SMLOUVA O
NEINTERVENCNIM
PROJEKTU

AGREEMENT ON NON-
INTERVENTIONAL
PROJECT

uzaviena dle § 1746 odst. 2 zak. ¢. 89/2012 Sb.,
obcanského zakoniku, ve znéni pozdéjsich
predpist

Concluded acc. to Section 1746, Par. 2 of the
Act No. 89/2012 Coll., of the Civil Code, as
amended

Novartis Pharma AG

Novartis Pharma AG

se sidlem: Lichtstrasse 35, 4056 Basel, Svycarsko

Registered Office: Lichtstrasse 35, 4056 Basel,
Switzerland

IC: CHE 106.052.527

Trader Identification No.: CHE 106.052.527

DIC: CHE- 116-268-023

Tax Identification No. (VAT): CHE- 116-268-
023

(dale jen ,,Zadavatel®), zastoupeny spolecnosti
United BioSource Corporation, se sidlem na
adrese 920 Harvest Drive, Suite 200, Blue Bell,
PA 19442, Spojené staty americké, i s jejimi
pridruzenymi  spole¢nostmi,  (dale  jako
»UBC* nebo ,CRO%), ktera zastupuje
Zadavatele.

(further on “Sponsor”), with represented by
United Biosource Corporation, having its
registered office at 920 Harvest Drive, Suite 200,
Blue Bell, PA 19442, USA together with its
affiliates (“UBC” or “CRO”), acting as agent in
the name and on behalf of the sponsor

Je dano, Ze spoleénost UBC byla povétena
provadénym uréitych sluzeb pro spolecnost
Novartis Pharma AG a jejim jménem v souvislosti
se studii s retrospektivni analyzou zdravotni
dokumentace Describe III CDRB436B2404 (dale
jako ,,Studie*).

Whereas UBC has been commissioned to perform
certain services for and on behalf of Novartis
Pharma AG in connection with the retrospective
chart review study Describe I1I- CDRB436B2404
(the “Study”).

a

and

Masarykuv onkologicky tstav

Masarykuv onkologicky tstav

sidlo:  Zluty kopec 7, 656 53 Brno, Ceska
Republika

Residence: Zluty kopec 7, 656 53 Brno, Czech
Republic

IC: 00209805

Trader Identification No.: 00209805

DIC: CZ00209805

Tax Identification No. (VAT): CZ00209805

zastoupeny: prof. MUDr. Janem Zaloudikem,
CSc., reditelem

Represented by: Prof. Jan Zaloudik, M.D., CSc.,
Director

(déle jen ,,Poskytovatel®)

(further on “Provider”)

a

and
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I
F

el

(dale jen ,,Lékai)

(further on “Physician”)

uzavrieli dne, mésice a roku uvedeného nize tuto
Smlouvu o neintervenénim Projektu (dale jen
»Smlouva®) za nasledujicich podminek:

Have on the day, month and year given below
entered into this Agreement on Non-
interventional Project (further on “Agreement”)
under following conditions:

1.

I.

Obecna ustanoveni, piredmét a ic¢el Smlouvy

General Provisions, Subject and Purpose of
the Agreement

odbornikem v oblasti péCe o pacienty s

1. Spolecnost Novartis AG je zadavatelem | 1. Company Novartis AG Is a sponsor of the
neintervenc¢niho sledovani lecby non-interventional following of treatment
S nazvem ,,Describe I1I: RetrOSpektiVni designated as “Describe 111:
analyza _ zdravotni ) dokumentace Retrospective chart review of dabrafenib
lr(nono‘Ferapler dle}l?rafembem . a/nebo monotherapy ~ and/or  dabrafenib-

omb1pqvane ec?byo dabra en‘1befn— trametinib combination therapy in
trametinibem u pacientli s metastatickym . . .

, . patients with metastatic melanoma to

melanomem pro stanoveni pacientli, u . . .

N . characterize patients with long term
nichz individualni program pacienta fit in th - vidual Pati

(IPP) predstavuje dlouhodoby bene '1't in the Indlzldua. Pa"?ent Pr'ogram
piinos* (dale jen .Projekt*) (IPP) (tjurther on Pr()]ect' ) specified in
specifikovaného v protokolu Projektu, the Project protocol which forms an
jez tvori nedilnou sougast této Smlouvy integral part of this Agreement (further
(dale jen ,,Protokol®). on “Protocol”).

2. Poskytovatel je opravnénym | 2. Provider is an authorised provider of
poskytovatelem  zdravotnich  sluzeb healthcare services according to the
VVSOUI?du . spfisluényml prévgn’m¥ applicable legislation of the Czech
predpisy ,C’eske repubhk’y a vramcl Republic and within the scope of
postytoyanlk’ Zdl‘aVO'Enl(‘:l;l‘ sluzeb providing healthcare services they also
poskytuje take z'drarvotnl pect pacientum provide healthcare to patients with
] metastatickym melanomem .

o . metastatic  melonama  treated by
podstupujicich monoterapii dabrafenib th &
dabrafenibem a/mebo kombinovanou abratem monotherapy and/ot
1é¢bu dabrafenibem-trametinibem. dabrafenib-trametinib combination

therapy.

3. Lékar je zdravotnickym profesionalem a | 3. Physician is a healthcare professional and

an expert in care of patients with

metastati.ck}'lm melanomer.r} metastatic  melonama  treated by
podstupujicich monoterapii dabrafenib monotherapy and/or
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dabrafenibem a/nebo  kombinovanou
Ié¢bu dabrafenibem-trametinibem. Lékar
prohlasuje, ze ma veskeré odborné
znalosti a  zkuSenosti  dostate¢né
k fadnému poskytnuti sluzeb na zakladé a
vsouladu stouto Smlouvou. Lékar
zaroven prohlasuje, Ze mu zadna pravni,
ani faktickd prekazka nebrani uzaviit a
plnit tuto Smlouvu.

dabrafenib-trametinib combination
therapy. Physician declares to have all the
professional knowledge and experience
sufficient to duly provide services based
on and pursuant to this Agreement.
Physician concurrently declares that no
legal or factual obstacle exists to prevent
him/her from entering and fulfilling this
Agreement.

Predmétem této Smlouvy je spoluprace
Zadavatele, Poskytovatele a Lékare pri
realizaci Projektu ve smyslu ustanoveni §
3a odst. 2 a § 59a zakona ¢. 378/2007 Sb.
o lé¢ivech a o zménach néekterych
souvisejicich zakonl, ve znéni pozdéjsich
ptedpist, a v souladu s jeho Protokolem.
Ucelem Projektu je sbér dat tykajicich se
1écby pacientli s metastatickym
melanomem podstupujicich monoterapii
dabrafenibem a/nebo kombinovanou
lécbu dabrafenibem-trametinibem (dale
jen “Pacient”) v bézné klinické praxi
s cilem ziskat data, jez je Zadavatel
povinen pravidelné predkladat Statnimu
ustavu pro kontrolu léciv a prislusnym
zdravotnim  pojistovaam  pro  ucely
vyhodnocovani efektivnosti léchy
metastatickeho  melanomu, ktera je
hrazena z prostredkii verejného
zdravotniho pojisténi.

Subject of this Agreement is a co-
operation between Sponsor, Provider and
Physician on implementation of the
Project within the meaning of the
provision of Section 3a, Par. 2 and
Section 59a of the Act No. 378/2007 Coll.
on medicinal products and based on
amendments in pertaining acts, as
amended, and in compliance with its
Protocol. The purpose of the Project is
collection of data related to patient
treatment with metastatic melonama
treated by dabrafenib monotherapy
and/or dabrafenib-trametinib
combination  therapy  (further on
“Patient”) in normal clinical practice with
the aim to acquire data which the
Sponsor is obliged to regularly submit to
the State Institute for Drug Control and
appropriate healthcare insurers for the
purposes of effectiveness evaluation of
metastatic melonama disease treatment
covered by the public health insurance

funds.

Smluvni strany prohlasuji, ze realizaci
Projektu bude predchazet jeho tadné
oznameni Statnimu Ustavu pro kontrolu
léciv a prislusnym etickym komisim
v souladu s prislusnymi pravnimi
predpisy a prislusnou etickou regulaci.
Zadavatel Projektu si je védom svych
oznamovacich ~ povinnosti  ohledn¢
Projektu.

Contracting parties declare that before the
Project is implemented, it will be duly
announced to the State Institute for Drug
Control and appropriate Ethic Committee
in accordance with the applicable
legislation and corresponding ethic
regulation. Project Sponsor is aware of
their notification obligations regarding
the Project.
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Smluvni strany zavazné prohlasuji, zZe
Poskytovatel a Lékatr jsou pti vykonu
¢innosti podle této Smlouvy nezavisli, ze
¢innost podle této Smlouvy provadi
s pouzitim svych odbornych znalosti a
dovednosti, na vlastni naklady a
odpovédnost.

Contracting parties make a binding
declaration that the Provider and
Physician are independent in carrying out
activity under this Agreement, that they
carry out the activity under this
Agreement while drawing on their expert
knowledge and skills, at their own cost
and responsibility.

11. I1.
Prava a povinnosti smluvnich stran Rights and Obligations of the Contracting
Parties

Poskytovatel a Lékai se zavazuji provést
Projekt v souladu s a) Protokolem a b)
vsemi platnymi zakony, vyhlaskami,
doporucenimi, doporucenymi postupy a
dalsimi pravnimi predpisy a c) vSemi
ptislusnymi pokyny spravné klinické
praxe, etickymi principy, které jsou
naptiklad uvedeny v Helsinské deklaraci
a jejich novelizacich.

Provider and Physician make a
commitment to carry out the Project in
accordance with a) Protocol and b) all the
applicable laws, decrees,
recommendations, recommended
procedures and other legal regulations
and c¢) all applicable Good Clinical
Practice guidelines, ethical principles as
for instance reflected in the Declaration
of Helsinki and its amendments..

Pred zadanim dat do elektronickych CRF
(dale jen ,,eCRF*%), jsou
Poskytovatel/Lékaf  povinni  podat
Pacientovi uplnou a srozumitelnou
informaci o Projektu a ovétit, zda Pacient
souhlasi se zaznamem
pseudoanonymnich dat o své 1écbé do
eCREF a ziskat jeho pisemny informovany
souhlas s jeho Ucasti v Projektu. Zarazeni
Pacientti do Projektu bude mozné jen
v ptipadé jejich pisemného souhlasu
vyjadieného podepsanim dokumentu
informovaného pisemného souhlasu.
Vyzadani souhlasu od pacientii musi byt
ve shodé s etickymi principy.

Before entering data into electronic CRF
(further on “eCRF*), Provider/Physician
are obliged to ensure that Patient is
completely and comprehensibly informed
about the Project and to verify that Patient
agrees that his/her pseudoanonymous
treatment data shall be recorded in eCRF
and to acquire his/her written informed
consent to his/her participation in the
Project. Incorporating Patients to the
Project shall be possible only based on
their written consent expressed by signing
a document of informed consent.
Requesting patients’ consent must be
carried out in compliance with the ethic
principles.

Poskytovatel a Lékaf se zavazuji, ze
predepisovani sledovaného Iéku bude
vyhradné nezavislé na zarazeni Pacienta
do Projektu a bude zaviset vyhradné na
odborném rozhodnuti Lékare a ze do
Projektu budou zatrazeni pouze Pacienti, u
nichz konkrétni 1écba ma vyluéné

Provider and Physician make a
commitment that prescription of the
monitored drug shall be exclusively
independent on Patient incorporation into
the Project and shall only depend on
expert decision of the Physician and that
only those Patients, where the specific
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I¢karské diuvody. Lékar se zavazuje Cinit
veskera rozhodnuti o 1écbé Pacienti
nezavisle na jeho Gcasti na Projektu a
nebude provadét zadna dalSi vySetfeni
nebo postupy, které by nebyly provedeny,
pokud by se Projektu Poskytovatel/Lékar
¢i Pacient neutcastnili. Poskytovatel a
Lékar berou na védomi, ze pro ucely
Projektu  jim  nebudou dodavany
Zadavatelem zadné 1éCivé pripravky.
Poskytovateli/Lékafi nevznikd narok na
odménu za eCRF Pacienta, ktery byl
zatazen  do  Projektu v rozporu
s Protokolem anebo touto Smlouvou.
Prokadze-li se v  budoucnu, ze
Poskytovatel/Lékar zaradili do Projektu
Pacienta v rozporu s Protokolem Projektu
nebo se svymi zavazky obsazenymi v této
Smlouvé, jsou Poskytovatel a Lékar
povinni neprodlené vratit prislusnou ¢ast
odmény za eCRF, kterou obdrzeli za
Pacienta, ktery byl vrozporu s touto
Smlouvou nebo Protokolem zatfazen do
Projektu.

treatment has exclusively medical
rationale, can be incorporated into the
Project. Physician makes a commitment
to make any decision regarding Patients
treatment independently of his/her
participation in the Project and shall not
carry out any other examinations or
procedures that would not be carried out
if Provider/Physician or Patient were not
involved in the Project. Provider a
Physician acknowledge that no medicinal
products shall be supplied to them by the
Sponsor for the purpose of the Project.
Provider/Physician are not entitled to a
compensation for a Patient eCRF that was
incorporated to the Project in breach of
the Protocol or this Agreement. If there is
an evidence in future that
Provider/Physician incorporated a Patient
to the Project in breach of the Protocol or
in breach of their commitments contained
in this Agreement, the Provider and
Physician are obliged to return without
delay that part of the compensation for a
eCRF received for the Patient which was
incorporated to the Project in breach of
this Agreement or the Protocol.

Lékar prohlaSuje a Poskytovatel se
zavazuje zajistit, ze do eCRF budou
uvedena vSechna dostupna data pravdive,
spravné a uplné. Poskytovatel a Lékar se
zavazuji dodrzovat vsSechny prislusné
pravni predpisy tykajici se ochrany
osobnich udajt. Data do eCRF, formulait
zaznaml zavaznych nezadoucich pirihod
a dalsich dokumenti odeslanych
Poskytovatelem/Lékarem budou
zaznamenavana striktné
pseudoanonymné, tzn., Ze pouze na jejich
podkladé bez dodate¢nych, oddélené
uchovavanych informaci nebude mozna
zpétna identifikace Pacienta. Pacient
bude Poskytovatelem/Lékarem
informovan, ze v ramci Projektu se jedna
o sledovani 1écby v bézné klinické praxi a
ze Pacient nebude vystavovan zadnym
Iékarskym ani monitorovacim postupim
nad ramec bézné 1éCby.

Physician declares and Provider makes a
commitment to ensure that all available
data shall be entered into eCRF truthfully,
correctly and completely. Provider and
Physician make a commitment to comply
with all the applicable legislation
concerning privacy of personal data. Data
entered into eCRF, forms of serious
adverse events and other documents sent
by Provider/Physician shall be recorded
strictly pseudonymously, i.e. without
additional separately stored information
the data itself shall not enable re-
identification of the Patient. Patient shall
be informed by the Provider/Physician
that the Project involves monitoring of
treatment in normal clinical practice and
that the Patient shall not be exposed to
any medical or monitoring procedures
beyond the scope of normal treatment.
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5. Lékatr se zavazuje ze bude fadné
zaznamenavat a hlasit vSechna podezieni
na zavazné nezadouci piihody nebo
ptipady tcéhotenstvi, které v ramci 1éCby

5. Physician makes a commitment that all
suspicions of serious adverse events or
pregnancy cases found within the
Patients’ treatment shall always be duly

Pacient  zjisti v souladu s pokyny recorded and reported in accordance with
Zadavatele. Sponsor instructions.

6. Lékar bere na védomi a souhlasi, Ze | 6. Physician acknowledges and agrees that
ptistupové udaje k elektronické aplikaci access details to the electronic application
pro zadavani dat shromazd’ovanych for entering data collected within the

v ramci Projektu maji
jeho osobni potiebé
povinnosti na zakladé této Smlouvy, a
Lékat neni opravnén tyto pristupové
udaje sdélit, zpfistupnit, oznamit nebo
jinak umoznit seznamit se s nimi zadné

slouzit vyhradné
vramci  plnéni

Project are intended solely for his/her
personal use within the scope of
fulfilment of his/her obligations pursuant
to this Agreement, and Physician is not
entitled to communicate, announce or
otherwise grant access to them to any

treti osobe. third party.

7. Poskytovatel/Lékat se zavazuji, ze 1écbu | 7. Provider/Physician make a commitment
Pacienta budou sledovat v pfisném to ensure that the Patient treatment shall
souladu s Protokolem  Projektu a be followed strictly in accordance with

vysledky svého sledovani fadné a tGplné
zaznamenavat do eCRF a tyto fadné a bez
zbyte¢ného odkladu predavat Zadavateli.
V piipadé, ze Zadavatel v predaném
eCRF nalezne ptipadné nedostatky ¢i
nebudou-li fadné vyporadany vsechny
ptipadné dopliujici dotazy Zadavatele,
zavazuje se Poskytovatel a/nebo Lékar
tyto bez zbyte¢ného odkladu odstranit.

the Project Protocol and that the results of
monitoring shall be duly and completely
recorded into eCRF and submitted to
Sponsor duly and without delay. In case
the Sponsor finds possible insufficiencies
in eCRF or if all possible additional
queries of the Sponsor are not duly dealt
with, the Provider and/or Physician
makes a commitment to remove these
without unnecessary delay.

8. Zadavatel pti podpisu této Smlouvy pieda
Poskytovateli a Lékati pokyny pro
hlaseni nezadoucich piihod, vzor eCRF a
vzor pisemného informovaného souhlasu
Pacienta. Poskytovatel a Lékar podpisem
této Smlouvy potvrzuji prevzeti téchto
dokumenti.

8. When signing this Agreement, Sponsor
shall hand over instructions for reporting
adverse events, e€CRF sample and written
informed consent sample of the Patient to
the Provider and Physician. Provider and
Physician confirm takeover of these
documents by signing this Agreement.

II1.

1.

Odména a platebni podminky

Compensation and Payment Terms

Prostfednictvim  spolecnosti UBC  jménem
Zadavatele se Zadavatel zavazuje uhradit
Poskytovateli a Lékati za poskytnuti sluzeb dle
této Smlouvy odménu ve vysi, zpiisobem a za
podminek sjednanych v ptiloze ¢. 2 Smlouvy.

Sponsor makes a commitment, through UBC on
behalf of Sponsor, to compensate Provider and
Physician for providing services according to
this Agreement in the amount, by the method
and under conditions agreed on in the Appendix
No. 2 of the Agreement.
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Iv.

Iv.

DalSi ujednani

Further Arrangements

Tato Smlouva miize byt zménéna pouze
formou pisemného dodatku podepsaného
vsemi smluvnimi stranami. Tato Smlouva
predstavuje celou a uplnou dohodu mezi
smluvnimi stranami ohledné predmétu
této Smlouvy. Smluvni strany se dohodly,
ze jejich pravni vztahy zaloZené touto
Smlouvou se  Tidi  pfisluSnymi
ustanovenimi obc¢anského zakoniku a
dalsimi  pravnimi  piedpisy  Ceské
republiky.

This Agreement may only be amended by
a written amendment signed by all
contracting parties. This Agreement
constitutes full and complete agreement
between the contracting parties regarding
the Subject of this Agreement.
Contracting parties have agreed that their
legal relationship constituted by this
Agreement is governed by the pertaining
stipulations of the Civil Code and by
other legal regulations of the Czech
Republic.

Poskytovatel a Lékaf se zavazuji
zachovavat prisnou davérnost vsech
informaci, které byly jako davérné
oznaceny anebo které¢ sice timto
zpisobem oznaceny nebyly, ale jedna se
o informace, které by kazda svépravna
osoba s rozumem prumeérného ¢lovéka za
davérné povazovala (mimo jiné véetné
Protokolu, formulaiit CRF a pfirucky
zkousejiciho),  zejména  védeckych,
technickych nebo obchodnich informaci
spojenych s ¢innosti, produkty nebo
vyzkumem Zadavatele Projektu, se
kterymi se seznami v prib&hu spoluprace
dle této Smlouvy. Stejnd povinnost se
tyka také vSech informaci, které
predstavuji nebo mohou predstavovat
vysledek spoluprace stran na zakladé této
Smlouvy. Poskytovatel a Lékar se
zavazuji pouzivat takové informace
pouze pro Ucely plnéni této Smlouvy a
zadnym zplsobem nezpristupnit ani
neposkytnout takové informace jakékoliv
3. osobé bez predchoziho pisemného
souhlasu  Zadavatele  Projektu, tj.
spolec¢nosti  Novartis. Veskeré vyse
uvedené duvérné informace budou
uchovavany v diivérnosti, dokud nebudou
vefejné znamy. Tato omezeni se
nevztahuji na informace, které

Provider and Physician make a
commitment to keep all the information
which were marked as confidential or
which were not marked appropriately but
contain information that would be
considered confidential by every legally
competent person with the intelligence of
an average person (including but not
limited to the Protocol, CRFs and
Investigator Brochures) strictly
confident, including, but not limited to
the scientific, technical or commercial
information related to activity, products
or research of the Project Sponsor that
become known to them in the course of
cooperation according to this Agreement.
The same obligation also applies to all the
other information which represent or
could represent result of contracting
parties cooperation according to this
Agreement. Provider and Physician make
a commitment to use such information
only for purposes of fulfilling this
Agreement and nor to provide access to
neither provide information itself to any
third party without previous written
consent of Project Sponsor, i.e. Novartis.
Any above mentioned confidential
information shall be kept confidential
until it becomes publicly known. These
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limitations do not apply to information
which were

a. v okamziku, kdy je
Poskytovatel/Lékat ziskali, jiz byly
verejn€ znamé, nebo

a. Already publicly known at the
moment Provider/Physician acquired
it, or

b. se staly vefejné znamymi po takovém
ziskani, aniz vSak k této skute¢nosti
doslo  konanim ¢i  opomenutim
Poskytovatele/Lékare, nebo

b. Became publicly known upon such
acquisition but not due to the activity
or omission of Provider/Physician, or

c. byly Poskytovateli/Lékari
prokazatelné znamy pied tim, nez mu
byly poskytnuty, nebo

c. There is a proof it had been known to
Provider/Physician before it was
provided to them, or

d. Poskytovatel/Lékar v souladu
s pravnimi predpisy ziskali od 3.
osoby nezavazané povinnosti

ochranovat duavérnost informaci ve
vztahu ke spolecnosti Novartis jako
zadavatele Projektu, at’ uz pfimo ¢i
nepiimo, nebo

d. Provider/Physician, in compliance
with legal regulations, acquired from a
third party a non-binding obligation to
protect information confidentiality
relative to Novartis as a Project
Sponsor, directly or indirectly, or

e. Poskytovatel/Lékai sami vyvinuli,
aniz by jakkoliv pouzili jiné
informace, na které se vztahuje
povinnost chranit jejich duvérnost a
takovou  skuteénost je schopen
prokézat.

e. Provider/Physician have themselves
developed, without wusing other
information to which the obligation to
protect confidentiality apply in any
way and are able to prove this fact.

Kromé téchto vyjimek jsou Poskytovatel a
Lékat opravnéni poskytnout informace,
které jsou povinni chranit jako diveérné, a
to v takovém rozsahu, ve kterém vyplyva
povinnost poskytnout tyto informace
zplatnych  pravnich predpisi, nebo
vykonatelného soudniho ¢i spravniho
rozhodnuti. I v takovém ptipade jsou ale
Poskytovatel/L.ékar povinni Zadavatele
Projektu pisemné predem informovat o
povinnosti poskytnout takové informace a
na zakladé Zzadosti Zadavatele jsou
Poskytovatel/Lékar povinni spolupracovat
tak, aby bylo dosazeno pripadného
ufedniho rozhodnuti, kterym by byla
povinnost poskytnout takové informace
vyvracena, limitovana, nebo bylo
dosazeno jiného odpovidajiciho vysledku
za uCelem ochrany téchto informaci.
Poskytovatel a Lékai se zavazuji vynalozit
veskeré rozumné ocekavatelné usili, aby

Beside these exceptions, Provider and
Physician are authorised to provide
information which they are obliged to
protect as confidential, into such an extent
that is required by applicable legal
regulations or executable decision of
judicial  court or  administration.
However, even in such a case
Provider/Physician have an obligation to
inform Project Sponsor in advance and in
written form that an obligation to provide
such information exists and based on the
request by Sponsor, Provider/Physician
are obliged to cooperate in a manner that
should lead to reaching a possible
administrative decision which would
upturn or limit the obligation to provide
the information or some other appropriate
result in order to protect this information.
Provider and Physician make a
commitment to exercise all reasonably
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zajistili diivérné zachazeni s informacemi,
které byli nuceni poskytnout podle tohoto
ustanoveni.

anticipated effort to ensure confidential
treatment of information which they were
forced to provide under this stipulation.

Poskytovatel a Lékat budou uchovavat zaznamy
(v€etné zaznami pacientd), zpravy a udaje
souvisejici s Projektem (dale jako ,,Projektova
data®) po dobu nejméné 15 (patnact) let, piipadné
na dobu delsi, budou-li takovou vyzadovat pravni
predpisy, od dokonceni Projektu, pokud
Zadavatel neposkytne pisemny souhlas s jejich
drivejsi likvidaci nebo nezasle oznameni, na jehoz
zaklade nebude nutné jejich dalsi uchovavani.

Po ukonceni nebo uplynuti platnosti Smlouvy
vsak Poskytovatel a Lékar zni¢i nebo vrati CRO
(dle pozadavku CRO) veskeré dokumenty,
vzorky a materialy obsahujici divérné informace
nebo s nimi souvisejici (s vyjimkou Projektovych
dat), pticemz Poskytovatel a Lékat si budou moci
uchovat jednu kopii ve svych davérnych
slozkach, vyhradné pro eviden¢ni ucely. Takové
zni¢eni bude neprodlené pisemné potvrzeno
Poskytovatelem nebo Lékafem organizaci CRO.
Poskytovatel a Lékar
nezbytné kroky:

podniknou  veskeré

(a) aby zajistili, ze byla pfijata technicka a
organizani bezpe¢nostni opatfeni uvedena v
Protokolu a dana prislusnymi zakony a predpisy k
ochran¢ Projektovych dat vici nahodnému nebo
nezakonnému zniceni nebo nahodné ztraté ci
poskozeni, Gipravé, neopravnénému zverejnéni ¢i
pristupu a vici veskerym dalsim formam
neopravnéného zvetejnéni nebo pristupu a vici
veskerym dal§im zplisobiim neopravnéného nebo
nezéakonného zpracovani; a

(b) aby zajistili, ze vlastni zaméstnanci Lékare a
Poskytovatele i vSichni  subdodavatelg,
kratkodobi zaméstnanci nebo tieti strany ¢i
dodavatelé, ktefi maji pristup k jakymkoli
diavérnym  ¢i  osobné identifikovatelnym
informacim souvisejicim s Projektem, podstoupi
ptislusné Skoleni o soukromi a zabezpeceni a
budou pravideln¢ doskolovani na zakladé
platnych zakont a predpisii.

Provider and Physician shall retain the records
(including patient records), reports and data
relating to the Project (,,Project Data®) for a
period of not less than 15 (fifteen) years, or
longer, if required by law, from the completion of
the Project unless Sponsor provides written
permission to dispose of them earlier or notice
requiring their longer retention.

However, upon the termination or expiry of the
Agreement, the Provider and Physician shall
destroy or return to the CRO, as per the CRO’s
request, all documents, samples and material
containing or relating to the confidential
information (with the exception of Project Data),
except that the Provider and Physician may retain
one copy in its confidential files for record
purposes only. Such destruction shall be promptly
confirmed in writing by the Provider or Physician
to the CRO.

The Provider and Physician shall take all
necessary steps:

(a) to ensure that the technical and
organisational security measures specified in the
Protocol and applicable laws and regulations are
taken to protect Project Data against accidental or
unlawful destruction or accidental loss or damage,
alteration, unauthorised disclosure or access and
against all other unauthorised disclosure or access
and against all other unauthorised or unlawful
forms of processing; and

(b) to ensure that Physician and Provider’s
own employees, as well as any sub-contractors,
temporary employees or other third-parties or
vendors who have access to any confidential or
personally identifiable information relating to the
Project, receive appropriate privacy and security
training, which shall be updated periodically as
the laws and regulations evolve.

3. Jakékoliv vysledky spoluprace smluvnich
stran, zejména eCRF v¢. nevyplnénych,

3. Any results of contracting parties’
cooperation, including, but not limited to

9/21

[ DESCRIBE Ili_Czech Republic_JJJ il CTA Final v 1.0 24Apr2018




veskera data, databaze, veskeré vysledky
Projektu, informace, nélezy, vynalezy,
patenty, technicka feSeni a objevy, bez
ohledu na to, zda jsou zpusobilé byt
predmétem patentové ochrany nebo
nikoliv, jsou vyluénym vlastnictvim
Zadavatele Projektu. Poskytovatel a
Lékar podpisem této Smlouvy udéluji
Zadavateli Projektu casové a mistné
neomezenou a neodvolatelnou licenci ke
vSem zpusobuim uziti autorského dila,
které pfi plnéni této Smlouvy vznikne
nebo mize vzniknout. Odména za
poskytnuti této licence je jiz zahrnuta
v odméné uvedené v priloze ¢. 2 této
Smlouvy. Lékai timto udé€luje souhlas
Zadavateli  Projektu  k uchovavani
osobnich kontaktnich udaji Lékare
uvedenych v zahlavi této Smlouvy a to
vyluéné za Gcelem uchovavani a
zpracovavani téchto udaji ve spojeni
s vysledky a priibéhem tohoto Projektu, a
to po dobu 10 let od skonceni této
Smlouvy. Zadavatel je v této souvislosti
spravcem osobnich tdaji.

eCRF incl. not completed ones, all the
data, databases, all the Project results,
information, findings, inventions,
patents,  technical  solutions  and
discoveries, regardless whether they are
suitable to patent protection or not, are
exclusive property of Project Sponsor. By
signing this Agreement, Provider and
Physician grant irrevocable licence to
Sponsor, not limited by time or place, to
all ways of exploiting the work which
shall be or may be created while fulfilling
this  Agreement. Compensation for
providing this licence is already included
in the compensation given in the
Appendix No. 2 of this Agreement.
Physician hereby grants an agreement to
Project Sponsor to store personal contact
details of Physician given in heading of
this Agreement, solely for purposes of
keeping and processing these details in
connection to the results and course of
this Project, for a period of 10 years after
this Agreement is terminated. Sponsor is
privacy data administrator in this case.

Smluvni strany timto vyslovné souhlasi,
ze tato Smlouva neni zadnym zptsobem
spojena s jakoukoliv jinou obchodni
aktivitou, ktera pripadné mezi stranami
mize existovat, zejména ze Poskytovatel
ani Lékaf nejsou nijak zavazani
predepisovat, pouzivat, doporucovat
nebo nakupovat jakékoliv zbozi, které
vyrabi, dodavda  nebo  propaguje
Zadavatel.

Contracting parties hereby expressly
agree that this Agreement is not in any
way connected to any other commercial
activity which may possibly exist
between contracting parties, including,
but not limited to, the fact that neither
Provider nor Physician are in any way
obliged to prescribe, use, recommend or
buy any goods which is made, supplied,
produced or promoted by Sponsor.

Zjisti-li Zadavatel jakykoli nedostatek
(napft. rozpor s pravnimi predpisy, touto
Smlouvou, opravnénymi zajmy Pacienta,
Protokolem atp.) v provadéni ¢innosti na
zakladé této Smlouvy ze strany
Poskytovatele a/nebo Lékatre, je opravnén

vyzvat Poskytovatele/Lékare
k odstranéni téchto nedostatkt
v ptimétené lhaté. Nebudou-li tyto
nedostatky v poskytnuté lhate

odstranény, ma Zadavatel pravo od této
Smlouvy bez dals$iho odstoupit.

If any deficiency is found by Sponsor
(e.g. contradiction to legal regulations,
this Agreement, justified interests of
Patient, Protocol and so on) in
implementing activities resulting from
this Agreement on part of Provider and/or
Physician, has a right to appeal to
Provider/Physician to correct these
deficiencies within a reasonable deadline.
If these deficiencies are not corrected
within the given deadline, Sponsor has a
right to withdraw from this Agreement
without further proceedings.
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Poskytovatel/Lékar jsou
Zadavatele okamzité

v ptipadé, Ze kompetentni dozorovy
organ  planuje,  pripadné  pokud
neplanované zahaji, provadéni inspekce

povinni
informovat

ve vztahu kprovadéni Projektu, a
poskytnou Zadavateli kopii jakékoli
pisemnosti  vypracované¢ dozorovym

organem, kterda je vysledkem takové
inspekce, a to neprodlené po jejim
obdrzeni.

Provider/Physician have an obligation to
inform Sponsor immediately in case the
competent supervisory authority is
planning, or possibly begins without
planning, to carry out inspection related
to implementing Project, and to provide a
copy of every written document
claborated by supervisory authority
which results from such inspection to
Sponsor, immediately after obtaining it.

Poskytovatel/Lékar se zavazuji
uskuteénit vSechny pfiméfené kroky
vyzadované ze strany Zadavatele za
ucelem odstranéni nedostatkd zjisténych
bé&hem auditu nebo inspekce provedenych
Zadavatelem, jimi povéfenymi osobami
nebo ceskymi nebo  zahraniénimi
dozorovymi organy. Zadavatel bude mit
zaroven pravo prezkoumat a odsouhlasit
jakékoli pisemnosti uréené dozorovému
organu, vypracované v reakci na inspekci
ze strany takového organu, a to predtim
nez tyto pisemnosti Poskytovatel/L.ékar
tomuto organu predloZi.

Provider/Physician make a commitment
to realize all reasonable measures
required by Sponsor in order to correct
deficiencies found during audit or
inspection carried out by Sponsor, parties
authorised by Sponsor or by Czech or
foreign supervisory authorities. Sponsor
shall also have a right to re-examine and
agree to any written document intended
for a supervisory authority, elaborated in
reaction to inspection by such an
authority, before the documents are
submitted to the authority by
Provider/Physician.

Smluvni strany se dohodly, ze pokud
nabude platnosti uvedena nebo jakakoli
pravni uprava, zniz by jen mohlo
vyplyvat, ze ujednani této Smlouvy nebo
nektera z nich, ¢i jejich ucel nebo plnéni
jsou nebo by mohly byt posouzeny jako
nesouladné nebo rozporné s takovou
pravni upravou, Zadavatel bude mit pravo
tuto Smlouvu vypovédét s acinnosti ke
dni doruceni vypovéedi
Poskytovateli/Lékari, nedohodnou-li se
smluvni strany pred G¢innosti této pravni
upravy na takové zméné této Smlouvy,
ktera odstrani potencialni nesoulad nebo
rozpor s touto pravni Upravou.

Contracting parties have agreed that in
case the aforementioned or any other
legal provision becomes effective that
could lead to a conclusion that
arrangements  agreed  under  this
Agreement or some of them, or their
purpose or fulfilment are, or could be,
deemed non-compliant or contradictory
to such legal provision, Sponsor shall
have a right to terminate this Agreement
effective to date of notice delivery to the
Provider, if the contracting parties do not
agree on such an amendment of the
Agreement that would remove potential
non-compliance or contradiction with
regard to this legal provision before the
legal provision comes into effect.

0.

Lékat a Poskytovatel vyslovné uznavaji, ze

CRO neposkytuje zbaveni odpoveédnosti
zadného druhu a nesmi byt cinéna
odpovédnou za  7adnou Skodu

9.

The Physician and the Provider explicitly
acknowledge that the CRO does not
provide indemnification of any kind and
may not be held liable for any damages
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zpusobenou sluzbami poskytovanymi
podle této Smlouvy a/nebo ve Studii a
nevystupuje jako strana pfi zadném
vyslovném ¢i mlcky predpokladaném
odskodnéni. Lékar a Poskytovatel dale
uznavaji, ze CRO nepiebird zadnou
odpoveédnost za cinnosti ¢i opomenuti
provadéné podle této Smlouvy na zakladé
a v souladu s pokyny Zadavatele.
Poskytovatel  a/nebo  Lékat  musi
adresovat vSechny naroky ¢i pozadavky
zalozené ¢&i vychazejici z takovych
¢innosti ¢i opomenuti, pokud existuji,
ptimo Zadavateli.

V zadném piipadé nebude CRO vuci
Poskytovateli nebo Lékati zodpovédna za
zadné  zvlastni, nahodné, nepiimé,
sankéni nebo nasledné Skody nebo za
nahradu Skody nad ramec této sSkody
(mimo jiné véetné uslého zisku a ztraty
obchodll) v souvislosti s jakymkoli
narokem vzniklym ¢i souvisejicim s touto
Smlouvou, ato ikdyz byla o moznosti
takovych Skod informovana. Omezeni
skod se vztahuje také na veskeré naroky
podle Rozpisu plateb v této Smlouvé.

caused by the performance of the services
provided under this Agreement and/or the
Study and is not a party to any
indemnification expressed or implied.
The Physician and the Provider also
acknowledge that the CRO does not
assume any responsibility for actions or
omissions  performed under this
Agreement upon and in accordance with
instructions from the Sponsor, and that
the Provider and/or the Physician must
direct any claims or demands grounded or
based on such actions or omissions, if
any, directly to the Sponsor.

In no event will the CRO be liable to the
Provider or the Physician for any special,
incidental,  indirect,  punitive  or
consequential damages (including but not
limited to lost profits and lost business) in
relation to any claim arising out of or
related to this Agreement even if advised
of the possibility of such damages. This
limitation of damages shall also apply to
any claims under the payment schedule of
this Agreement.

V.

V.

Zvlastni ustanoveni tykajici se
zverejnéni/zpristupnéni Smlouvy

Special Provisions Concerning
Publication/Access to the Agreement

Stanovi-li v dob& uzavieni této Smlouvy
anebo kdykoli v budoucnu pravni predpis,
rozhodnuti ¢i akt kompetentniho spravniho
organu, statniho tfadu ¢i rozhodnuti soudu,
jez zavazuje kteroukoli ze stran této
Smlouvy (dale jen ,Predpisy), napf.
avsak nejen zakon ¢&. 106/1999 Sb., o
svobodném pfistupu k informacim, ve
znéni pozdgjSich predpist, zakon ¢.
340/2015 Sb., o registru smluv, ve znéni
pozdéjsich predpisi, aby smluvni strany
anebo néktera z nich tuto Smlouvu anebo
jeji cast, prilohy, data ¢i informace v ni
uvedené (dale jen ,,Smlouva anebo jeji
¢ast™) zvetejnily anebo zpiistupnily tretim
osobam, anebo vyplyva-li z Piedpisi, ze
tato Smlouva anebo jeji ¢ast musi byt
zvetejnéna, aby dle ni mohlo byt plnéno po

If at the time of entering into this
Agreement or at any future time any legal
regulation, decision or measure of a
competent administrative body,
government agency or court decision
which binds any party of this Agreement
(further on “Regulations™), e.g., however
not only, Act No. 106/1999 Coll. on free
access to information, as amended, Act No.
340/2015 Coll., on contract register, as
amended, to publish this Agreement as a
whole or in part, its appendices, data or
information contained within it (further on
“Agreement or its part”) or to provide
access to third parties, or if regulations
stipulate that this Agreement or its part
must be published, the contracting parties
have agreed that no contracting party is
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pravu, dohodly se smluvni strany, ze zadna
ze smluvnich stran neni opravnéna
zveiejnéni provést ani tuto Smlouvu predat
¢i jinak poskytnout &i zpristupnit tieti
osobé, ktera dle Predpisii ma zvetejnéni ¢i
poskytnuti provést, v rozsahu téch casti
Smlouvy, o kterych druha smluvni strana
prokaze, ze se jedna o obchodni tajemstvi
anebo jejichz zpfistupnéni ¢i zvetejnéni
Predpisy vyslovné nevyZzaduji. Pro ucely
tohoto ustanoveni, a aniz jsou dotcena jina
ustanoveni  této  Smlouvy, povazuje
Zadavatel za svoje obchodni tajemstvi
predevsim Prilohy 1 a 2 této Smlouvy.

entitled to carry out publication or
handover or otherwise provide or grant
access to this Agreement to a third party
which is to carry out publication according
to the Regulations, within the scope of
those parts of the Agreement which the
other contracting party proves to be their
trade secret or access to which or
publication of is not expressly required by
the Regulations. For the purposes of this
provision, and without prejudice to the

other provisions of this Agreement,
Sponsor considers to be their trade
secret , always and first of all

Appendices 1 and 2 of this Agreement.

Aniz je dotcéeno predchozi ustanoveni,
smluvni strany se dohodly, Ze zverejnéni
¢i  poskytnuti ke zverejnéni provede
Poskytovatel, a pouze pokud tak
Poskytovatel neucini ani 3 pracovni dny
pred uplynutim nejzazsi [hiity k tomu
stanovené  Predpisy — anebo  zni
vyplhvajict, smi tak provest Zadavatel.
Poskytovatel zverejni,  zpristupni i
poskytne ke zverejnéni vylucné tu verzi
této Smlouvy anebo jejich cdsti, které mu
na jeho zadost pripravi a poskytne
Zadavatel. Poskytovatel se zavazuje
v ramci postupu zverejnéni této Smlouvy
podle zdkona ¢. 340/2015 Sb., zadat
v ramci vkladani metadat kromé jiného
také identifikator datové  schranky
Zadavatele, kterym je: d9wqk8h a/ nebo
emailovou adresu:
registr.smluv@novartis.com, pro tucely
zaslani  automatického  potvrzeni o
zverejnéni  Smlouvy, Pro odstranéni
pochybnosti  se pro ucely tohoto
ustanoveni rozumi nejzazsi lhitou podle
zdakona ¢. 340/2015 Sb., lhita stanovena
v jeho §7 odst. 1, tedy lhiita, jejiz marné
uplynuti mad za ndsledek zruseni Smlouvy
od pocdtku. Poskytovatel se zavazuje
nezverejnit ani neposkymout zZddnou
z informaci, ktera je dle této Smlouvy
wloucena ze zverejnéni, a to ani v ramci
metadat, ktera se uvddi a zverejiuji
spolecné se Smlouvou dle zdkona ¢C.
340/2015 Sh.

2.

Without prejudice to the previous
provision, contracting parties have
agreed that publication, providing access
to or granting for publication shall be
made by Provider, and only in case
Provider does not do so three workdays
before elapse of the furthest deadline set
for it by the Regulations or resulting from
such Regulations, Sponsor may do so.
Provider will publish, provide access to
or grant for publication exclusively that
version of Agreement or its parts which
shall be prepared and provided by
Sponsor on their request. Provider makes
a commitment that within the procedure
of publishing this Agreement according
to the Act No. 340/2015 Coll., they will,
while inserting meta data, insert an
identifier of Sponsor’s data vault, which
is: d9wqk8h and/or e-mail address:
registr.smluv@novartis.com, for the
purposes of sending an automatic
confirmation of Agreement publication.
To remove any doubt, for the purposes of
this provision, the furthest deadline
pursuant to the Act No. 340/2015 Coll. is
a deadline set forth in its Section 7 of Par.
1, which is a deadline after which expiry
the Agreement is cancelled from the
beginning. Provider makes a commitment
not to publish and not to provide any of
information  being  excluded  from
publication under this Agreement, also
within meta data which are given and
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published together with the Agreement
pursuant to the Act No. 340/2015 Coll.

3.

(a)

(b)

(c)

(d)

Pokud Poskytovatel nebo Zkousejici chtéji
realizovat jakoukoli publikaci nebo
prezentaci souvisejici s timto Projektem,
na konferencich nebo jinym zpisobem,
Poskytovatel/Zkousejici predlozi
Zadavateli navrh prezentace nejméné 15
(patnact) pracovnich dni pred datem
zveiejnéni a  jakykoli jiny navrh
publikace nejméné 30 (tficet) pracovnich
dni pred datem publikace.
Prostfednictvim  CRO  nebo  jeho
povéiené osoby bude Zadavatel opravnén
pozadovat pitiméfené Upravy takového
navrhu prezentace nebo publikace mimo
jiné véetné:

zajiSténi presnosti prezentace nebo
publikace;

zajisténi, aby nedoslo k neumyslnému
vyzrazeni patentovych informaci;

moznosti zabezpeceni prav dusevniho
vlastnictvi;

moznosti poskytnuti relevantni
dodate¢nych informaci.

Poskytovatel/Zkousejici  bude  muset
vyhovét veskerym Zzadostem o udpravu
nebo smazani veskerych vyjadieni v
navrhované publikaci, pokud bude mit
takova zadost oporu v jednom z bodi (a)
az (d) vyse.

Zadavatel mize pozadovat pozdrzeni
navrhované publikace nebo prezentace az
0 4 (Ctyfi) mésice, aby umoznil pfipravu
a predlozeni zadosti o patent. Toto
Ctyfmésicni (4) obdobi bude zahajeno k
datu pfijeti navrhované publikace nebo
prezentace nebo k datu, kdy budou
Zadavateli zpfistupnéna veskera
relevantni data z Projektu, pti¢emz plati
datum, které nastane pozdéji. Jelikoz
tento Projekt predstavuje multicentrickou
studii, prvni publikace udaji bude

(a)

(b)

(c)

(d)

If the Provider or investigator wishes to
make any publication or presentation
relating to the Project, at meetings or
otherwise, the Provider / investigator
shall provide to the Sponsor any proposed
presentation at least 15 (fifteen) working
days prior to being disclosed and any
other proposed publication at least 30
(thirty) working days prior to being
disclosed. The Sponsor, through the CRO
or its designee, shall have the right to
require amendments to any such
proposed presentation or publication on
reasonable grounds including without
limitation:

to ensure the accuracy of the presentation
or publication;

to ensure that proprietary information is
not inadvertently divulged;

to enable intellectual property rights to be
secured;

to enable relevant supplementary
information to be provided.

The Provider / investigator shall be
required to comply with any request to
amend or delete any statement in a
proposed publication, provided such
request is based on any one of (a) to (d)
above.

The Sponsor may require any proposed
publication or presentation to be delayed
for up to 4 (four) months to enable a
patent application to be prepared and
filed. The 4 (four) month period shall
commence on the date of receipt of the
proposed publication or presentation, or
from the date when all relevant data from
the Project are made available to the
Sponsor, whichever is later. As the
Project is a multi-centre study, the first
publication of data shall be based on
consolidated data from all centres
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zalozena na sjednocenych udajich ze
vSech center, které budou analyzovany
dle protokolu, pokud se hlavni zkousejici
podilejici se na Projektu a Zadavatel
nedohodnou pisemné jinak.

Autorstvi veskerych publikaci
souvisejicich s Projektem bude dano
dohodou se Zadavatelem.

analysed according to the Protocol,
unless otherwise agreed in writing by all
the principal investigators involved in the
Project and by the Sponsor.

Authorship of any publications relating to
the Project shall be determined by
agreement with the Sponsor.

VL. VL
Doba platnosti Smlouvy a zavérecéna Validity Period of the Agreement and Final
ustanoveni Provisions

Tato Smlouva se uzavira na dobu uréitou.
Tato Smlouva nabyva ucinnosti dnem
jejiho  podepsani vSemi smluvnimi
stranami a uzavira se na dobu do konce
kalendainiho mésice nasledujiciho po
mesici, ve kterém Poskytovatel/Lékar
provedli posledni navstévu posledniho
Pacienta  zatazeného do  Projektu
v souladu s touto Smlouvou, neskonci-li
Smlouva dfive vsouladu s jinymi
ustanovenimi. Zadavatel a Poskytovatel
jsou opravnéni ukoncit tuto Smlouvu
pisemnou vypovédi bez udani diivodu,
vypovédni lhuta ¢ini 14 dni a bézi ode
dne, kdy je dorucena druhé smluvni
strané. V tom pripadé bude odména
Poskytovateli za poskytnuté sluzby dle
této Smlouvy, ktera mu ke dni skonéeni
nebyla zaplacena, proplacena podle
skute¢né¢ a ftadné vyplnénych eCRF
v souladu s ¢l. 111 a ptilohou €. 2, u nichz
Poskytovateli vznikl narok na odménu.
Ustanoveni ¢l. IV. odst. 2 a 3 této
Smlouvy zistavaji G¢innymi 1 po
skonceni této Smlouvy zjakéhokoli
divodu.

This Agreement is entered into for a
fixed-term. This Agreement becomes
effective on the day of being signed by all
contracting parties and is entered into for
a term until the end of the calendar month
following month when
Provider/Physician carried out the last
visit of the last Patient incorporated into
the Project pursuant to this Agreement, if
this Agreement is not terminated earlier
in accordance with other provisions.
Sponsor and Provider have the right to
terminate this Agreement by a written
notice without giving a reason; period of
notice is 14 days beginning on the day of
delivery to the other contracting party. In
such a case the compensation to Provider
for services provided pursuant to this
Agreement which was not reimbursed to
the day of termination shall be
reimbursed according to the actually and
properly completed eCRFs pursuant to
the Article III and an Appendix No. 2
which constitute an entitlement to
compensation to Provider. Provision of
Article IV. Par. 2 and 3 of this Agreement
remain effective even after this
Agreement is terminated for any reason.

Zadavatel je opravnén od této Smlouvy
pisemné odstoupit, pokud Poskytovatel
nebo Lékat porusi jakékoliv ustanoveni
této Smlouvy. Odstoupeni od Smlouvy
musi byt ucinéno pisemné a musi byt
doruéeno  Poskytovateli a  Lékari.
Odstoupeni je ucinné dnem jeho

Sponsor has the right to withdraw from
this Agreement by means of a written
notice, if Provider or Physician breach
any provision thereof. Agreement
withdrawal must take a written form and
must be delivered to Provider and
Physician. Withdrawal becomes effective
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doruceni. Odstoupenim od Smlouvy neni
dotcen narok na nahradu skody. Smluvni
strany sjednavaji, ze odstoupeni od této
Smlouvy =ze strany Zadavatele se
povazuje za doruc¢ené ostatnim smluvnim
stranam tehdy, je-li dorucené alespon
Poskytovateli.

on the day of its delivery. Entitlement to
damages is not affected by withdrawal
from this Agreement. Contracting parties
agree that Sponsor withdrawal from this
Agreement is considered delivered to the
other contracting parties when it has been
delivered at least to Provider.

3. Poskytovatel a Lékat potvrzuji, ze (i) ani
Lékari ani Poskytovateli nebo jiné osobé
zaméestnané v souvislosti s Projektem
nebyla zakazana cinnost v klinickych
studiich podle prislusného zakona ¢i
natizeni; a (ii) pokud se kdykoli po
uzavieni této Smlouvy Poskytovatel nebo
Lékat dozvi, ze Poskytovateli nebo
Leékati nebo jakékoli jiné osobé podilejici
se na Projektu byla zakazana cinnost,
ptipadné je ucastna ftizeni vedouci k
zakazu ¢innosti, Poskytovatel nebo Lékar
o tomto bude neprodlen¢ informovat

3. The Provider and Physician certify that (i)
neither the Physician nor Provider nor
any person employed by it in connection
with the Project has been debarred from
participating in clinical studies under any
applicable law or enactment; and (ii) if at
any time after the execution of the
Agreement, the Provider or Physician
become aware that the Provider or
Physician or any person involved with the
Project is debarred, or is in the process of
being debarred, the Provider or Physician

CRO nebo Zadavatele. will notify the CRO or Sponsor
immediately.
4. Tato Smlouva se vyhotovuje ve trech | 4. This Agreement is done in triplicate, of

stejnopisech, znichz jeden obdrzi
Zadavatel Projektu, a po jednom
stejnopisu Poskytovatel a Lékar.

which one shall be obtained by Sponsor
and one shall be obtained by Provider and
Physician.

Prilohy:

Attachments:

1. Protokol Projektu

1. Project Protocol

2. Odmeéna a platebni podminky

2. Compensation and Payment Terms
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Za spolecnost NOVARTIS PHARMA AG,
jednajici prostiednictvim povéiené
podepisujici osoby a jako zastupce jménem
spolec¢nosti Novartis Pharma AG, UBC Late
Stage (UK) Limited

For NOVARTIS PHARMA AG, acting
through its authorized signatory and agent for
and on behalf of Novartis Pharma AG, UBC
Late Stage (UK) Limited

Jméno: Name:
Funkce: Title:
Podpis: Signature:
Datum: 24.4.2018
Date: 24.4.2018
Poskytovatel Provider

Jméno: prof. MUDr. Jan Zaloudik, CSc.
Funkce: teditel

Podpis:

Datum: 4.5.2018

Name: Prof. Jan Zaloudik, M.D., Ph.D.
Title: Director

Signature:

Date: 4.5.2018

Lékar

Podpis:

Datum: 4 5 7018

Physician

Signature:

Date: 4 5 2018
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halouzka
Text napsaný psacím strojem
24. 4. 2018

halouzka
Text napsaný psacím strojem
24. 4. 2018

halouzka
Text napsaný psacím strojem
4. 5. 2018

halouzka
Text napsaný psacím strojem
4. 5. 2018

halouzka
Text napsaný psacím strojem
4. 5. 2018

halouzka
Text napsaný psacím strojem
4. 5. 2018




