SMLOUVA O
NEINTERVENCNIM
PROJEKTU

AGREEMENT ON NON-
INTERVENTIONAL
PROJECT

uzaviend dle § 1746 odst. 2 zdk. ¢. 89/2012 Sb.,
obcanského zakoniku, ve znéni pozde€jSich

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

predpist amended
Novartis Pharma AG Novartis Pharma AG
se sidlem: Lichtstrasse 35, 4056 Basel, | Registered Office: Lichtstrasse 35, 4056 Basel,

Svycarsko

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*), se spolecnosti United
BioSource Corporation, se sidlem na adrese 920
Harvest Drive, Suite 200, Blue Bell, PA 19442,
Spojené staty americké, i s jejimi pfidruZenymi
spolecnostmi, véetné UBC Late Stage (UK)
Limited, se sidlem na adrese 26-28
Hammersmith Grove, Londyn W6 7HA, Spojené
Kralovstvi (déle jako ,,UBC* nebo ,,CRO*),
ktera zastupuje Zadavatele.

(hereinafter, the ‘‘Sponsor’’), with United
Biosource Corporation, having its registered
office at 920 Harvest Drive, Suite 200, Blue
Bell, PA 19442, USA together with its affiliates,
including UBC Late Stage (UK) Limited, with
an address at 26-28 Hammersmith Grove,
London W6 7THA, United Kingdom (“UBC” or
“CRQO?”), acting as agent in the name and on
behalf of the sponsor

Je dano, Ze spolecnost UBC byla povéfena
provadénym urcitych sluzeb pro Zadavatele a
jejim jménem v souvislosti se studii s
retrospektivni analyzou zdravotni dokumentace

Whereas UBC has been commissioned to
perform certain services for and on behalf of
Sponsor in connection with the retrospective
chart review study Describe III-

Describe III CDRB436B2404 (déle jako CDRB436B2404 (hereinafter, the “Stlldy”).
,.Studie).
a and

Fakultni nemocnice Hradec Kralové

University Hospital Hradec Kralové

adresa: Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krélové, Ceskd Republika

Address: Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krilové, Czech Republic

IC: 00179906

Trader Identification No.: 00179906

DIC: CZ00179906

Tax Identification No. (VAT): CZ00179906

zastoupena:  prof. MUDr. Vladimir Palicka,
CSc., dr. h. c., feditel

Represented by: Prof. Vladimir Palicka, MD.,
CSc., dr. h. c., Director

(dale jen ,,Poskytovatel*)

(hereinafter, the “Provider’)

1/23

DESCRIBE Ill_Czech Republic_|IIllll _CTA Finalv 1.0 15Jun2018




a

and

Klinika onkologie a radioterapie
nemocnice Hradec Kralové

Fakultni

The Clinic of Oncology and Radiotherapy at
University Hospital Hradec Kralové

(dale jen ,,L.ékar)

(hereinafter, the “Physician”)

uzavieli 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  (hereinafter,  the
“Agreement”) under following conditions:

L.

L

Obecna ustanoveni, piredmét a iéel Smlouvy

General Provisions, Subject and Purpose of
the Agreement

1. Spole¢nost Novartis AG. je zadavatelem
neinterven¢niho sledovani 1écby
snazvem ,Describe III: Retrospektivni
analyza zdravotni dokumentace
monoterapie  dabrafenibem  a/nebo
kombinované 1écby  dabrafenibem-
trametinibem u pacientl s metastatickym
melanomem pro stanoveni pacientd, u

1. Company Novartis AG Is a sponsor of
the non-interventional following of
treatment designated as ‘“Describe III:
Retrospective chart review of dabrafenib
monotherapy and/or dabrafenib-
trametinib combination therapy in
patients with metastatic melanoma to
characterize patients with long term

predpisy Ceské republiky a v rimci

nichZ individudlni program pacienta O . .
(IPP) predstavuje dlouhodoby benefit in the I'nd1V1dual Patient Prcigram
pifnos™ (déle jen Projekt) (IPP)" (hereinafter, the ‘“Project”)
specifikovaného v protokolu Projektu, ¢. specified in the Project protocol no.
protokolu  CDRB436B2404, je7 tvoii CDRB436B2404  which  forms an
nedilnou soucast této Smlouvy (dale jen integral part of this Agreement
,Protokol*). (hereinafter, the “Protocol”).

2. Poskytovatel je opravnénym | 2. Provider is an authorised provider of
poskytovatelem  zdravotnich  sluzeb healthcare services according to the
v souladu s pislusnymi pravnimi applicable legislation of the Czech

Republic and within the scope of

posllzytoyamk, zdravotnich —  sluZeb providing healthcare services they also

posKkytuje ta te tz.dlr(a’votm pect plamentum provide healthcare to patients with

godstuprlg?c?(s:ha ckym ﬁiiﬁ:ﬁ;ﬂ} metastatic  melonama  treated by

dabrafenibem a/nebo kombinovanou dabraiemb m_o r.10therapy .and./or

1é¢bu dabrafenibem-trametinibem. dabrafenib-trametinib combination
therapy.
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Lékat je zdravotnickym profesiondlem a | 3.
odbornikem v oblasti péce o pacienty s
metastatickym melanomem
podstupujicich monoterapii
dabrafenibem a/nebo kombinovanou
1é¢bu dabrafenibem-trametinibem. Lékat
prohlasSuje, Ze mé veSkeré odborné
znalosti a  zkuSenosti  dostate¢né
k fa&dnému poskytnuti sluzeb na zédkladé
a vsouladu stouto Smlouvou. Lékaf
zaroveil prohlaSuje, Ze mu zadné pravni,
ani faktickd prekdzka nebrdni uzaviit a
plnit tuto Smlouvu.

Physician is a healthcare professional
and an expert in care of patients with
metastatic  melonama  treated by
dabrafenib monotherapy and/or
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.

Pfedmétem této Smlouvy je spoluprice | 4.
Zadavatele, Poskytovatele a Lékate pii
realizaci Projektu ve smyslu ustanoveni
§ 51 odst. 1 zakona ¢. 378/2007 Sb. o
lé¢ivech a o zméniach nékterych
souvisejicich ~ zdkonli, ve  znéni
pozdéjsich predpisti, a v souladu s jeho
Protokolem. Uéelem Projektu je sbér dat

tykajicich se 1éCby pacientl
s metastatickym melanomem
podstupujicich monoterapii

dabrafenibem a/nebo kombinovanou
1écbu dabrafenibem-trametinibem (déle
jen “Pacient”) v béZné klinické praxi
s cilem ziskat data, jei je Zadavatel
povinen pravidelné predklddat Stdtnimu
dstavu pro kontrolu léciv a prislusnym
zdravotnim  pojistovndm  pro  iicely

vyhodnocovdni efektivnosti léchy
metastatického melanomu, kterd 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 51, Par. 1 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 (hereinafter, the “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 | 5.
Projektu bude ptedchizet jeho ftadné
oznameni Statnimu ustavu pro kontrolu
1éCiv a pfislusnym etickym komisim
v souladu s ptisluSnymi pravnimi

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
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pfedpisy a piislusnou etickou regulaci.
Zadavatel Projektu si je védom svych
oznamovacich  povinnosti  ohledné&
Projektu.

applicable legislation and corresponding
ethic regulation. Project Sponsor is
aware of their notification obligations
regarding the Project.

Smluvni strany zdvazné prohlasuji, zZe
Poskytovatel a Lékat jsou pii vykonu
¢innosti podle této Smlouvy nezavisli, ze
¢innost podle této Smlouvy provadi
s pouZitim svych odbornych znalosti a
dovednosti, na vlastni ndklady a
odpovédnost, za odménu dle piilohy €. 2
této smlouvy.

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, for the compensation
according to the Appendix No. 2 to this

Agreement.
IL. 1L
Prava a povinnosti smluvnich stran Rights and Obligations of the Contracting
Parties

Poskytovatel a Lékat se zavazuji provést
Projekt v souladu s a) Protokolem a b)
vSemi platnymi zdkony, vyhlaskami,
doporucenimi, doporucenymi postupy a
dalSimi prdvnimi predpisy a c) vSemi
piislusSnymi pokyny sprdvné 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.

Pfed zad4dnim dat do elektronickych CRF
(dale jen ,,eCRF*), jsou
Poskytovatel/L.ékait  povinni  podat
Pacientovi udplnou a srozumitelnou
informaci o Projektu a ovéfit, zda
Pacient souhlasi  se zZdznamem
anonymnich dat o své 1écb€ do eCRF a
ziskat jeho pisemny informovany
souhlas sjeho tcasti v Projektu.
Zatazeni Pacienti do Projektu bude
mozné jen v piipad€ jejich pisemného
souhlasu  vyjadieného  podepsianim
dokumentu informovaného pisemného
souhlasu. Vyzadani souhlasu od pacientl
musi byt ve shod¢€ s etickymi principy.

Before entering data into electronic CRF
(hereinafter, the “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 anonymous 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
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principles.

Poskytovatel a Lékaf se zavazuji, Ze | 3.
pfedepisovani sledovaného 1éku bude
vyhradné nezdvislé na zatazeni Pacienta
do Projektu a bude zaviset vyhradné na
odborném rozhodnuti Lékate a Ze do
Projektu budou zatazeni pouze Pacienti,
u nichz konkrétni lé€ba ma vylucné
Iékatské diivody. Lékat se zavazuje Cinit
veskerd rozhodnuti o 1é¢bé Pacientl
nezdvisle na jeho ucasti na Projektu a
nebude provadét 7Zadna dalsi vysSetieni
nebo postupy, které by nebyly
provedeny, pokud by se Projektu
Poskytovatel/Lékar ¢i Pacient
netcastnili. Poskytovatel a Lékat berou
na védomi, Ze pro ucely Projektu jim
nebudou doddvany Zadavatelem zadné
1é¢ivé pripravky. Poskytovateli/Lékati
nevznikd nirok na odménu za eCRF
Pacienta, ktery byl zatazen do Projektu
v rozporu s Protokolem anebo touto

Smlouvou. Prokéaze-li se, ze
Poskytovatel/Lékai zatadili do Projektu
Pacienta v rozporu s Protokolem

Projektu nebo se svymi zdvazky
obsazenymi vtéto Smlouvé, jsou
Poskytovatel a Lékar povinni neprodlené
vrétit piisluSnou ¢4st odmény za eCRF u
Pacienta, ktery byl v rozporu s touto
Smlouvou nebo Protokolem zatfazen do
Projektu.

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
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 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 for
the Patient which was incorporated to
the Project in breach of this Agreement
or the Protocol.

Lékat prohlasuje a Poskytovatel se | 4.
zavazuje zajistit, Ze do eCRF budou
uvedena  vSechna  dostupnd  data
pravdivé, sprdvné a uplné. Zadavatel,
Poskytovatel a Lékaf se zavazuji
dodrzovat vSechny piislusné pravni
pfedpisy tykajici se ochrany osobnich
udaju. Data do eCRF, formulari
zdznaml zdvaznych neZddoucich piihod
a dalsich dokumentli odeslanych
Poskytovatelem/Lékarem budou
zaznamendvdina striktné

Physician declares, and Provider makes
a commitment to ensure that all available
data shall be entered into eCRF
truthfully, correctly and completely.
Sponsor, 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. the data
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pseudoanonymné, tzn., Ze na jejich
podkladé  nebude moZnd  zpétni
identifikace Pacienta. Pacient bude
Poskytovatelem/Lékatem informovén, Ze
vramci Projektu se jedna o sledovani
1éEby v béZné klinické praxi a Ze Pacient
nebude vystavovdn zZaddnym lékafskym
ani monitorovacim postupiim nad ramec
b&Zné 1é¢hy.

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.

Lékat se zavazuje, a Poskytovatel se
zavazuje zajistit, ze Lékar bude tadné
zaznamendvat a hlésit v§echna podezieni
na zdvazné nezddouci pithody nebo
pfipady téhotenstvi, které v ramci 1écby
Pacienti  zjisti vsouladu s pokyny
Zadavatele.

Physician makes a commitment to and
Provider makes a commitment to ensure
that all suspicions of serious adverse
events or pregnancy cases found within
the Patients’ treatment shall always be
duly recorded and reported in
accordance with Sponsor instructions.

Lékaf bere na védomi a souhlasi, Ze
pristupové udaje k elektronické aplikaci
pro zadavani dat shromazdovanych
v rdmci Projektu maji slouZzit vyhradné
jeho osobni potfebé vramci plnéni
povinnosti na zdklad¢ této Smlouvy, a
Lékat neni oprdvnén tyto pfistupové
udaje sdélit, zpfistupnit, ozndmit nebo
jinak umoZnit sezndmit se s nimi Zadné
tieti osobé.

Physician acknowledges and agrees that
access details to the electronic
application for entering data collected
within the 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
third party.

Poskytovatel/Lékat se zavazuji, Ze 1écbu
Pacienta budou sledovat v pfisném
souladu s Protokolem  Projektu a
vysledky svého sledovani fadn¢ a tplné
zaznamenavat do eCRF a tyto fadn¢ a
bez zbytetného odkladu pfeddvat
Zadavateli. V pripadé, ze Zadavatel
v pfedaném eCRF nalezne pfipadné
nedostatky  ¢i  nebudou-li  fddné
vypotadany vSechny ptipadné doplnujici
dotazy = Zadavatele, zavazuje  se
Poskytovatel a/nebo Lékat tyto bez
zbyte¢ného odkladu odstranit.

Provider/Physician make a commitment
to ensure that the Patient treatment shall
be followed strictly in accordance with
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.

I1I.

III.

Odména a platebni podminky

Compensation and Payment Terms

Prostfednictvim  spole¢nosti UBC jménem | Sponsor makes a commitment, through UBC on
Zadavatele se Zadavatel zavazuje uhradit | behalf of Sponsor, to compensate Provider and

Poskytovateli a Lékaii za poskytnuti sluZeb dle | Physician for providing services according to
této Smlouvy odménu ve vysi, zplisobem a za
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podminek sjednanych v piiloze ¢. 2 Smlouvy.

this Agreement in the amount, by the method
and under conditions agreed on in the Appendix
No. 2 of the Agreement.

IV. IVv.
DalSi ujednani Further Arrangements
1. Tato Smlouva miZe byt zménéna pouze | 1. This Agreement may only be amended

formou pisemného dodatku podepsaného
viemi  smluvnimi  stranami. Tato
Smlouva pfedstavuje celou a tplnou
dohodu mezi smluvnimi stranami
ohledn¢ predmétu této  Smlouvy.
Smluvni strany se dohodly, Ze jejich
pravni vztahy zaloZené touto Smlouvou
se fidi pfisluSnymi  ustanovenimi
obcanského zdkoniku a dalSimi pravnimi
predpisy Ceské republiky.

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.

2. Poskytovatel a Lékat se zavazuji
zachovavat piisnou ddvérnost vSech
informaci (mimo jiné vcetné Protokolu,
formulaii CRF a piirucky zkousejiciho),
zejména védeckych, technickych nebo
obchodnich informaci spojenych
s ¢innosti, produkty nebo vyzkumem
Zadavatele Projektu, se kterymi se
sezndmi v prubéhu spoluprice dle této
Smlouvy. Stejnd povinnost se tyka také
vSech informaci, které ptedstavuji nebo
mohou predstavovat vysledek
spoluprdce stran na zdkladé této
Smlouvy. Poskytovatel a Lékat se
zavazuji pouzivat takové informace
pouze pro ucely plnéni této Smlouvy a
Zadnym zplsobem nezpfistupnit ani

neposkytnout takové informace
jakékoliv 3. osobé bez piedchoziho
pisemného souhlasu Zadavatele

Projektu, tj. spolecnosti Novartis.
Veskeré  vySe  uvedené  duvérné
informace  budou uchovdviany v
divérnosti, dokud nebudou vefejné
zndmy. Tato omezeni se nevztahuji na
informace, které

2. Provider and Physician make a
commitment to keep all the information
(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 cooperation of
contracting parties 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
limitations do not apply to information
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which were

a. v okamZiku, kdy je
Poskytovatel/Lékat ziskali, jiz byly
vefejné znamé, nebo

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

b. se staly vefejné zndmymi po takovém
ziskani, aniZ vSak k této skutecnosti
doslo kondnim ¢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/Lékati
prokazatelné znamy pted 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/Lékat v souladu
s pradvnimi pfedpisy ziskali od 3.
osoby nezavazané povinnosti

ochrafiovat divérnost informaci ve
vztahu ke spolecnosti Novartis jako
zadavatele Projektu, at’ uz piimo ¢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/Lékat sami vyvinuli,
aniZ by jakkoliv pouZili jiné
informace, na které se vztahuje
povinnost chranit jejich divernost a
takovou skute¢nost je schopen
prokdzat.

e. Provider/Physician have themselves
developed, without using 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 opradvnéni poskytnout informace,
které jsou povinni chrénit jako diivérné, a
to v takovém rozsahu, ve kterém vyplyva
povinnost poskytnout tyto informace
zplatnych pravnich predpisd, nebo
vykonatelného soudniho ¢i spravniho
rozhodnuti. I v takovém piipad¢ jsou ale
Poskytovatel/Lékat povinni Zadavatele
Projektu pisemné piedem informovat o
povinnosti poskytnout takové informace a
na zdkladé¢ zadosti Zadavatele jsou
Poskytovatel/Lékat povinni
spolupracovat tak, aby bylo dosaZeno
piipadného tfedniho rozhodnuti, kterym
by byla povinnost poskytnout takové
informace vyvrdcena, limitovana, nebo
bylo dosaZeno jiného odpovidajiciho
vysledku za ucelem ochrany téchto
informaci. Poskytovatel a Lékar se
zavazuji vynaloZit veSkeré rozumné

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
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ocekdvatelné usili, aby zajistili dtveérné

zachazeni s informacemi, které byli
nuceni  poskytnout  podle  tohoto
ustanoveni.

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

Poskytovatel a Lékat budou uchovavat zaznamy
(v€etn¢ zdznamid pacientd), zpravy a udaje
souvisejici s Projektem (ddle jako ,.Projektova
data®) po dobu nejméné 25 (dvacet pét) let od
dokonéeni Projektu, pokud Zadavatel

vvvvvv

likvidaci nebo nezaSle oznameni, na jehoZ
zéklad€ nebude nutné jejich dalsi uchovivani.

Poskytovatel provede bezplatnou archivaci 5 let
od zacitku Studie v souladu se zdkonem C¢.
378/2007 Sb. a poté na dalSich 20 let provede
zpoplatnénou archivaci — ||| EGzz; N-
zpoplatnénou archivaci bude vystavena faktura
po podpisu smlouvy.

Zadavatel v predstthu 6 mésici od konce
zpoplatnéné archivace ozndmi poskytovateli, Ze
trvd na dals$i archivaci a uhradi ndklady s tim
spojené.

V piipadé, Ze ve shora uvedené lhiit¢ zadavatel
nesdé€li pozadavek na dalsi archivaci ¢i neuhradi
poplatek na dalSi archivaci, ma se za to, Ze je
Poskytovatel — opravnén  klikvidaci  vSech
archivovanych dokumentd Studie.

Lékar

Poskytovatel a veskeré

nezbytné kroky:

podniknou

(a) aby =zajistili, Ze byla pfijata technickd a
organizani bezpecnostni opatfeni uvedend v
Protokolu a dand ptisluSnymi zdkony a ptedpisy
k ochran¢ Projektovych dat viéi ndhodnému
nebo nezdkonnému zniceni nebo ndhodné ztraté
¢i poskozeni, dprave, neopravnénému zveiejnéni
¢i pfistupu a viaéi veSkerym dalSim formam
neopravnéného zvetejnéni nebo piistupu a vuci
veskerym dal$im zpisoblim neopravnéného nebo
nezdkonného zpracovani; a

(b) aby zajistili, Ze vlastni zaméstnanci Lékaie
a Poskytovatele 1 vSichni subdodavatelé,

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 25 (twentyfive) years
from the completion of the Project unless
Sponsor provides written permission to dispose
of them earlier or notice requiring their longer
retention.

The Provider shall provide archiving free of
charge for 5 years from the beginning of the
Study in accordance with Act No. 378/2007
Coll. And thereafter for the next 20 years the
Provider will provide archiving which will be

charged — | NN Thc invoice will be

issued after the Agreement has been signed.

The Sponsor notifies the Provider in advance of
6 months from the end of the Charged Archiving
period that Sponsor insists on further archiving
and will cover the costs associated with it.

In case that within the aforementioned period the
Sponsor does not request for further archiving or
does not pay the fee for further archiving, the
Provider is entitled to destroy all archived
Documents of the Study.

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
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kratkodobi zaméstnanci nebo tfeti strany Cci
dodavatelé, kteti maji pfistup k jakymkoli
divérnym ¢ osobné identifikovatelnym
informacim souvisejicim s Projektem, podstoupi
piislusné Skoleni o soukromi a zabezpeceni a

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.

budou pravideln¢ doSkolovdni na zdkladé
platnych zdkont a predpist.
3. Jakékoliv vysledky spoluprice | 3. Any results of contracting parties’

smluvnich stran, zejména eCRF vc¢.
nevyplnénych, veSkerd data, databdze,
veskeré vysledky Projektu, informace,
ndlezy, vyndlezy, patenty, technickd
feSeni a objevy, bez ohledu na to, zda
jsou zpusobilé byt pfedmétem patentové
ochrany nebo nikoliv, jsou vylu¢nym
vlastnictvim  Zadavatele Projektu.
Poskytovatel a Lékar podpisem této
Smlouvy ud¢luji Zadavateli Projektu
asov€é a mistné neomezenou a
neodvolatelnou  licenci ke  vSem
zpusobiim uZiti autorského dila, které pfi
plnéni této Smlouvy vznikne nebo mize
vzniknout. Odména za poskytnuti této
licence je jiz zahrnuta v odméné uvedené
v ptiloze €. 2 této Smlouvy. Lékat timto
ud€luje souhlas Zadavateli Projektu
k uchovdvani  osobnich  kontaktnich
udajii Lékate uvedenych v zdhlavi této
Smlouvy a to vyluéné¢ =za ucelem
uchovavani a zpracovavani téchto udaji
ve spojeni s vysledky a pribéhem tohoto
Projektu, a to po dobu 10 let od skonceni
této Smlouvy. Zadavatel je v této
souvislosti spradvcem osobnich tdaju.
Veskery prevod, nakladani, zmeéna a
dal$i zachédzeni s osobnimi udaji bude
vzdy v souladu se znénim zdkona C.
101/2000 Sb., o ochran¢ osobnich tdaji
a ode dne 25. 5. 2018 v souladu s
nafizenim Evropského parlamentu a rady
¢.2016/679 - GDPR.

cooperation, including, but not limited to
eCREF 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.
Any transfer, handling, alteration and
further processing of personal data will
always be in accordance with the
provisions of Act No. 101/2000 Coll.,
On the Protection of Personal Data, and
from 25 May 2018 in accordance with
regulation of the European Parliament
and of the Council no. 2016/679 -
GDPR.

4. Smluvni strany timto vyslovné souhlasi,
Ze tato Smlouva neni Zadnym zplisobem
spojena s jakoukoliv jinou obchodni
aktivitou, kterd pfipadn¢ mezi stranami

milZe existovat, zejména Ze Poskytovatel

4. 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,
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ani Lékaf nejsou nijak zavazani
pfedepisovat, pouzivat, doporucovat
nebo nakupovat jakékoliv zbozi, které
vyrdbi, doddvd nebo  propaguje
Zadavatel.

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.

Smluvni strany sjednévaji, Ze Zadavatel | 5.
ma pravo, piimo nebo prostfednictvim
povétenych osob, kontrolovat provadéni
¢innosti a plnéni zdvazkli Poskytovatele
a Lékare dle této Smlouvy kdykoli
v priabéhu jejiho trvani, po predchozim
pisemném upozornéni, v sidle
Poskytovatele, nebo kdekoli jinde, kde
se nachdzi dokumenty ¢i jind data a
informace, jeZz se vztahuji k plnéni
Poskytovatele/Lékafe na zdklad€ této
Smlouvy. Tomuto privu odpovida
povinnost  Poskytovatele a Lékate
pfedlozit kontrolujici osob& veskeré
pozadované dokumenty, data, informace,
umoznit pifistup ke vSem zdrojovym
dokumentim a zprivim a umoZnit
Zadavateli vyhotovovat si kopie vSech
dokladi a informaci tykajicich se
provadéni Projektu a poskytovat jim
veskerou jinou soucinnost nezbytnou
k tomu, aby kontrolujici osoba mohla
fadné zkontrolovat plnéni
Poskytovatele/Lékafe v souladu s touto
Smlouvou, a to véetné umoznéni
pfistupu do prostor Poskytovatele a
ordinace Lékare.

Contracting parties agree that Sponsor
has a right to, directly or indirectly
through authorised parties, inspect
implementation of activities and
fulfilling of commitments of Provider
and Physician according to this
Agreement at any time in the course of
its duration, following previous written
notice, in the facilities of the Provider or
anywhere else where the documents or
other data and information related to
Provider’s/Physician’s fulfilment
resulting from this Agreement are
located. This right corresponds to the
obligation of Provider and Physician to
submit all the inspected documents, data
and information to the inspecting party,
to enable access to all source documents
and reports and enable Sponsor to make
copies of all the evidence and
information related to Project execution
and provide them with all other
necessary collaboration enabling the
inspecting party to properly check
Provider’s/Physician’s fulfilment
pertaining to this Agreement, including
providing access to Provider’s facilities
and Physician’s office.

Zjisti-li Zadavatel jakykoli nedostatek | 6.
(napf. rozpor s pravnimi piedpisy, touto
Smlouvou, oprdvnénymi zdjmy Pacienta,
Protokolem atp.) v provadéni ¢innosti na
zéklad¢ této Smlouvy =ze strany
Poskytovatele  a/nebo  Lékate, je
opravnén vyzvat Poskytovatele/Lékare

k odstranéni téchto nedostatkil
v ptiméfené lhate. Nebudou-li tyto
nedostatky v poskytnuté Ihute

odstranény, mad Zadavatel pravo od této
Smlouvy bez dalsiho 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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7. Poskytovatel/Lékar jsou povinni | 7. Provider/Physician have an obligation to
Zadavatele okamzité informovat inform Sponsor immediately in case the
v ptipadé, Ze kompetentni dozorovy competent supervisory authority is
orgdn  planuje, ptipadné  pokud planning, or possibly begins without
neplanované zahdji, provddéni inspekce planning, to carry out inspection related
ve vztahu kprovddéni Projektu, a to implementing Project, and to provide
poskytnou Zadavateli kopii jakékoli a copy of every written document
pisemnosti  vypracované dozorovym elaborated by supervisory authority
organem, kterd je vysledkem takové which results from such inspection to
inspekce, a to neprodlené¢ po jejim Sponsor, immediately after obtaining it.
obdrZeni.

8. Poskytovatel/Lékar se zavazuji | 8. Provider/Physician make a commitment
uskutecnit vSechny pfiméfené kroky to realize all reasonable measures
vyZzadované ze strany Zadavatele za required by Sponsor in order to correct
ucelem odstranéni nedostatkli zjiSténych deficiencies found during audit or
béhem auditu nebo inspekce inspection carried out by Sponsor,
provedenych Zadavatelem, jimi parties authorised by Sponsor or by
povefenymi osobami nebo ¢eskymi nebo Czech or foreign supervisory authorities.
zahraniénimi ~ dozorovymi  orgdny. Sponsor shall also have a right to re-
Zadavatel bude mit zirovenl pravo examine and agree to any written
pfezkoumat a odsouhlasit jakékoli document intended for a supervisory
pisemnosti urené dozorovému orgénu, authority, elaborated in reaction to
vypracované vreakci na inspekci ze inspection by such an authority, before
strany takového orgénu, a to pfedtim nez the documents are submitted to the
tyto  pisemnosti  Poskytovatel/Lékar authority by Provider/Physician,
tomuto organu predloZzi, za ptfedpokladu, provided that this is feasible in timely
7e je to z ¢asového hlediska mozné. manner.

9.  Lékat a Poskytovatel vyslovné uznavaji, ze | 9. The Physician and the Provider

CRO neposkytuje zbaveni odpoveédnosti
7Zddného druhu a nesmi byt Ccinéna
odpovédnou za Zadnou Skodu
zpusobenou sluzbami poskytovanymi
podle této Smlouvy a/nebo ve Studii a
nevystupuje jako strana pfi zadném
vyslovném ¢i mlcky predpokladaném
odskodnéni. Lékai a Poskytovatel dale
uznavaji, Ze CRO nepfebird Zadnou
odpovédnost za c¢innosti ¢i opomenuti
provadéné podle této Smlouvy na
zakladé a v souladu s pokyny
Zadavatele. Poskytovatel a/nebo Lékar
musi adresovat vSechny ndroky ¢i
pozadavky zaloZené ¢i vychdzejici z
takovych cinnosti ¢i opomenuti, pokud
existuji, pfimo Zadavateli.

V Zadném piipadé nebude CRO vuci

explicitly acknowledge that the CRO
does not provide indemnification of any
kind and may not be held liable for any
damages 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.
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Poskytovateli nebo Lékatfi zodpoveédna
za 7z4dné zvlastni, ndhodné, nepiimé,
sank¢éni nebo ndsledné Skody nebo za
ndhradu Skody nad rdmec této Skody
(mimo jiné vcéetné uslého zisku a ztraty
obchodll) v souvislosti s jakymkoli
narokem vzniklym ¢&i  souvisejicim
stouto Smlouvou, ato ikdyz byla
0 moZnosti takovych Skod informovéna.
Omezeni Skod se vztahuje také na
veskeré ndroky podle Rozpisu plateb v
této Smlouvé.

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
uveiejnéni/zpristupnéni Smlouvy

Special Provisions Concerning
Publication/Access to the Agreement

Stanovi-li v dobé uzavieni této Smlouvy
anebo kdykoli v budoucnu pravni ptedpis,
rozhodnuti ¢i  akt  kompetentniho
spradvniho organu, statnitho trfadu ¢i
rozhodnuti soudu, jeZ zavazuje kteroukoli
ze stran této Smlouvy (dale jen
,Predpisy), napf. avSak nejen zdkon ¢.
106/1999 Sb., o svobodném pfistupu
k informacim, ve znéni pozdé&jsich
predpist, zakon ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdé&jsich ptedpisd, aby
smluvni strany anebo né¢ktera z nich tuto
Smlouvu anebo jeji ¢ast, ptilohy, data ¢i
informace vni uvedené (dile jen
,Smlouva anebo jeji ¢ast”) uvefejnily
anebo zpfistupnily tfetim osobam, anebo
vyplyva-li z Predpisti, Ze tato Smlouva
anebo jeji ¢ast musi byt uvefejnéna, aby
dle ni mohlo byt plnéno po pravu, dohodly
se smluvni strany, Ze Zddna ze smluvnich
stran neni oprdvnéna uvefejnéni provést
ani tuto Smlouvu pfedat ¢i  jinak
poskytnout ¢i zpfistupnit tfeti osobé, kterd
dle Predpist ma uvefejnéni ¢i poskytnuti
provést, vrozsahu téch c¢asti Smlouvy,
jenZz druhd smluvni strana povazuje za
svoje obchodni tajemstvi anebo jejichz
zptistupnéni Ci  uvefejnéni  Predpisy
vyslovné nevyZzaduji. Pro tucely tohoto
ustanoveni, a aniZ jsou dotena jind
ustanoveni této Smlouvy, povaZuje
Zadavatel za svoje obchodni tajemstvi
ty informace ¢i materialy, které za

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
(hereinafter, the “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 (hereinafter, the “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 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 considers 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
information or materials to be their
trade secret if they are marked as a
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obchodni tajemstvi kdykoli oznaci, a trade secret at any time, and
bez ohledu na to vidy piedevSim notwithstanding this provision, always
Prilohy 1 a 2 této Smlouvy. and first of all Appendices 1 and 2 of

this Agreement.

2. Aniz je dotéeno predchozi | 2.
ustanoveni, smluvni strany se dohodly, Ze
uvefejnéni, zpfistupnéni ¢i poskytnuti k
uvetejnéni provede Poskytovatel, a to tak,
Ze uvetejni, zpiistupni ¢i poskytne k
uvefejnéni vylucné tu verzi této Smlouvy
anebo jejich casti, kterou mu za timto
tielem pfipravi a poskytne Resitel
nejpozdeji v den podpisu této Smlouvy, a
to vestrojové Citelném formatu v
elektronické  podobé  zasldnim  na
emailovou adresu sdélenou
Poskytovatelem. Poskytovatel se zavazuje
na dotaz ReSitele potvrdit datum
uvefejnéni, jakoz i skuteCnost, Ze byla
uvefejnéna/poskytnuta verze Smlouvy,
kterou Poskytovateli zaslal Resitel dle
dohody smluvnich stran v této Smlouvé.
Poskytovatel se zavazuje neuvefejnit ani
neposkytnout zZadnou z informaci, ktera je
dle této Smlouvy vylouc¢ena z uvefejnéni,
ani vramci metadat, ktera se uvadi a
uvefejnuji spolecné se Smlouvou dle
zdkona ¢.  340/2015 Sb.  Pokud
Poskytovatel svou povinnost uvefejnéni
nesplni do 5 pracovnich dnti od podpisu
této Smlouvy posledni smluvni stranou,
smi tak provést Regitel.

Without prejudice to the previous
provision, contracting parties have
agreed that publication, providing access
to or granting for publication shall be
made by Provider by publishing,
providing access to or granting for
publication exclusively that version of
Agreement or its parts which shall be
prepared and provided for that purpose
and the Investigator shall provide it on
the day of signing this Agreement at the
latest, in a machine-readable format in
electronic form by sending it to the
email address provided by Provider.
Provider agrees, upon Investigator's
request, to confirm publication date as
well as the fact that only such
Agreement version was published /
provided that had been sent to Provider
by Investigator as agreed by contracting
parties in this Agreement. Provider
makes commitment not to disclose or to
provide any of information being
excluded from publication under this
Agreement, also within metadata which
are given and published together with
the Agreement pursuant to Act No.
340/2015 Coll. If the Provider does not
fulfill his obligation to publish within 5
working days of the signature of this
Agreement by the last contracting party,
Investigator may do so.

Pokud Poskytovatel nebo ZkouSejici | 3.
cht&ji realizovat jakoukoli publikaci
nebo prezentaci souvisejici s timto
Projektem, na konferencich nebo jinym
zpusobem, Poskytovatel/ZkouSejici
ptedlozi Zadavateli ndvrh prezentace
nejméné¢ 15 (patnict) pracovnich dni
pfed datem zvefejnéni a jakykoli jiny
navrh publikace nejméné 30 (tficet)
pracovnich dni pfed datem publikace.
Prostiednictvim  CRO  nebo  jeho
povéfené  osoby bude Zadavatel

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
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opravnén pozadovat pfimétené upravy
takového ndvrhu prezentace nebo
publikace mimo jiné vcetné:

(a) zajiSténi piesnosti prezentace nebo (a)
publikace;
(b) zajiSténi, aby nedoslo k neimysInému (b)

vyzrazeni patentovych informaci;

(c) moZnosti zabezpeceni prav duSevniho (©)
vlastnictvi;
(d) moznosti poskytnuti relevantni )

dodate¢nych informaci.

Poskytovatel/Zkousejici bude muset
vyhovét veskerym zadostem o upravu
nebo smazdni veSkerych vyjadieni v
navrhované publikaci, pokud bude mit
takova zZadost oporu v jednom z bodt (a)
az (d) vyse.

Zadavatel miZe pozadovat pozdrzeni
navrhované publikace nebo prezentace
az o 4 (Ctyfi) meésice, aby umoZnil
ptipravu a ptedlozeni Zadosti o patent.
Toto Ctyfmésicni (4) obdobi bude
zahdjeno k datu pfijeti navrhované
publikace nebo prezentace nebo k datu,
kdy budou Zadavateli zpfistupnéna
veskerd relevantni data z Projektu,
pficemZz plati datum, které nastane
pozdéji. Jelikoz tento  Projekt
predstavuje multicentrickou studii, prvni
publikace udaji bude zalozena na
sjednocenych tdajich ze vSech center,
které budou analyzovédny dle protokolu,
pokud se hlavni zkousejici podilejici se
na Projektu a Zadavatel nedohodnou
pisemné jinak.

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

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
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 zavérecna Validity Period of the Agreement and Final
ustanoveni Provisions
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1. Tato Smlouva se uzavird na dobu | I.
ur¢itou. Tato Smlouva nabyva
ucinnosti dnem jejtho podepsani
vSemi  smluvnimi  stranami a
uvefejnénim v registru smluv a
uzavird se na dobu do konce
kalendafniho mésice nasledujiciho
po mésici, ve kterém
Poskytovatel/Lékat provedli
posledni  navs§tévu  posledniho
Pacienta zafazeného do Projektu
v souladu s touto Smlouvou,
neskonci-li Smlouva diive v souladu
sjinymi ustanovenimi. Kterdkoli
strana je oprdvnéna ukoncit tuto
Smlouvu pisemnou vypovédi bez
udani davodu, vypovédni lhtta Cini
14 dni a bézi ode dne, kdy je
doru¢ena druhé smluvni strané.
Vtom piipadé bude odména
Poskytovateli/Lékati za poskytnuté
sluzby dle této Smlouvy, kterd mu ke
dni skonceni nebyla zaplacena,
proplacena podle skutecn¢ a tfadné
vyplnénych eCRF v souladu s ¢l. III
a pfilohou ¢. 2, u nichZ
Poskytovateli/Lékaii vznikl narok na
odménu. Ustanoveni ¢l. IV. odst. 2 a
3 této Smlouvy zlstavaji Gcinnymi i
po skonCeni  této Smlouvy
z jakéhokoli divodu.

Piedpoklddana doba trvani smlouvy: ||

pacientt: ||
Ptedpoklddand maximdlni hodnota plnéni:
140 853,00 K¢

This Agreement is entered into for a
fixed-term. This Agreement becomes
effective on the day of being signed by
all contracting parties and published in
the register of contracts 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. Any
party has 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/Physician 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/Physician. Provision of Article
IV. Par. 2 and 3 of this Agreement
remain effective even after this
Agreement is terminated for any reason.

Assumed period of Agreement duration: [J

;< dpoklddany pocet zatazenych Assumed number of enrolled subjects: ]
Assumed maximum value of fulfillment:

CZK 140,853.00

2. Zadavatel je oprdvnén od této Smlouvy | 2.
pisemné odstoupit, pokud Poskytovatel
nebo Lékat porusi jakékoliv ustanoveni
této Smlouvy. Odstoupeni od Smlouvy
musi byt ucinéno pisemné a musi byt
doru¢eno  Poskytovateli a  Lékafi.
Odstoupeni je ucinné dnem jeho
doruceni. Odstoupenim od Smlouvy neni
dotéen nérok na nahradu Skody. Smluvni
strany sjedndvaji, Ze odstoupeni od této

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 on the day of its delivery.
Entitlement to damages is not affected
by withdrawal from this Agreement.
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Smlouvy ze strany Zadavatele se
povazuje  za  doruCené  ostatnim
smluvnim strandm tehdy, je-li dorucené
alespoil Poskytovateli.

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.

Poskytovatel a Lékat potvrzuji, Ze (i) ani | 3. The Provider and Physician certify that
Lékati ani Poskytovateli nebo jiné osobé (1) neither the Physician nor Provider nor
zaméstnané v SOU\.’ISIOSU S PI.'OJ.ektem any person employed by it in connection
neb)./{a zakdzana cinnost v k%lmckycvh with the Project has been debarred from
studiich podle pfislusncho zdkona &i participating in clinical studies under
narizent, a,(u) pokud se kdykoli po any applicable law or enactment; and (ii)
uzavieni této Smlouvy Poskytovatel . . .
o P . if at any time after the execution of the
nebo Lékar dozvi, Ze Poskytovateli nebo . ..
PO D g T o N Agreement, the Provider or Physician
Lékati nebo jakékoli jiné osobé¢ hat th .
podilejici se na Projektu byla zakazana becom? aware  that t ¢ Provider or
innost, pifpadné je Uucastna fizenf Physmap or any person 1nvo%vec.l with
vedouci k zédkazu ¢innosti, Poskytovatel the Project is debarred, or is in the
nebo Lékai o tomto bude neprodlend process of being debarred, the Provider
informovat CRO nebo Zadavatele. or Physician will notify the CRO or
Sponsor immediately.
4. Tato smlouva je vyhotovena v Ceském | 4. This Agreement is done in the Czech

jazykovém znéni a v  anglickém
jazykovém znéni, pfiCemZ piednost ma
ceské jazykové znéni. Ptipadné spory
vzniklé na zdkladé této smlouvy a nebo v
souvislosti s touto smlouvou, budou
feseny pred soudy Ceské republiky.

Smlouva se ¥di zédkony Ceské republiky.

Smluvni strany berou na védomi, Ze

.....

pacienti do okamZiku uvefejnéni
kone¢ného dokumentu v registru smluv.

language and in the English language
version, with the preference given to the
Czech language version. Any disputes
arising under this Agreement or in
connection with this Agreement will be
settled before the courts of the Czech
Republic.

The Agreement is governed by the laws of the
Czech Republic.

The Parties acknowledge that there will
be no initial visit and recruitment until
the final document is published in the
register of contracts.

Tato Smlouva se vyhotovuje ve tiech
stejnopisech, znichZ jeden obdrzi | This Agreement is done in triplicate, of which
Zadavatel Projektu, a po jednom one shall be obtained by Sponsor and
stejnopisu Poskytovatel a Lékat. one shall be obtained by Provider and
one by the Physician.
Prilohy: Attachments:

1. Protokol Projektu

1. Project Protocol

2. Odména a platebni podminky

2. Compensation and Payment Terms
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Za spoletnost NOVARTIS PHARMA AG,
jednajici prostiednictvim povérené
podepisujici osoby a jako zastupce jménem
spole¢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

| Iméno: I

Name: [N

Funkee: I

Title: I

Podpis:

Datum: 18. 6. 2018

Signature:

Date: 18. 6. 2018

Poskytovatel

Provider

Jméno: prof. MUDr. Vladimir Palicka, CSc., dr.
h.c.
Funkce: reditel

Podpis:

Datum: 13. 7. 2018

Name: prof. Vladimir Palicka, MD, CSc., dr. h.
C.
Title: Director

Signature:

Date: 13.7.2017
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Lékar Physician

Jméno: Name: |

Funkce: Title:
Podpis: Signature:

Datum: 28. 6. 2018 Date: 28. 6. 2018
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U> NOVARTIS

Global Medical Affairs

Non-Interventional

Study Protocol CDRB436B2404

Describe lll: Retrospective chart review of dabrafenib
monotherapy and/or dabrafenib-trametinib combination
therapy in patients with metastatic melanoma to
characterize patients with long term benefit in the
Individual Patient Program (IPP).

Authors: De Jong, Eghert; Feng, X; Modi, A; Martis, A
Document type: Mon-interventional study protocol
Yersion number: 00.00 {protocol)

Release date: 14-NOV-2016

Property of Movartis
Confidential
May not be used, divulged, published or otherwise disclosed
without the consent of Movartis
NIS Protocol Template Secondary Use of Data Version 2.0 dated 15-5ep-2015
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Priloha ¢. 2 Appendix
No. 2

Odména a platebni podminky Compensation and Payment Terms
/|
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