrollment. Sponsor reserves the right
to limit enrollment of patients in the Study by
giving notice to Institution and Investigator to
cease further enrollment in the Study. The
duration of the Study may be extended or
shortened, and the number of Subjects the
Institution and the Investigator may enroll in the
Study may be changed, upon the mutual written
agreement of the Parties and after obtaining the
approval of this change, if necessary, from the
EC and FDA in accordance with the Applicable
Laws. Without limiting the foregoing, Institution
acknowledges that if the Study is being
conducted as a Multi-Center Study, Institution
and Investigator agree that when the enrollment
goal for the Multi-Center Study as a whole is
reached, entrollment will be closed at all sites,
including the Institution, regardless of whether
the Institution or any other site has reached its
individual enrollment goal. Estimated number of
enrolled Study subjects at Study Site is 3-4.
Estimated period of Study duration is from June
2016 until September 2018.

1.11. Replacement Investigator. If Investigator
ceases to be on the medical staff of Institution or
can no longer serve as Investigator, Institution
and Investigator shall notify Sponsor in writing
within ten (10) days and propose a substitute
investigator.  Sponsor shall notify Institution
promptly of its decision either to continue the
Study with the substitute principal investigator or
to terminate the Study. In the event of
continuation, the substitute investigator shall
sign a contract amendment provided by Sponsor
acknowledging his or her new duties as
Investigator. Sponsor reserves the right to
terminate or replace the Investigator if there is
information available to Sponsor indicating that:
(i) the Investigator has failed to perform his/her
obligations or has breached the Agreement; (ii)
Investigator has repeatedly or deliberately failed

zajistf, aby byly vSechny nezbytné souhlasy
zavedeny, ¢imz umozni jejich pouziti popsané v
tomto Oddilu.

1.10. Registrace. Zadavatel si vyhrazuje pravo
omezit nabor pacienti do Studie oznamenim
Zdravotnickému zafizeni a Zkousejicimu, aby
ukoncili dalsi nabor do Studie. Délka trvani této
Studie muze byt prodlouzena nebo zkracena,
pficemz pocet subjektt, které Zdravotnické
zafizeni a Zkousejici mohou do Studie
registrovat, se muze zménit, na zakladé
oboustranné pisemné dohody Smluvnich stran a
po obdrzeni souhlasu s touto zménou, je-li to
nezbytné, od EK a FDA, v souladu s platnymi
zakony. Aniz bychom omezili vyse uvedené,
Zdravotnické zafizeni bere na védomi, ze pokud
Studie bude provadéna jako multicentricka
Studie, Zdravotnické zafizeni a Zkousejici
souhlasi s tim, ze az dojde k dosazeni cile
registrace do multicentrické Studie jako celku,
registrace bude uzaviena na vsech pracovistich,
véetné Zdravotnického zafizeni, bez ohledu na
to, zda Zdravotnické zafizeni nebo jiné
pracovisté dosahlo svého individualniho cile
registrace. Predpokladany pocet zafazenych
subjekti hodnoceni na Studijnim pracovisti je 3-
4. Pfedpokladana doba provadéni Studie je od
cervna 2016 do zaff 2018.

1.11. Vyména Zkousejictho. Pokud Zkousejici
pfestane byt  clenem  lékafského  tymu
Zdravotnického zafizeni nebo jiz dile nemuze
vykonavat ¢innost jako Zkousejici, Zdravotnické
zafizeni a Zkousejici toto pisemné oznami
Zadavateli do deseti (10) dnd a navrhnou

nahradniho  Zkousejictho.  Zadavatel ihned
informuje  Zdravotnické zafizeni o svém
rozhodnuti bud pokracovat ve Studii s

nahradnim hlavnim zkousejicim, nebo ukondit
Studii. V pfipadé pokracovani podepise nahradni
pracovnik vyzkumu dodatek smlouvy, ktery
poskytne Zadavatel, ve které pfijme své nové
povinnosti Zkousejictho. Zadavatel si vyhrazuje
pravo vyfadit nebo nahradit Zkousejiciho, pokud
ma Zadavatel k dispozici informace, které
naznacuji, ze: (i) Zkousejicimu se nepodafilo
vykonavat své zavazky nebo porusil Smlouvu; (ii)
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to comply with the requirements of any
authority; or (iii) Investigator has submitted false
information to Sponsor, another sponsot/client,
or any authority or notified body. Institution and
Sponsor shall diligently and cooperatively
attempt to identify a replacement for
Investigator that is acceptable to Sponsor. The
replacement Investigator shall be a Party to this
Agreement in the same manner as was the
original Investigator. The substitution of an
Investigator (“Replaced Investigator”) shall not
affect the obligations of the remaining, non-
substituted parties to this Agreement. Upon
substitution, the survival provision set forth in
Section below shall apply to the Replaced
Investigator, provided that such Replaced
Investigator shall no longer have any rights to
publish as provided herein.

1.12. Reports. Institution and Investigator
shall timely submit to Sponsor complete and
accurate case report forms (“CRFs”) and any
other records, reports, and data that may be
required to be delivered to Sponsor pursuant to
the Protocol or this Agreement (collectively
“Study Data”) in accordance with the schedules
set forth therein. Notwithstanding any longer
time period set forth in the Protocol, all CRFs
must be completed within two weeks of any
Study Subject’s visit. All other information and
data collected or prepared in connection with the
Protocol other than Study Data, such as medical
records, source worksheets, x-rays, CT scans,
MRIs, other diagnostic images, and all other
primary data sources underlying data recorded
on the case report forms (collectively “Source
Records”) shall remain at the Institution and
shall be available for inspection. In addition,
Institution and Investigator agree, and shall
ensure that Study Personnel agree, to provide
any additional data, access or assistance
reasonably requested by Sponsor in connection
with Sponsor’s submission for approval or
clearance of the Study Drug.

ZkouSejicimu se opakované ¢i zamérné nedaff
dodrzovat podminky libovolného organu; nebo
(iii) Zkousejici Zadavateli, jinému
zadavateli/klientovi nebo libovolnému orginu ¢i
oznamenému subjektu odeslal nepravdivé udaje.
Zdravotnické zafizeni a Zadavatel se peclive a
spole¢né pokusi nalézt nahradu za Zkousejiciho,
ktera bude pro Zadavatele pfijatelna. Nahradni
Zkousejici bude Smluvni stranou této Smlouvy
stejnym zpusobem, jako tomu bylo u ptvodniho
Zkousejictho. Vyména Zkousejictho (dale jen
»Nahradni zkousejici) nebude mit vliv na
zavazky ostatnich nevyménénych smluvnich
stran v této Smlouvé. Na zakladé vymény se
zbyvajici ustanoveni uvedena v Oddilu niZze
budou vztahovat na Nahradniho zkousejictho, s
tim, Ze tento Nahradni zkousSejici jiz nebude mit
zadné prava k publikaci, ktera jsou uvedena v
tomto dokumentu.

1.12. Hlaseni. Zdravotnické  zafizeni a
Zkousejici vcas predaji Zadavateli vyplnéné a
pfesné zaznamy subjekt hodnoceni (,,CRF) a
veskeré dalsi zaznamy, hlaseni a data, jejichz
doruceni muze Zadavatel pozadovat podle
Protokolu nebo této Smlouvy (souhrnné ,,Data
ze studie”) v souladu s harmonogramy zde
uvedenymi. Nehledé¢ na jakakoliv delsi c¢asova
obdobi uvedena v Protokolu museji byt vSsechny
formulate CRF vyplnény do dvou tydnt po
navstévé studijntho subjektu. Veskeré dalsi
informace a idaje shromazdéné nebo pfipravené
v souvislosti s Protokolem, kromé Dat ze studie,
napf. zdravotni zaznamy, zdrojové pracovni listy,
rentgenové snimky, snimky CT, MR, ostatni
diagnostické snimky a veskeré dal§i primarni
datové zdroje, které predstavuji zaklad dat
na  formulafich  pfipadu
(souhrnné jako ,,Zdrojové zaznamy®), zistanou
ve Zdravotnickém zafizeni a budou k dispozici
ke kontrole. Navic Zdravotnické zafizeni a
Zkousejici souhlasi, a zaroven zajisti, aby i
Personal studie souhlasil, ze poskytnou veskera
dodatecna  data, pifstup nebo soucinnost
pfiméfené pozadovanou Zadavatelem ve spojeni
se Zadavatelovym pfedanim hodnoceného léku
ke schvaleni nebo povoleni.

zaznamenanych
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1.13. Adverse Events Reporting. Investigator
shall immediately, but not later than within two
(2) calendar days after the occurrence of the
event, notify Sponsor of all adverse events (as
defined under Federal Food Drug and
Cosmetics Act, as amended). Investigator shall
make available to Sponsor all associated
documentation, including but not limited to
laboratory reports, death summary, operative
reports, for each Adverse Event. Institution and
Investigator shall notify Sponsor in writing
within twenty four (24) hours of any
communication from the EC and any state or
national authority in relation to the reporting of
adverse events. Institution and Investigator will
not provide any response, either written or oral,
to such EC or to any authority without the prior
written approval of Sponsor.

1.14. Withdrawal of EC or authority Approval.
Institution and Investigator shall notify Sponsor
within two (2) days if the EC or an authority
withdraws or alters its approval or authorization
of the Study, and within twenty-four (24) hours
by telephone and email (with a follow-up by
mail) if the EC withdraws or alters its approval
of any Investigator’s participation in the Study.

1.15. Subject Withdrawal. If a Subject does
not report for a scheduled follow-up visit
Investigator shall contact the Subject within ten
(10) days after the date of the scheduled visit
regarding the failure to keep the appointment. If
a Subject withdraws from the Study, Investigator
shall follow up with the Subject in person or by
telephone (if possible), otherwise by certified
mail, to determine the reason for the
discontinuance and complete the termination
form.

2. STUDY DRUG; MATERIALS
TRANSFER; RECORDS RETENTION;
INSPECTION; EQUIPMENT

2.1.  Study Drug.
(i) Institution and Investigator acknowledge

1.13. Hlaseni nezadoucich piithod. Zkousejici
neprodlené, avsak ne pozdé¢ji nez do dvou (2)
kalendafnich dnu po vyskytu pfithody, upozorni
Zadavatele na veskeré nezadouci pifhody (dle
definice Zakona o potravinach, lécivech a
kosmetice, ve znéni pozd¢jsich pifedpist).
Zkousejici  zpfistupni  Zadavateli  veskerou
souvisejici dokumentaci ke kazdé nezadouci
pithodé¢, a to nejen vcetné laboratornich zprav,
souhrnu tmrti, operativnich zprav. Zdravotnické
zatizeni a Zkousejici oznami pisemné Zadavateli
do dvaceti ¢tyf (24) hodin poté, co obdrzi
jakékoli sdéleni od EK nebo stiatntho ¢i
narodntho organu, souvisejici s  hlasenim
nezadoucich piithod. Zdravotnické zafizeni a
Zkousejici neposkytnou zadnou odpoved, at’ uz
pisemnou nebo ustni, takové EK nebo jinému
organu bez pfedchoziho pisemného souhlasu
Zadavatele.

1.14. Odvolani souhlasu EK nebo orginu.
Zdravotnické zafizeni a Zkousejici oznami
Zadavateli do dvou (2) dnti, pokud EK nebo jiny
organ odvola nebo zméni svdj souhlas ¢i
autorizaci Studie, a do dvaceti ¢tyf (24) hodin
telefonicky nebo emailem (a nasledné postou),
pokud EK odvold nebo zméni sviij souhlas s
ucasti Zkousejiciho ve Studii.

1.15. Odvolani subjektu. Pokud se subjekt ve
Studii neohlasi na planovanou kontrolni
navstévu, Zkousejici bude kontaktovat subjekt
ve Studii do deseti (10) dnt po datu planované
navstévy v souvislosti s nedodrzenim schuzky.
Pokud subjekt odstoupi ze Studie, Zkousejici
bude subjekt ve Studii kontaktovat osobné ci
telefonicky (je-li to mozné), nebo doporucenou
postou, aby urcil davod odstoupeni a vyplnil
formulat o ukoncen.

2. HODNOCENY LEK; PREVOZ
MATERIALU; UCHOVANI ZAZNAMU;

KONTROLY; VYBAVENI]
2.1.  Hodnoceny Iék.
0] Zdravotnické zafizeni a Zkousejici berou
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that the Study Drug and all related intellectual
property is owned and/or controlled by Sponsor
and that neither the terms of this Agreement nor
the Protocol, nor any activities conducted by
Institution, Study Personnel or Investigator for
the Study, shall be construed to grant to either
Institution, Study Personnel or Investigator any
rights in or to the Study Drug or such intellectual

property.

(i) Except as otherwise agreed by the
Parties, Sponsor will provide the Study Drug and
any control/placebo materials administered to
Study subjects as part of the Study free of charge
to Institution for administering or dispensing
solely by or under the supervision of Investigator
to Study subjects at the Study Site in strict
compliance with the Protocol.

(i)  Institution and Investigator shall use the
Study Drug solely to conduct the Study in strict
compliance with the Protocol and for no other
purpose, and shall not transfer the Study Drug to
any third parties. Institution and Investigator
shall handle, store, ship and dispose of the Study
Drug as directed by Sponsor or its designee and
in compliance with all applicable laws, rules, and
regulations.

(iv)  Sponsor shall distribute Study Drug to
the Institution’s pharmacy, where the shipment
will be taken over and checked by a pharmacist
(like other shipments — i.e. if the shipment is not
damaged, in case of special transportation
requirements, if the special requirements were
met, and will confirm intake of the shipment),
after that, the Investigator will transfer the Study
Drug to the clinic against a request form and will
be fully responsible for it. Sponsor shall notify
the responsible pharmacist authorized by the
Pharmacy about the delivery timing within 1
business day before the delivery, either by email
ot by phone and during the working hours from

na védomi, ze hodnoceny 1ék a veskeré
souvisejici dusevni vlastnictvi je majetkem
a/nebo pod spravou Zadavatele, a ze ani
podminky této Smlouvy ani Protokol nebo jiné
¢innosti provadéné Zdravotnickym zafizenim,
Personalem studie nebo Zkousejicim v této
Studii by nemély byt chapany jako udéleni
jakychkoli  prav ~ Zdravotnickému  zafizeni,
Personalu studie nebo Zkousejicimu
souvisejicich s hodnocenym lékem nebo timto
dusevnim vlastnictvim.

(i) Nedoslo-li k jinému ujednani Smluvnich
partnerti, poskytne Zadavatel ZkouSejicimu k
dispozici hodnoceny lék a veskeré kontrolni
materialy/placebo, které budou  podavany
studijnim subjektim jako soucast Studie, a to
zdarma. Zdravotnické zafizeni bude podavat
nebo vydavat piipravky studijnim subjektim na
Studijnim  pracovistt vyhradné¢ pod svym
vlastnim dohledem a duasledné v souladu s
Protokolem.

(iii) Zdravotnické  zafizeni a  Zkousejici
vyuziji hodnoceny lék vyhradné k provadeni
Studie dusledné v souladu s Protokolem a za
zadnym jinym ucelem, pficemz nebude pfevadét

hodnoceny 1ék na jakékoli tfeti strany.
Zdravotnické zafizeni a Zkousejici budou
nakladat, ukladat, pfepravovat a likvidovat

hodnoceny 1ék dle pokyna Zadavatele nebo jim
povéfené osoby a v souladu se vSemi platnymi
zakony, zasadami a predpisy.

(iv) Zadavatel doda zasilku hodnoceného 1éku do
Iékarny Zdravotnického zafizeni, kde je 1ékarnik
pfevezme a zkontroluje (jako jiné zasilky — tzn.
neni-li  posSkozena, v pfipadé¢  zvlastnich
pozadavku na transport, byly-li tyto pozadavky
dodrzeny, piijem zasilky potvrdi), nasledné si na
zadanku  zkousejici  hodnocené  pfipravky
vyzvedne na centrum, kde je za né plné
zodpovédny. Zadavatel je povinen oznamit 1
pracovni den pfed dodanim, kdy bude zasilka
do lékarny pfedana budto emailem anebo
telefonicky lékarnou povéfenému farmaceutovi,
a to v pracovni dob¢ od 8.00 hod do 16.00 hod.
Likvidaci nevyuzitych léka si Zadavatel zajisti na
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8:00 to 16:00. Disposal of unused drugs will be
provided by the Sponsor, at its own expense.

Sponsor shall distribute to:

Fakultni nemocnice v Motole
Hospital’s Pharmacy

V Uvalu 84, 150 06 Prague 5
Czech Republic

And will mark the shipment with the name of
responsible pharmacist; following persons were
appointed as responsible pharmacists:

(v) Institution and Investigator will ensure
that empty and partially used Study Drug
containers and any Study Drug remaining at the
Study close-out visit at the Study Site or upon
early termination of this Agreement are disposed
of or returned to Sponsor in accordance with the
Protocol.

(vi) Unless required by the Protocol,
Institution will not modify the Study Drug or its
container. If the Institution’s policy requires any
modification to the Study Drug container, such
modification must be approved in advance in
writing by Sponsor.

2.2. Specimens _and  Other  Materials.
Diagnostic tests, bodily fluids, tissue biopsies,
data or other materials collected for the Study
will be used by Institution and Investigator solely
for purposes of the Study and only in accordance
with the ICF and as specified in the Protocol and
this Agreement.

Maintenance and Retention.
Institution will maintain

2.3.  Records
Investigator and

vlastni naklady.

Zadavatel doda zasilku na adresu:

Fakultni nemocnice v Motole
Nemocnic¢ni 1ékarna

V Uvalu 84, 150 06 Praha 5
Ceska republika

a oznadf ji jménem zodpoveédného lékarnika;
zodpoveédnymi lékarniky byly ustanoveny:

(v) Zdravotnické zafizeni a Zkousejici zajisti,
aby prazdné a castecné pouzité  obaly
hodnoceného  léku a  veskeré  zbyvajici

hodnocené pfipravky pfi navstévé k ukonceni
Studie na Studijnim pracovisti nebo pfi
pfedcasném ukonceni této Smlouvy byly
zlikvidovany nebo vraceny Zadavateli podle
Protokolu.

(vi) Pokud  to  nevyzaduje  Protokol,
Zdravotnické  zafizeni nebude  upravovat
hodnoceny 1ék ani jeho obal. Pokud pfedpisy
Zdravotnického zafizeni vyzaduji dpravu obalu
hodnoceného 1léku, musi byt takova uwprava
pfedem pisemné schvalena Zadavatelem.

2.2. Vzorky a ostatni materialy. Diagnostické
testy, télesné tekutiny, biopsie tkani, udaje nebo
jiné materialy shromazdéné za ucelem Studie
budou pouzity Zdravotnickym zafizenim a
Zkousejicim vyhradné za ucelem Studie a pouze
v souladu s ICF a dle specifikace v Protokolu a
této Smlouvé,

2.3.  Udrzba a uchovani zaznamu. Zkousejici
a Zdravotnické zafizeni budou vést pfimefené a
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adequate and accurate records relating to the
disposition of the Study Drug and the
performance of all required Protocol procedures
on Study subjects, including but not limited to,
written source documents, medical records,
charts pertaining to individual Study subjects,
CRFs, accounting records, notes, reports, and
data. Institution will retain these documents for
the time required by applicable regulations,
including those issued by the FDA. Institution
will notify Sponsor in writing prior to
destruction of any Study-related records and, if
requested by Sponsor, shall transfer such records
to Sponsor at Sponsot’s expense.

24. Inspection and  Assistance  with
Regulatory Matters.
Q) At reasonable times and upon reasonable

notice, Sponsor and its respective appointed
representatives shall have the right to inspect,
audit, and monitor the Study Site, Institution’s
facilities, and all records described in Section 2.3.
Each of the Institution and Investigator will
cooperate with Sponsor and its appointed
representatives with respect to such inspections,
audits and monitoring visits.

(i) Institution and Investigator will notify
Sponsor immediately upon receiving notice of,
and will cooperate with Sponsor on, any
impending inspection or other action related to
the Study by the FDA, or other governmental or
regulatory authority.  Institution will allow
Sponsor’s representatives to attend any such
inspection and promptly provide Sponsor with a
copy of any documentation relating to the Study
received from or sent to the FDA or any other
regulatory authority.

(i)  Institution and Investigator shall send
Sponsor a copy of all correspondence with the
EC and FDA, including any correspondence
relating to continuing review. Institution and the
Investigator shall notify Sponsor in writing
within twenty four (24) hours of any

pfesné zaznamy ve vztahu k nakladani s
hodnocenym lékem a  provadéni vsech
Protokolem pozadovanych postupt u studijnich
subjektd, vcetné, kromé jiného, pisemnych
zdrojovych dokumentt, zdravotnich zaznamd,
tabulky tykajici se jednotlivych studijnich
subjektda, formulata CRF, ucetnich zaznamu,
poznamek, hlaseni a dat. Zdravotnické zafizeni
uchova tyto dokumenty po dobu vyzadovanou
platnymi pfedpisy, véetné téch vydanych dfadem
FDA. Zdravotnické zafizeni oznami Zadavateli
pisemné pred znehodnocenim  jakychkoli
zaznamu souvisejicich se Studif, pokud to
Zadavatel pozaduje, a pfepravi tyto zaznamy
Zadavateli na naklady Zadavatele.

2.4, Kontrola a soudinnost v _regulacnich
zalezitostech.

Q) V  rozumné dobé a na zdkladé
rozumného oznameni budou mit Zadavatel a
pifslusni jim stanoveni zastupci pravo ke
kontrole, auditu a monitorovani Studijniho
pracovisté, prostor Zdravotnického zafizeni a
veskerych zaznamu popsanych v Oddilu 2.3. 1
Zdravotnické zafizeni i ZkousSejici budou se
Zadavatelem a jim povéfenymi  zastupci
spolupracovat s ohledem na kontrolni,
auditorské a monitorovaci navstevy.

(i) Zdravotnické  zafizeni a Zkousejic
neprodlen¢ oznami Zadavateli pfijeti oznameni o
blizici se kontrole nebo jiné akci souvisejici se
Studii od ufadu FDA nebo jiného vladntho ¢i
regulacniho ufadu, a bude v této souvislosti se
Zadavatelem  spolupracovat. Zdravotnické
zafizeni umozni zastupcim Zadavatele ucastnit
se veskerych takovych kontrol a ithned poskytne
Zadavateli kopii veskeré dokumentace souvisejici
se Studii, kterou obdrzi nebo odesle ufadu FDA
nebo jinému regula¢nimu uradu.

(iii) Zdravotnické  zafizeni a  Zkousejici
Zadavateli odeslou kopii veskeré korespondence
s EK a FDA, a to v¢etné korespondence, ktera
souvisi s pokracujici kontrolou. Zdravotnické
zafizeni a ZkouSejici pisemné oznami Zadavateli
do dvaceti ¢tyf (24) hodin poté, co obdrzi
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communication from EC and any national or
state authority. Institution and the Investigator
will not provide any response, either written or
oral, to the EC or to any authority without the
prior written approval of Sponsor.

(iv) At Sponsor’s request and expense,
Institution and/or Investigator, as appropriate,
will assist Sponsor in the preparation and
submission of investigational new  drug
applications, new drug applications, and any
other pre-market applications relating to the
Study as may be required by the FDA or other
regulatory authorities, and will attend meetings
with such regulatory authorities regarding such
applications.

3. REPRESENTATIONS AND
WARRANTIES

3.1.  Institution represents and warrants that it
has the legal authority to enter into this
Agreement and that the terms of this Agreement
are not in conflict with any other agreements to
which it is legally bound. Institution will not,
and shall ensure that Investigator will not, enter
into any agreement or engage in any activities
that would materially impair its or his/her ability
to complete the Study in accordance with this
Agreement and the Protocol.

3.2.  Institution represents and warrants that
the Investigator is fully qualified as a medical
practitioner  under  applicable laws and
regulations of the Czech Republic and is fit to
petform  his/her obligations under this
Agreement. Institution represents and warrants
that it will not, in the course of performing the
Study, use in any capacity the services of any
person or entity who has been debarred,
disqualified as an investigator, or restricted by
the FDA pursuant to the Generic Drug
Enforcement Act of 1992 or legal regulation
applicable in the Czech Republic. Institution
represents that none of the Institution,
Investigator or the Study Personnel (i) has been
found by any local, county, state or national

jakékoli sdéleni od EK nebo narodniho ¢i
statnfho  organu. Zdravotnické zafizeni a
Zkousejici neposkytne zadnou odpovéd, at’ uz
pisemnou nebo ustni, EK nebo jinému organu

bez  pfedchozitho  pisemného souhlasu
Zadavatele.

(iv) Na zadost a vylohy Zadavatele
Zdravotnické  zafizeni a/nebo  Zkousejici

poskytnou Zadavateli soucinnost na pfipravé a
odeslani ~ Zzadosti o  registraci  nového
hodnoceného 1éku, zadosti o registraci nového
léku a jinych zadosti pfed uvedenim na trh, které
souviseji se Studif a mohou byt vyzadovany FDA
nebo jinymi regulacnimi ufady, a ucastni se
schiizek s témito regula¢nimi urady v souvislosti
s témito zadostmi.

3. PROHLASENI A ZARUKY

3.1.  Zdravotnické =zafizeni prohlasuje a
zarucuje, Ze je opravnéno uzaviit tuto Smlouvu a
ze podminky této Smlouvy nejsou v rozporu s
jinymi smlouvami, k nimz je pravné vazano.
Zdravotnické zafizeni neuzavte, a zafidi, aby tak
jednal 1 ZkousSejici, Zadnou dohodu ani se
nebude ucastnit ¢innosti, které by mohly fyzicky
oslabit jeho schopnost dokondit tuto Studii v
souladu s touto Smlouvou a timto Protokolem.

3.2.  Zdravotnické zafizeni prohlasuje a
zarucuje, ze Zkousejici je plné zpusobily jako
lékai dle platnjch zakont a piedpisi Ceské
republiky a je kvalifikovany vykonavat své
zavazky dle této Smlouvy. Zdravotnické zafizeni
prohlasuje a zarucuje, ze v prubc¢hu vykonavani
této Studie v zadném rozsahu nevyuzije sluzby
jiné osoby nebo subjektu, kterym byla zakazana
¢innost nebo které byly uc¢inény nezpusobilé jako
zkousejici nebo jejichz cinnost byla omezena
americkym Ufadem pro kontrolu potravin a lé¢iv
(FDA) v souladu se Zikonem o prosazovani
generickych 1é¢iv (Generic Drug Enforcement
Act) z roku 1992 nebo pravnim pfedpisem
zavaznym v Ceské republice. Zdravotnické
zafizeni prohlasuje, ze nikdo ze Zdravotnického
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authority, to have violated any applicable laws,
(i) has received a warning from such authority
ot other similar regulatory letter, or if it/he/she
has, then all outstanding issues have been
resolved to the satisfaction of the authority, (iii),
has been debarred to perform profession of a
physician, convicted of any offense defined in
Applicable Laws, or otherwise deemed ineligible
for exercising profession of a physician, nor is
aware of any pending or potential actions that
would give rise to any such ineligibility, (iv) is the
subject of a disqualification proceeding or has
not been disqualified as a clinical investigation
participant pursuant to any authority rules, (v)
has been terminated from any investigation or
research project by any local, county, state or
national authority, or by a sponsor for clinical or
medical misconduct, and (vi) has had his/her/its
right to provide healthcare restricted or
suspended. Institution additionally warrants that
(i) Institution, Investigator and Study Personnel
have the full and unrestricted right to disclose
any  information, know-how, materials,
knowledge or data disclosed by them in the
performance of this Agreement; (i) Institution,
Investigator and Study Personnel have, and shall
maintain throughout the term of the Study, all
necessary licenses, permits, immunizations, and
authorization to conduct the Study; and (iii) all
electronic records shall be transmitted to
Sponsor in accordance with all Applicable Laws.
Institution and Investigator shall notify Sponsor
in writing within five (5) days of any change to
the foregoing warranties or covenants

3.3.  Institution represents and warrants that
Investigator and all other Study Personnel are, or
prior to the commencement of the Study, will be
contractually obliged to convey to Institution all
title and interest to Study results and Study
Inventions as defined below. In addition,
Institution shall ensure that Investigator and all
Study Personnel comply with the provisions of

zafizeni, ZkouSejicich nebo ze clent Personalu
studie (1) nebyl mistnim, oblastnim, statnim nebo
narodnim organem shledan vinnym z poruseni
platnych zakonua, (i) neobdrzel varovani od
takového organu nebo jiny obdobny dopis od
regulacniho dfadu, a pokud ano, potom byly
veskeré nevyfizené zalezitosti urovnany ke
spokojenosti  organu, (i) nema zakazano
vykonavat cinnost lékafe, nebyl odsouzen za
pfecin definovany v piislusnych zakonech, ani
jinym  zpusobem  neni  povazovan = za
nezpusobilého pro vykon cinnosti lékafe, ani si
neni védom budoucich ¢i potencialnich krok,
které by vedly k takové nezpusobilosti, (iv) nenf
pfedmétem diskvalifikacni procesu ani nebyl
diskvalifikovan ~ jako  ucastnik  klinického
vyzkumu podle pfedpistu jakéhokoli organu, (v)
nebyl vyloucen 2z jakéhokoli vyzkumu ¢i
vyzkumného projektu mistnim, oblastnim,
staitnim  nebo  narodnim  organem  nebo
zadavatelem v dusledku nespravného pocinani v
klinické ¢i 1ékatské oblasti, a (vi) neni omezen ani
suspendovan v pravu na poskytovani zdravotni
péce. Zdravotnické zafizeni také zarucuje, ze (i)
Zdravotnické zafizeni, Zkousejici a Personal
studie maji Gplné a neomezené pravo zpfistupnit
jakékoliv informace, know-how, materidly, a
udaje, které jim byly zpfistupnény pfi vykonavani
této  Smlouvy; (i) Zdravotnické zafizeni,
Zkousejici a clenové Personalu studie maji a v
prabéhu doby trvani této Studie si uchovaji
veskera nezbytna opravnéni, povoleni, imunizace
a licence k provadéni Studie; a (iii) veskeré
elektronické zaznamy budou pfedany Zadavateli
v souladu s platnymi zakony. Zdravotnické
zatizeni a Zkousejici pisemné oznami Zadavateli
do péti (5) dna veskeré zmény vyse uvedenych
prohlaseni a klauzuli

3.3.  Zdravotnické zafizeni prohlasuje a
zarucuje, ze Zkousejici a vsichni ostatni ¢lenové
Personalu studie jsou nebo pfed zahajenim
Studie budou smluvné zavazani pfevést na
Zdravotnické zafizeni veskeré naroky a podily na
vysledcich Studie a objevech ve Studii, jak je to
definovano niZze. Navic Zdravotnické zafizeni
zajisti, ze Zkousejici a vSichni ¢lenové Personalu
studie budou dodrzovat ustanoveni v této
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this Agreement.
4, CONFIDENTIALITY

4.1. Institution will (and will cause
Investigator and Study Personnel to) keep strictly
confidential and not disclose to third parties all
information provided by or on behalf of
Sponsor or that is generated, discovered, or
obtained by any Party as a result of the Study
(other than patient medical records), including
the Study results, Study Inventions and
information related thereto (“Confidential
Information”). Institution and Investigator will
use, and will cause Study Personnel to use,
Confidential Information only for purposes of
the Study and for no other purpose. The
obligations of this Section 4 will survive
expiration or termination of this Agreement for
a period of ten (10) years after the Study is
complete at all Study sites.  Confidential
Information will not include information that:

(1) is or becomes publicly available through
no fault of Investigator, Study Personnel or
Institution;

(i) was known to Investigator or Institution
without obligation of confidentiality prior to
receiving it either directly or indirectly from
Sponsor under this Agreement, as demonstrated
by written records predating the date it was
learned by Investigator or Institution from
Sponsor;

(i) is disclosed to Investigator or Institution
by a third party without violation of law or any
obligation of confidentiality; or

(iv) can be shown by written records of
Institution or Investigator to have been
independently developed by Institution or
Investigator without reference to or reliance
upon any Confidential Information.

4.2, Notwithstanding any other provision of

Smlouveé.
4. DUVERNOST

4.1.  Zdravotnické zafizeni bude (a zajisti, aby
tak konal i Zkousejici a Personal studie) nakladat
s veskerymi informacemi, které obdrzeli od
Zadavatele nebo jeho jménem, nebo které jsou
vytvofeny, objeveny nebo ziskany od libovolné
Smluvni strany v dusledku této Studie (s
vyjimkou zdravotnich zaznamu pacientt), jako s
pfisné davérnymi a nezpifistupni je tfetim
stranam, a to vcetn¢ vysledku Studie, objevt ve
Studii a informaci s timto souvisejicimi (dale jen
,2Duvérné informace®). Zdravotnické zafizeni a
Zkousejici pouziji Davérné informace vyhradné
k ucelim této Studie a k zadnym jinym dcelim a
zajisti, aby tak konal i Personal studie. Zavazky
vyplyvajici z Oddilu 4 budou v platnosti i po
skonceni platnosti ¢i vypoveédi této Smlouvy po
obdobi deseti (10) let po dokonceni Studie ve
vsech  studijnich ~ pracovistich. — Duvérné
informace nezahrnuji takové informace, které:

(i) jsou nebo se stanou vefejné¢ dostupnymi
ne kvuali chybé Zkousejictho, Personalu studie
nebo Zdravotnického zafizenf;

(ii) byly  znamy  Zkousejicimu  nebo
Zdravotnickému  zafizeni  bez zavazku
mlcenlivosti pfed tim, nez je ziskali, a to bud
pfimo ¢i nepfimo, od Zadavatele podle této
Smlouvy, jak je uvedeno v pisemnych zaznamech
star§ich nez datum, kdy se je Zkousejici nebo
Zdravotnické zatizeni dozvédéli od Zadavatele;

(i)  jsou Zkousejicimu nebo Zdravotnickému
zafizeni{ pfedany tfeti stranou, aniz by doslo k
poruseni nebo jiného  zavazku
mlcenlivosti; nebo

(iv) lze  prokazat pisemnymi  zaznamy
Zdravotnického zafizeni nebo Zkousejiciho, Ze
byly  nezavisle vytvofené  Zdravotnickym
zafizenim ¢i ZkouSejicim, a to bez souvislosti ¢i
zavislosti na jakychkoli Davérnych informacich.

zakona

4.2.  Bez ohledu na jakakoli dalsi ustanoveni v
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this Agreement, Institution and Investigator may
disclose Confidential Information only to the
extent required:

(i) to comply with an  applicable
governmental law, rule, regulation or order, after
prompt notice to Sponsor and provided that
Investigator and Institution cooperate with
Sponsor’s efforts to limit such disclosure by
appropriate legal means;

(i) to protect any Study subject’s safety or
provide appropriate medical care for any Study
subject, or to prevent a public health emergency
with prompt notice to Sponsor;

(i)  for  purposes of insurance  or
reimbursement by a third party payer for medical
treatment of a Study subject related to the
procedures included in the Protocol.

5. PUBLICATION

The Study is part of a multi-site study, and
publication or presentation of the results of the
Study conducted at the Institution shall not be
made before the first multi-site publication by
Sponsor. If there is no multi-site publication
within eighteen (18) months after the Study has
been completed or terminated at all Study sites,
and all data has been received, Investigator shall
have the right to publish and or present its
results (but not the results of any other site)
from the Study (each, a “Publication”), subject
to the following notice requirements.
Investigator ~ will ~ submit all  proposed
Publications along with the name of the intended
scientific journal, forum or conference, to
Sponsor sixty (60) days prior to submission of
the Publication. Institution and Investigator will
delete references to Sponsor’s Confidential
Information (other than Study results) in any
paper or presentation and, at Sponsor’s request,
delay such Publication for up to sixty (60) days
in order to permit Sponsor to obtain appropriate
intellectual ~ property  protection on  any

této Smlouvé mohou Zdravotnické zafizeni a
Zkousejici zvefejnit Duvérné informace pouze v
rozsahu vyzadovaném:

() pfi  dodrzovani platného  vladniho
zakona, pravidla, pfedpisu ¢ nafizeni, po
urgentnim  oznameni  Zadavateli a  za
pfedpokladu, ze Zkousejici a Zdravotnické
zafizen{ spolupracuji se Zadavatelem a spolu
usiluyfi o omezeni takového  zvefejnéni
piislusnymi pravnimi prostfedky;

(i) k  ochran¢  bezpecnosti  studijnfho
subjektu nebo k poskytnuti pfislusné lékatské
péce jakémukoli studijnimu subjektu, pfipadné k
zabranéni nepfedvidanych okolnosti ve vefejném
zdravi s okamzitym oznamenim Zadavateli;

(i) ucely pojisténi nebo thrady platci tfetich
stran za lékafské osetfeni studijnfho subjektu,
které souvisi s postupy zahrnutymi v Protokolu.

5. PUBLIKACE

Studie je soucasti multicentrické studie, takze
publikace nebo prezentace vysledkt Studie
provedena Zdravotnickym zafizenim nebude
provedena pfed prvni multicentrickou publikaci
Zadavatelem. V pfipadé, Zze nedojde k Zadné
multicentrické publikaci do osmnacti (18) mésica
po ukonceni nebo vypovézeni Studie ve vsech
Studijnich pracovistich a veskera data byla
piijata, Zkousejici bude mit pravo publikovat
nebo predlozit své vysledky (ale ne vysledky
zadného jiného pracovisté) ze Studie (jednotliveé
jako ,,Publikace®), coz podléhd nasledujicim
pozadavkim k oznameni. Zkousejici odesle
veskeré navrhy Publikaci, spolu s nazvem
zamysleného védeckého casopisu, fora ci
konference, Zadavateli Sedesat (60) dni pfed
odeslanim Publikace. Zdravotnické zafizeni a
ZkouSejici  odstrani odkazy na Duvérné
informace Zadavatele (kromé vysledka Studie) v
papirové podobé ¢i jakékoli prezentaci, na zadost
Zadavatele, dale pozdrzi takové zvefejnén{ az o
sedesat (60) dnt za ucelem umoznéni Zadavateli
zajistit pfislusnou ochranu dusevniho vlastnictvi
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Confidential Information contained in the

Publication.
6. OWNERSHIP AND INVENTIONS

6.1.  Sponsor owns all Study Data, Study
results;, CRFs and all other information
generated as a result of or in connection with the
conduct of the Study, excluding Institution’s
patient medical records and Investigator’s
personal notes. Sponsor hereby grants to the
Institution a non-exclusive, non-transferable,
non-sublicensable right to use the Study results
solely for its own internal, non-commercial
research, patient care, and educational purposes
subject to the terms of Section 5.

6.2. All inventions, ideas, methods, works of
authorship, know-how or discoveries that are
made, conceived, or reduced to practice by
Institution, Investigator or Study Personnel: (i)
as a result of or in connection with the conduct
of the Study; (i) that incorporate or use
Confidential Information; or (iii) that are directly
related to the Study Drug, and in each case
together with all intellectual property rights
relating thereto (collectively, “Study
Inventions”), will be the sole and exclusive
property of Sponsor or its designee. Institution
and Investigator will, and will cause all Study
Personnel to, promptly disclose all Study
Inventions to Sponsor in writing. Institution
hereby assigns, and will cause Investigator and
Study Personnel to assign, all right, title and
interest in all Study Inventions to Sponsor or its
designee. At Sponsotr’s request and expense,
Institution shall take, and shall cause Investigator
and Study Personnel to take, all additional
actions as Sponsor deems necessary to perfect
the interest of Sponsor or its designee in Study
Inventions or to obtain patents or otherwise
protect the interest of Sponsor or its designee in
Study Inventions.

na vesSkeré Duvérné informace obsazené ve
zvefejnénych materialech.

6. VLASTNICTVI AVYNALEZY

6.1. Zadavatel vlastni vSechna Data ze studie,
vysledky Studie, formulafe CRF a vSechny dalsi
informace vytvofené v duasledku nebo ve spojeni
s provadénim této Studie, s vyjimkou
zdravotnich zaznamu pacienti Zdravotnického
zafizeni a osobnich poznamek Zkousejiciho.
Zadavatel timto ud¢luje  Zdravotnickému
zafizen{ nevyhradni, neptrevoditelné,
nesublicencovatelné pravo pouzivat vysledky
Studie vyhradné pro své vlastni vnitini
neobchodni vyzkumy, péci o pacienta a
vzdélavac] ucely s ohledem na podminky v

Oddilu 5.

6.2.  Veskeré vynalezy, myslenky, metody,
autorska dila, know-how a objevy, které budou
ucinény, vymysleny nebo uvedeny do praxe
Zdravotnickym zaffzenim, Zkousejicim nebo
clenem Persondlu studie: (1) vysledkem nebo v
souvislosti s provadénim Studie; (i) které
zahrnuji nebo pouzivaji Duvérné informace;
nebo (iii) které pifimo souvisi s hodnocenym
lékem, pficemz v kazdém piipadé budou spolu s
pravy na dusevni vlastnictvi zde uvedenymi
(souhrnné jako ,,Vynalezy ve studii®)
jedinecnym a vyhradnim vlastnictvim Zadavatele
nebo jim povéfené osoby. Zdravotnické zafizeni
a Zkousejici ihned pfedaji vynalezy ve Studii
pisemné Zadavateli a zajisti, aby tak ucinil 1
Personal studie. Zdravotnické zafizeni timto
postupuje, a zajisti, aby i Zkousejici a clenové
Personalu studie postoupili, veskera prava,
pravni tituly a podily na veskerych objevech ve
Studii Zadavateli nebo jim povéfené osobé. Na
zadost a  naklad Zadavatele podnikne
Zdravotnické zafizeni, které zaroven zajisti, aby 1
ZkouSejici a Personal studie podnikli, veskeré
dalsi kroky, které Zadavatel povazuje za
nezbytné k vylepseni podilu Zadavatele nebo jim
povérené osoby na objevech ve Studii nebo k
ziskan{ patentt, ¢i jinym zpusobem ochrani
zajmy Zadavatele nebo jim povéfené osoby na
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7. INDEMNIFICATION

7.1.  Sponsor will indemnify, defend and hold
harmless Institution and its employees, Study
Personnel (“Institution Indemnitee(s)”) for
any losses, costs, expenses or harm finally
awarded by court order or judgment or finally
paid in settlement (including reasonable
attorney’s fees) (“Losses”) incurred by an
Institution Indemnitee arising from any third
party claim based upon the personal injury or
death to a subject enrolled in the Study, which
personal injury or death was directly caused by
(a) the Study Drug used in strict accordance with
the Protocol and this Agreement during the
course of the Study, or (b) the performance of
any procedure required by the Protocol that
would not have been performed but for such
subject’s participation in the Study that was
performed in accordance with the Protocol and
this Agreement. Sponsor will not indemnify,
defend or hold harmless Institution Indemnitees
for Losses to the extent such Losses arise out of:
(i) failure of an Institution Indemnitee to
conduct the Study in accordance with the
Protocol, the terms of this Agreement or any
applicable law, rule, guidance, or regulation of
the Czech Republic; (i) the negligence, or willful
misconduct on the part of any Institution
Indemnitee; or (iif) a breach of any of the
Institution’s obligations under this Agreement.

7.2.  Institution will indemnify, defend and
hold harmless Sponsor and its officers, directors,
employees and agents (“Sponsor
Indemnitee(s)”) from any Losses incurred by a
Sponsor Indemnitee arising from any third party
claim based upon: (i) any failure of an Institution
Indemnitee to conduct the Study in accordance
with the Protocol, the terms of this Agreement
or any applicable law, rule, guidance, or

objevech ve Studii.

7. ODSKODNENT

7.1.  Zadavatel Zdravotnické zafizeni a jeho
zaméstnance, Personal studie
(,,Odskodtiovana[-¢] osoba[-y]

zdravotnického zafizeni®) odskodni, bude je
branit a obhajovat pfed veskerymi ztratami,
naklady, vydaji nebo Ujmami definitivné
udélenymi na zakladé soudniho pifkazu nebo
rozsudku nebo posléze proplacenymi na zakladé

vypofadani  (vCetné pfiméfenych  pravnich
poplatk) (,Ztraty ), které vzniknou

Zdravotnickym zafizenim odskodnované osobé
v disledku naroku jakékoli tfeti strany v
souvislosti s Gjmou na zdravi ¢i imrtim subjektu
registrovaného ve Studii, jejichz Gjma na zdravi
¢i umrti bylo pfimo zavinéno (a) hodnocenym
lékem pouzitym duasledné podle Protokolu a této
Smlouvy v prub¢hu této Studie, nebo (b)
provadénim jakéhokoli postupu vyzadovaného
Protokolem, ktery by jinak proveden nebyl, ale
pfi ucasti tohoto subjektu v této Studii proveden
byl v souladu s Protokolem a touto Smlouvou.
Zadavatel neodskodni ani nebude branit ¢i
obhajovat odskodnované osoby zdravotnického
zafizen{ za Ztraty v rozsahu, kdy jsou tyto Ztraty
v dusledku: (i) poruseni odskodnované osoby
Zdravotnického zafizeni provadét Studii v
souladu s Protokolem, podminkami této
Smlouvy nebo jinym platnym  zakonem,
pravidlem, pokynem & piedpisem  Ceské
republiky; (i) nedbalosti nebo  umyslné
pochybeni ze strany Zdravotnickym zafizenim
odskodnované osoby; (1))  poruseni
zavazka  podle této  Smlouvy strany
Zdravotnického zatizeni.

nebo
ze

7.2. Zdravotnické zafizeni odskodni, bude
branit a obhajovat Zadavatele a jeho ufedniky,
feditele, zaméstnance a  zprostiedkovatele
(,,Odskodniovana[-é] osoba[-y] Zadavatele®)
pfed  veskerymi  Ztratami  zpusobenymi
Odskodnovanou osobou Zadavatele, které
vzniknou v duasledku naroku jakékoli tret{ strany
na zaklade: (i) jakékoliv poruseni odskodnované
osoby Zdravotnického zafizeni provadét Studii v
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regulation; (ii) negligence, or willful misconduct
on the part of any Institution Indemnitee; or (iii)
a breach of any of the Institution’s obligations
under this Agreement.

7.3.  Institution will not indemnify, defend or
hold harmless Sponsor Indemnitees for Losses
to the extent such Losses arise out of: (i) any
failure of a Sponsor Indemnitee to act in
accordance with the terms of this Agreement or
any applicable law, rule, guidance or regulation;
or (i) the negligence, recklessness or willful

misconduct on the part of any Sponsor
Indemnitee.
7.4.  Each potentially indemnified Party will

provide the other Party with prompt written
notice of any third party claim for which
indemnification is sought. The indemnifying
Party shall have sole control over the defense
and settlement of any third party claim provided
it does so diligently, in good faith, and using
reasonably experienced counsel with expertise in
the relevant field, and the indemnified Party will
reasonably cooperate in the defense of such a
claim. The indemnified Party will not settle any
third party claim against it without the
indemnifying Party’s prior written consent,
which consent shall not be unreasonably
withheld. The indemnified Party may, at its own
expense, seek the advice of independent legal
counsel.

8.  INSURANCE AND SUBJECT
INJURY

8.1. Sponsor declares and certifies that it will
provide insurance of the Study in accordance
with § 52 par. 3, letter f), of the Act no.

378/2007 Coll., on Pharmaceuticals, as
amended.
The Institution declares that it maintains

souladu s Protokolem, podminkami této
Smlouvy nebo jinym plathym zakonem,
pravidlem, pokynem ¢ pfedpisem; (i)

nedbalosti, nebo umyslné pochybeni ze strany
Zdravotnickym zafizenim odskodnované osoby;
nebo (iii) poruseni zavazka podle této Smlouvy
ze strany Zdravotnického zafizeni.

7.3.  Zdravotnické zafizeni neodskodni ani
nebude branit ¢ obhajovat Odskodnované
osoby Zadavatele za Ztraty v rozsahu, kdy jsou
tyto Ztraty v dusledku: (i) jakéhokoliv selhani
odskodnované osoby Zadavatele pfi provadéni
Studie v souladu s podminkami této Smlouvy

nebo jinym platnym zakonem, pravidlem,
pokynem ¢ pfedpisem; (i) nedbalosti,
nezodpovédného jednani nebo umyslného
jednani ze strany odskodnované osoby
zadavatele.

7.4.  Kazda potencialné¢ odskodnéna Smluvni

strana ihned pisemné oznami dalsi Smluvni
stran¢ veskeré naroky tfeti strany, za které ma
byt provedeno odskodnéni. Odskodnujici strana
ma uplnou kontrolu nad obranou a urovnanim
naroku tfeti strany, za pfedpokladu ze je to
provedeno dusledné, v dobré vife, s pouzitim
pfiméfené zkuSeného pravniho konzultanta s
odbornosti v dané problematice, a Ze
odskodnéna strana bude rozumné spolupracovat
pii obrané takového naroku. Odskodnéna strana
neurovna narok tfeti strany vuci sobé, aniz by
nejdifve ziskala pisemny souhlas odskodnujici
strany, kteryzto nebude mozné bezdavodné
odvolat. Odskodnéna strana muze na své vlastni
naklady vyhledat radu nezavislého pravniho
poradce.

8. POJISTENI A UJMA NA ZDRAVI

8.1. Zadavatel prohlasuje a potvrzuje, ze v
souladu s ustanovenim § 52 odst. 3, pism. f) zak.
¢. 378/2007 Sb., o 1écivech, ve znéni pozdéjsich
predpist, zajisti pojisténi klinického hodnoceni.
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insurance policy in accordance with § 45 par. 2
letter n) of the Act no. 372/2011 Coll., on
Medical Services, with respect to liability for
damage caused while providing medical care.
This insurance policy is concluded in the legally
required extent. According to § 45 par. 2 letter.
n), of the Act no. 372/2011 Coll,, the insurance
must be maintained for the entire length of the
Institution’s provision of medical care.

8.2.  Institution will provide emergency
medical treatment to Study subjects who suffer
an adverse reaction or injury during the Study.
Sponsor will reimburse Institution for the
reasonable and necessary costs of providing such
medical treatment, to the extent the adverse
reaction or injury was directly caused by the use
of the Study Drug in accordance with the
Protocol or procedures performed in accordance
with the Protocol. Notwithstanding the
foregoing, Sponsor’s obligation to reimburse
Institution will not apply where such adverse
reaction or injury is caused by: (i) the negligence
or misconduct of Institution, Investigator or
Study Personnel; (ii) a failure to adhere to the
Protocol, other written instructions provided by
Sponsor, or applicable laws, rules, guidance, or
regulations; or (i) a pre-existing medical
condition or underlying disease of the Study
subject, which was not caused by his/her
participation in the Study.

83. If at any time during the Study,
Institution, Investigator or Sponsor reasonably
concludes that any Study subject should

immediately be withdrawn from participation in
the Study, the Parties will cooperate to safely
withdraw such Study subject.

9. GENERAL

9.1.  Publicity. Neither Party will use the
name of the other Party or the other Party’s
employees or any of their trademarks in any

Zdravotnické zafizeni prohlasuje, ze ma dle § 45
odst. 2 pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich  sluzbach pojistnou
smlouvu na pojisténi odpovédnosti za skodu
zpusobenou pfi poskytovani zdravotni péce.
Tato pojistna smlouva je uzaviena v zakonem
pozadovaném rozsahu. Dle § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb. musi byt pojisténi
uzavieno po celou dobu, po  kterou
Zdravotnické zafizeni poskytuje zdravotni péci.

uzavienu

8.2.  Zdravotnické zafizeni poskytne veskerou
neodkladnou  lékafskou  pééi  studijnim
subjektim, u kterych se b¢hem Studie objevi
nezadouci reakce nebo Gjma na zdravi. Zadavatel
uhrad{ Zdravotnickému zafizeni pfiméfené a
nezbytné naklady pfi poskytovani takové
lékatské péce, a to v rozsahu nezadoucich reakci
nebo ujmy, které byly piimo zpusobeny
uzivanim hodnoceného léku podle Protokolu
nebo postupt provedenych v souladu s
Protokolem. Bez ohledu na vyse uvedené,
Zadavatelav zavazek uhradit vydaje
Zdravotnického zafizeni se nevztahuje na
situace, kdy byly takové nezadouci reakce nebo

umy  zpusobeny: (i)  nedbalosti  nebo
pochybenim Zdravotnického zafizeni,
Zkousejictho nebo  Personalu  studie; (i)

nedodrzenim Protokolu, dalsich pisemnych
pokynti dodanych Zadavatelem, nebo platnych
zakont, pravidel, pokynu ¢i predpisi; nebo (iii)
difve existujicim zdravotnim stavem nebo
skrytym onemocnénim studijniho subjektu, které
nebylo vyvolano jeho ucasti ve Studii.

8.3.  Pokud kdykoli bé¢hem Studie dojdou
Zdravotnické  zafizeni, = Zkousejici  nebo
Zadavatel k rozumnému zavéru, ze by studijni
subjekt mél byt okamzité vyfazen z ucasti ve
Studii, Smluvni strany poskytnou soucinnost k
bezpe¢nému takového  studijnfho
subjektu.

vyfazeni

9. OBECNA USTANOVENI]

9.1. Propagace Zadna ze smluvnich stran
nepouzije nazev jiné smluvni strany nebo
zaméstnanct této smluvni{ strany ani jejich
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advertising, sales promotional material, or press
release without the other Party’s prior written
approval, except to the extent such disclosure is
reasonably necessary for: (i) regulatory filings,
including filings with the U.S. Securities and
Exchange Commission or the FDA (or any
equivalent oversight body in a country other
than the United States); (i) prosecuting or
defending litigation; and (iii) complying with
applicable  laws, rules, and regulations.
Notwithstanding the foregoing, Sponsor may,
without prior consent, publicly disclose
information about Institution and Investigator as
required by applicable law, including, but not
limited to identifying Institution as the entity that
is conducting the Study, Investigator as
conducting the Study at Institution, and the
amount of funding provided to Institution by
Sponsor for the conduct of the Study.

9.2.  Material  Non-public  Information.
During the course of the Study, Investigator and
other employees of Institution may have access
to material non-public information about
Sponsor and its research partners that are
publicly traded companies. In order to avoid any
potential or actual conflict of interest, Institution
and Investigator will refrain from, and cause all
Study Personnel to refrain from, trading in any
securities of Sponsor or its research partners, or
recommending that others do so, during the
term of the Study when in possession of material
non-public information of Sponsor. This Section
9.2 will not restrict Institution or Investigator, or
entity of which Institution may be a part, from
participating in pooled investment vehicles such
as mutual funds.

9.3.  Relationship. For the purposes of this
Agreement, the Parties are independent
contractors and nothing contained in this
Agreement will be construed to place them in
the relationship of partners, principal and agent,
employer and employee or joint venturers.
Neither Party will have the power or right to
bind or obligate the other Party, or hold itself

obchodnich znacek v reklamé, propagacnich
materidlech nebo tiskovych zpravach bez
pfedchoziho pisemného souhlasu této druhé
smluvni strany, s vyjimkou situaci, kdy je takové
zvefejnéni v rozumné mife nezbytné pro: (i)
regulacni podani, véetn¢ podani Komisi USA
pro burzu a cenné papiry nebo FDA (nebo
obdobny dohlizeci organ v jiné zemi nez USA);
(ii) soudni spory nebo obhajobu pii sporech; a
(iii) dodrzeni platnych zakont, zasad a pfedpist.
Bez ohledu na vyse uvedené muze Zadavatel bez
pfedchoziho souhlasu zvefejnit informace o
Zdravotnickém zafizeni a Zkousejicim, podle
pozadavku platného zdkona, a to vcetne, krome
jin¢ho, identifikace Zdravotnického zatizeni jako
subjektu, ktery provadi tuto Studii, Zkousejiciho,
ktery provadi Studii ve Zdravotnickém zafizeni,
a financni c¢astku poskytnutou Zdravotnickému
zaf{zeni Zadavatelem pro provadéni Studie.

9.2.  Dudalezité nevefejné informace. Béhem
této Studie mohou mit ZkouSejici a ostatni
zaméstnanci Zdravotnického zafizeni pfistup k
dulezitym nevefejnym informacim o Zadavateli a
jeho vyzkumnych partnerech, kterymi jsou
vefejné obchodujici spolecnosti. Aby se predeslo
potencialnimu ¢i existujicimu stfetu zajmu, zdrzi
se  Zdravotnické  zafizeni a  Zkousejici
obchodovani s cennymi papiry Zadavatele, ¢i
jeho vyzkumnych partnert, a totéz zajisti od
Personalu studie, pfip. ostatnim doporuci, aby se
takového jednani zdrzeli, a to béhem obdobi
trvani  Studie, kdy jsou dulezité nevefejné
informace Zadavatele v jejich drzeni. Oddil 9.2

neomezi Zdravotnické zafizeni nebo
ZkousSejictho ¢i subjekt, jehoz soucasti muze
Zdravotnické  zafizeni byt, na ucasti ve
spolecnych  investicich, napf.  spolecnych
fondech.

9.3.  Vztahy. Pro ucely této Smlouvy jsou

smluvn{ strany nezavislymi smluvnimi partnery a
nic, co je soucasti této Smlouvy, nelze vykladat
tak, Ze jsou ve vztahu partnerském, hlavnim a
zprostfedkovatelském, vztahu zaméstnavatele a
zamestnance nebo ve spole¢ném  podniku.
Z4dna Smluvni strana nebude mit moc ¢ pravo
zavazat druhou Smluvni stranu k néjakym

Strana 21 z 34

MM-302-02-02-03 —

Page 21 of 34



out as having such authority.

9.4. Term. Unless terminated eatlier by
written notice of one Party to the other in
accordance with Section 9.5, this Agreement will
expire upon the later of the date on which: (i)
Sponsor has received all propetly completed
CRFs from Institution; (i) Institution has
resolved all data clarification queries, and
submitted the closeout reports to the IRB and to
Sponsor to Sponsor’s satisfaction; (i) all
Institution  closeout activities have been
completed; and (iv) Sponsor has made all
payments and reimbursements and collected all
refunds due under this Agreement.

9.5.  Termination. This Agreement may be
terminated by Sponsor at any time for any
reason upon thirty (30) days written notice with
or without cause. Either party may terminate this
agreement immediately if necessary in order to
protect the health, safety or welfare of Study
subjects with written notice to the other Party.
Upon receipt of a notice of termination,
Investigator and Institution shall immediately
stop enrolling subjects in the Study. Institution
and Investigator shall continue to perform the
follow-up testing in accordance with the
Protocol and provide the Study Data (including
CRFs) required under the Study for subjects who
were enrolled in the Study prior to the receipt of
the notice of termination, unless instructed
otherwise by Sponsor in writing. The terms of
this Agreement shall continue to apply with
respect to all such follow-up testing and data,
and Institution and Investigator shall promptly
respond to requests from regulatory authorities
and Sponsor for information relating to the
conduct of the Study. Notwithstanding anything
to the contrary in this Section, Sponsor,
Institution and Investigator agree that any
termination requested hereunder shall not
commence until such date as subjects in the
Study can be transitioned out of the Study
without adverse medical effect to such subjects.

ukontim nebo se vystupovat tak, jako kdyby tuto
moc m¢la.

9.4. Obdobi trvani. Pokud nedojde k
pfedcasnému vypovézeni na zaklad¢ pisemného
oznameni jedné smluvni strany druhé podle
Oddilu 9.5, skondi platnost této Smlouvy k
pozdé¢jsimu  datu zde uvedenému, kdy: (i)
Zadavatel od Zdravotnického zafizeni obdrzel
spravné  vyplnéné  formulafe  CRF; (i)
Zdravotnické  zafizeni ke  spokojenosti
Zadavatele zodpovedélo veskeré dotazy tykajici
se objasnéni dat a odeslalo zavérecné hlaseni
institucionalni revizni komisi (IRB) a Zadavateli;
(i) byly dokonceny veskeré zavére¢né cinnosti
Zdravotnického zafizeni; a (iv) Zadavatel uhradil
platby a dhrady a shromazdil vracené financni
prostfedky v souladu s touto Smlouvou.

9.5.  Vypovéd. Tuto Smlouvu je mozné
vypovedet ze strany Zadavatele kdykoli a z
jakéhokoli davodu tficet (30) dni po pisemném
oznameni z jakékoliv pificiny, ¢i bez ni. Kazda ze
smluvnich stran muaze vypovédét tuto Smlouvu
okamzit¢, pokud je to nezbytné, za ucelem
ochrany zdravi, bezpecnosti nebo prospéchu
studijnich subjektt, a to pisemnym oznamenim
druhé strané¢. Na zaklad¢ pfijeti vypovédi
Zdravotnické zafizeni a Zkousejici neprodlené
ukondi registraci studijnich subjekta.
Zdravotnické zafizeni a Zkousejici budou i
nadale provadét kontrolni testovani podle
Protokolu a poskytnou Data ze studie (vcéetné
formulata CRF) pozadovanych v této Studii u
subjektd, které byly registrovany do Studie pfed
pfijetim vypovédi, pokud nebudou pisemné
pokyny od Zadavatele jiné. Podminky této
Smlouvy budou i nadéle v platnosti s ohledem na
veskera takova kontrolni testovani a data,
pficemz Zdravotnické zafizeni a Zkousejici
budou ihned reagovat na zadosti od regulacnich
ufadt a Zadavatele o informace souvisejici s
provadénim Studie. Bez ohledu na cokoli, co je v
rozporu s  timto  Oddilem, Zadavatel,
Zdravotnické zafizeni a Zkousejici souhlasi, Ze
ukonceni pozadované nize nebude zahdjeno az
do data, kdy subjekty ve Studii budou moci byt
vyvedeny ze Studie bez nepiiznivych zdravotnich
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Institution and Investigator shall comply with
Sponsor’s instructions regarding the return of
Confidential Information and Sponsor property
to Sponsor.

9.6. Surviving Terms. In the event of
expiration of this Agreement under Section 9.4
or termination of this Agreement under Section
9.5, the rights and obligations in the following
Sections shall survive: 1.8, 1.10, 1.14, 2, 4, 5, 6,
7, 8.1 and 9, and will remain in full force and
effect following termination or expiration of this
Agreement.

9.7.  Entire Agreement; Amendments. This
Agreement, including  any  attachments
referenced herein and the Protocol constitute the
entire,  final, complete and  exclusive
understanding of Sponsor and Institution
concerning the Study. If there is a conflict
between the terms of this Agreement and the
Protocol, the terms of this Agreement will
govern, except for conflicts related to matters of
medicine, science, safety and conduct of the
Study, which will be governed by the terms of
the Protocol. This Agreement may be executed
in counterparts. No changes, amendments or
alterations will be effective unless in writing and
signed by both Parties. No waiver, expressed or
implied, will be a continuing or subsequent
waiver of the particular right or obligation. Any
purported  assignment or delegation by
Institution or Investigator of this Agreement or
their obligations under this Agreement will be
void without Sponsor’s advance written consent.
Sponsor reserves the right to assign or transfer
this Agreement or any of the rights or
obligations under this Agreement.

9.8.  Severability. =~ Any provision in this
Agreement determined by proper judicial

authority to be invalid or unenforceable will be
revised by agreement of the Parties to the extent
necessary to avoid the remainder of the
Agreement being invalid or unenforceable.

dasledktt  pro tyto subjekty. Zdravotnické
zafizeni a Zkousejici budou dodrzovat pokyny
Zadavatele souvisejici s vracenim Duvérnych
informaci a majetku Zadavatele Zadavateli.

9.6.  Zachovani platnosti. V piipadé ukonceni
platnosti této Smlouvy podle Oddilu 9.4 nebo
vypovedi této Smlouvy podle oddilu 9.5 zustane
zachovana platnost prav a povinnosti v
nasledujicich Oddilech: 1.8, 1.10, 1.14, 2, 4, 5, 6,
7, 8.1 a 9, které ztstanou v uplné platnosti a
ucinnosti i po vypoveédi ¢i skonceni platnosti této

Smlouvy.

9.7. Uplné dohoda; Dodatky. Tato Smlouva,
véetné¢ veskerych pfiloh zde uvedenych a
Protokolu, pfedstavuje uplnou, konecnou,
kompletni a vyhradni dohodu mezi Zadavatelem
a Zdravotnickym zafizenim v ramci této Studie.
V' piipadé rozporu mezi podminkami této
Smlouvy a Protokolu jsou urcujici podminky této
Smlouvy, s vyjimkou rozpora souvisejicich se
zalezitostmi  lékafstvi, védy, bezpecnosti a
provadéni Studie, které se budou fidit
podminkami Protokolu. Tato smlouva muze byt
vyhotovena ve stejnopisech. Zadné zmény,
dodatky nebo upravy nebudou platné, dokud
jejich pisemnou formu nepodepisi obé smluvni
strany. Zadné vzdani se prav, at’ uz vyslovné &
skryté, nebude trvajici nebo nasledné zfeknuti se
konkrétntho prava ¢i  povinnosti.  Veskera
piipsani nebo pfidélent pravomoci
Zdravotnickym zafizenim ¢i Zkousejicim v ramci
této Smlouvy nebo jejich zavazka podle této
Smlouvy nebudou platna bez predbézného
pisemného souhlasu Zadavatele. Zadavatel si
vyhrazuje pravo postoupit nebo pfevést tuto
Smlouvu nebo jakékoli pravo ¢ povinnost v
ramci této Smlouvy.

9.8. Oddélitelnost. Veskera ustanoveni v této
Smlouvé, o nichz fadny soudni organ rozhodne,
ze jsou neplatna ¢ nevynutitelna, budou
revidoviana dohodou smluvnich stran v rozsahu,
ktery je nezbytny k tomu, aby se zamezilo
zneplatnéni ¢i nevymahatelnost zbyvajicich casti
Smlouvy.
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9.9. Notice. Any notice or consent required
to be given under this Agreement must be in
writing and sent to the other Party either: (i) by
certified mail, return receipt requested, which
will be deemed delivered three (3) days after
deposit with the U.S. Postal Service; (ii) via a
nationally recognized delivery service with
guaranteed next business day delivery, which will
be deemed delivered one (1) day after deposit
with such carrier; or (iii) by confirmed facsimile
transmission or PDF document via email which
will be deemed delivered at the beginning of the
next regular business day following successful
transmission. Notices will include reference to
the Study Protocol number and be forwarded to
the following:

If to Institution:

Fakultni nemocnice v Motole
V Uvalu 84, 15006 Prague 5,
Czech Republic

If to Sponsor:

Merrimack Pharmaceuticals, Inc.
One Kendall Square, Suite B7201
Cambridge, MA 02139

9.10. Force Majeure. If either Party’s
performance of this Agreement is prevented
restricted or delayed (either totally or in part) for
reasons beyond the affected Party’s reasonable
control and is not due to the action ot inaction
of such Party the affected Party will upon giving
notice to the other Party be excused from such
performance to the extent of such prevention
restriction or delay; provided that the affected
Party will use commercially reasonable efforts to
avoid or tremove such causes of non-
performance and will continue its performance

9.9. Oznameni. Veskera oznameni nebo
souhlasy pozadovand v ramci této Smlouvy musi
byt ucinéna pisemné a odeslana druhé smluvni
stran¢ bud’: (i) doporucenou postou s dodejkou,
kdy se bude tfi (3) dny po odeslani americkou
postou povazovat za dorucenou; (i) narodné
uznavanou dorucovaci sluzbou s garanci dodani
do druhého dne, kdy se bude povazovat za
dorucenou jeden (1) den po odeslani timto
pfepravcem; nebo (iil) potvizenym faxovym
pfenosem nebo odeslanim dokumentu PDF
emailem, které bude povazovano za dorucené na
zacatku dalstho pracovniho dne po uspésném
odeslani. Oznamen{ bude zahrnovat odkaz na
¢islo Protokolu studie a budou odeslana na
nasledujici adresu:

Pokud Zdravotnickému zafizeni:
Fakultni nemocnice v Motole

V Uvalu 84, 15006 Praha 5,
Ceska republika

Pokud Zadavateli:

Merrimack Pharmaceuticals, Inc.
One Kendall Square, Suite B7201

Cambridge, MA 02139
9.10. Vyssi moc. Pokud je provadéni této

Smlouvy jakoukoli Smluvni stranou
znemoznéno, omezeno nebo opozdéno (bud
zcela, nebo caste¢né) z divoda mimo rozumnou
miru kontroly dané Smluvni strany a nenf
dasledkem konan{ ¢i nekonani této Smluvni
strany, dotcené Smluvni strané bude po pfedani
oznameni druhé Smluvni strané prominuto
takové jednani v rozsahu daného znemoznéni,
omezeni ¢ opozdéni; za predpokladu, Ze
dotcena Smluvni strana vyuzije obchodné
pfiméfené usili k zabranéni ¢i odstranéni pficin
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whenever such causes are removed.

9.11. Injunctive Relief. Because of the
difficulty in measuring economic loss to Sponsor
as a result of any actual or threatened breach by
the Institution or the Investigator of certain
provisions of this Agreement including the
obligations  set  forth in  Sections 4
(Confidentiality) 5  (Publication) and 6
(Ownership and Inventions) and because of the
immediate and irreparable damage that would be
caused to Sponsor for which it would have no
other adequate remedy the Institution and the
Investigator agree that Sponsor will have the
right to obtain an injunction or other equitable
relief in any court of competent jurisdiction.
The existence of this right will not preclude any
other rights and remedies at law or in equity that
Sponsor may have.

9.12. Governing ILaw. This Agreement shall
be governed by the laws of the Czech Republic
without regard to any choice-of-law principles.
Any disputes shall be resolved by competent
court in the Czech Republic. This Agreement is
executed in English and Czech language version.
In case of any discrepancy between the language
versions, Czech language version shall prevail.

takového neprovadéni Smlouvy a  bude
pokracovat v jejim provadéni, jakmile dojde k
odstranéni pficin.

9.11. Narok na soudni pifkaz. Z davodu

obtizného méfeni ekonomické ztraty Zadavatele
v duasledku veskerych aktualnich nebo hrozicich
poruseni konkrétnich ustanoveni této Smlouvy
ze strany Zdravotnického zafizeni nebo
Zkousejictho, vcetné zavazkt stanovenych v
Oddilu 4 (Duvérnost), 5 (Publikace) a 6
(Vlastnictvi a objevy), a z divodu okamzité a
nenapravitelné skody, ktera by byla zptusobena
Zadavateli a pro kterou by nemél Zzadnou
pfiméfenou napravu, Zdravotnické zafizeni a
Zkousejici souhlasi s tim, ze Zadavatel bude mit
pravo na soudni pifkaz nebo jiné nestranné
fizeni v ramci jakékoli zpusobilé jurisdikce.
Existence tohoto prava pfedem nevylucuje jina
prava a opravné zakonné nebo moralni
prostfedky, kterymi muze Zadavatel disponovat.

9.12. Rozhodné pravo. Tato smlouva se fidi
zakony Ceské republiky, bez ohledu na princip
volby pravnfho fadu. Piipadné spory se budou
fesit pfed vécné a mistné piislusnym soudem v
Ceské republice. Tato Smlouva je vyhotovena v
anglickém a ceském jazykovém znéni. V piipadé
jakéhokoli rozporu bude rozhodujici ceska
jazykova verze.
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IN WITNESS WHEREOF the Parties have

entered into this Agreement under seal as of the
Effective Date by their duly authorized
representatives.

Fakultni nemocnice v Motole

NA DUKAZ CEHOZ smluvni strany uzaviely
tuto schvalenou Smlouvu k datu ucéinnosti
prostfednictvim nalezité povéfenych zastupcu.

By/Podpis:
Name/Jméno: JUDr. Ing. Miloslav Ludvik, MBA
Title/Funkce: Director / Reditel

Date/Datum:

Merrimack Pharmaceuticals, Inc.

By/Podpis:

Name/Jméno:

Title/Funkce:

Date/Datum:

Acknowledgement by Investigator

I have read this Agreement and the Protocol for
the Study, and I understand my obligations and
those obligations of Institution. I undertake to
ensure compliance with obligations under this
Agreement and Protocol. 1 will carry out my
obligations and will assist in carrying out the
obligations of Institution in compliance with this
Agreement, the Protocol and all applicable laws,
rules, guidance, and regulations including
applicable national and international regulations
governing the conduct of clinical trials and
guidance of the International Conference on
Harmonisation relating to Good Clinical
Practice, clinical safety data management (ICH-
E2A), and general considerations for clinical
trials (ICH-ES8). I represent that I am a licensed
medical practitioner in good standing under

Potvrzeni ze strany Zkousejiciho

Tuto Smlouvu a Protokol studie jsem si pfecetl a
rozumim  svym  zavazkim a  zavazkam
Zdravotnického zafizeni. Zavazuji se zajistit
dodrzovani povinnosti ztéto Smlouvy a
Protokolu vyplyvajicich. Své zavazky budu
vykonavat a budu vykazovat soucinnost pii
provadéni zavazkt Zdravotnického zafizeni v
souladu s touto Smlouvou, Protokolem a vSemi
platnymi zakony, zasadami, pokyny a pfedpisy, a
to véetné narodnich a mezinarodnich pfedpist
stanovujicich provadéni klinickych hodnoceni a

smérnice Mezinarodni konference pro
harmonizaci v souvislosti se spravnou klinickou
praxi, smérnice pro vedeni  klinickych

bezpecnostnich ddaja (ICH-E2A) a smérnice
vseobecnych doporuceni pro klinicka hodnoceni
(ICH-ES). Prohlasuji, Zze mam povoleni k
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applicable national and local law, and I am duly
authorized to conduct this Study at Institution’s
facilities. I further undertake to not to disclose
any information concerning the Study without
prior written approval of Sponsor, to keep
confidential any and all provided information,
treat such information as confidential and refrain
from any usage of such information and results
other than for the purpose of this Study. As the
Investigator 1 agree that Sponsor (and where
appropriate by Sponsor authorized third party)
will collect, use, process and may disclose my
personal data, including my name, qualifications
and experience in clinical trials, my financial data
related also to the reimbursement received and
financial compensation and further personal
data for administrative purposes in connection
with the Study, or for provisions to ethics
committees and government offices and I
undertake to ensure this consent from sub-
investigators and other Study Personnel
Members.

INVESTIGATOR/ZKOUSE]JICI:

By/Podpis:

Name/Jméno:

Title/Funkce: Investigator / Zkousejici

vykonavani 1ékafské profese v souladu s
platnymi narodnimi a mistnimi zakony a Ze jsem
patficné opravnén k provadéni této Studie v
prostorach Zdravotnického zafizeni. Dale se
zavazuji nezvefejiovat informace tykajici se
pfedmétné Studie bez pfedchoziho pisemného
souhlasu Zadavatele, zachovavat mlcenlivost o
vsech poskytnutych informacich, povazovat tyto
za duvérné a zdrzet se jakéhokoliv jiného uziti
téchto informaci a vysledkt nez pro tucely této
Studie. Jako Zkousejici souhlasim s tim, Ze
Zadavatel (a popf. jim zmocnéna tfeti strana)
bude/budou shromazd’ovat, pouzivat,
zpracovavat a zvefejnovat mé osobni udaje,
véetn¢  jména, kvalifikace a  zkuSenost
v klinickém hodnoceni, mé financni udaje
vztahujici se mimo jiné k obdrzené odméné a
financni ndhrad¢ a dal$i osobni udaje
k administrativnich  dcelum v souvislosti  se
Studi, popf. k poskytnuti etickym komisim a
statnim dfadim a zavazuji se zajistit tento
souhlas 1 od spoluzkousejicich a ostatnich ¢lent
studijnfho tymu.
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