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AGREEMENT ON PROVISION OF SERVICES

AND PREMISES FOR EXECUTION OF

CLINICAL STUDY

SMLOUVA O POSKYTNUTI SLUZEB A

PROSTOR K PROVEDENI KLINICKEHO

HODNOCENI

Protocol Number:

VX17-445-102

Protokol cislo:

VX17-445-102

Protocol Title:

A Phase 3, Randomized,
Double-blind,
Controlled Study
Evaluating the Efficacy
and Safety of VX 445
Combination Therapy in
Subjects With Cystic
Fibrosis Who Are
Heterozygous for the
F508del Mutation and a
Minimal Function
Mutation (F/MF)

Néazev Protokolu:

Randomizovana, dvojité
zaslepena

a kontrolovana studie
faze 3 hodnotici
ucinnost a bezpecnost
kombinované terapie
ptipravkem VX-445

U pacientd trpicich
cystickou fibrézou

s heterozygotni mutaci
F508del a minimalni
funk¢ni mutaci (F/MF)

Site Number:

Principal Investigator:

Cislo centra:

Hlavni zkouSejici:

Healthcare Service
Provider

Healthcare Service Fakultni nemocnice v Poskytovatel Fakultni nemocnice v
Provider: Motole zdravotnich sluZeb: Motole
Agreement Type: Czech Republic- Typ smlouvy: Ceska republika -

Poskytovatel
zdravotnich sluzeb

Contracts  (“Effective

Boston, Massachusetts

registration

Study  Management,

number:

Date”)

number [Tax ID:
represented by

appointing

This Agreement on Provision of Services and Premises
for Execution of Clinical Study (“Agreement”) is
effective as of the date of publishing in the Register of
Vertex
Pharmaceuticals Incorporated, 50 Northern Avenue,
02210 USA, Company
043039129] as
Senior Director,
as its legal
representative in the EU with regard to liability (art. 19
EU Directive 2001/83) Vertex Pharmaceuticals
(Europe) Limited, with the registered office at 2
Kingdom Street, London, W2 6BD, United Kingdom
(“Vertex”), and Fakultni
Government contributory organisation, V Uvalu 84,
150 06 Praha 5, Czech Republic, Company registration
00064203, VAT No.:

represented by director - . _
H(“Healthcare Service Provider” or

“Provider”), (Vertex and Medical Facility also each a
“party” and collectively, the “parties™).

between

nemocnice v Motole,

CZ00064203 as

Tato Smlouva o poskytnuti sluzeb a prostor k
provedeni klinického hodnoceni (,,Smlouva®) nabyva
uéinnosti dnem zvefejnéni v registru smluv (,,Den
ucinnosti) a je uzaviena mezi spoleCnosti Vertex
Pharmaceuticals Incorporated, se sidlem 50 Northern

Avenue, Boston,

Massachusetts

02210, USA,

registraéni ¢islo spole€nosti [Tax 1D: 043039129]

zastoupenou_ Senior Director, Study

Management, jmenovanou zakonnym zastupce v EU
vsouladu se zdkonem 19 EU Directive 2001/83

spolenosti  Vertex

Pharmaceuticals

(Europe)

Limited, se sidlem v 2 Kingdom Street, Londyn, W2

6BD, Spojené kralovstvi

(.Vertex*) a Fakultni

nemocnici v Motole, statni piispévkova organizace se
sidlem V Uvalu 84, 150 06 Praha 5, Ceska republika,

1C0: 000 64203, DIC: CZ00064203

feditelem
(,,Poskytovatel

zdravotnich

zastoupena

sluzeb* nebo

,,Poskytovatel*) (Vertex a Zdravotnické zafizeni kazda
rovnéz jako ,,smluvni strana“ a spole¢né “smluvni

strany”).

WHEREAS, JELIKOZ,
A. Vertex wishes to conduct a multi centre clinical
study to evaluate a certain Vertex investigational
drug in accordance with the terms of this
Agreement. In, and incompliance with sec. 51

A. Vertex si pieje provadét multicentrické klinické
hodnoceni 1é¢ivého ptipravku spolecnosti Vertex
podle podminek této Smlouvy. V souladu
s ustanovenimi 8 51 odst. 2 pismeno d) zakona
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Protocol; VX17-445-102

paragraph 2 letter d) of Act no 378/2007 Coll.,
on Pharmaceuticals, as amended and EU Clinical
Trials Directive No. 2001/20/EC EC on the
approximation of the laws, regulations and
administrative provisions of the Member States
relating to the implementation of good clinical
practice in the conduct of clinical trials on
medicinal products for human use, Vertex has
appointed its UK  subsidiary  Vertex
Pharmaceuticals (Europe) Limited to act as its
EU representative for this clinical study (the
“Study™) to be conducted in accordance with the
protocol referenced above (“Protocol”).

B. The Healthcare Service Provider is an institution
possessing all authorizations, qualifications,
equipment, personnel and material resources
needed for the due performance of the
obligations of the Healthcare Service Provider
under this Agreement.

With respect to the Healthcare Service Provider’s
facilities and needs in connection with the conduct
of the Study, Vertex may provide to Healthcare
Service Provider and/or Principal Investigator
certain electronic and other equipment (the
“Equipment”) solely for use in performance of the
Study and subsequent studies as may be authorized
by Vertex based on separate Loan Agreement.

D. The Principal Investigator

who will serve as principal
investigator (as defined below) under this Agreement
(“Principal Investigator™). Principal Investigator and
Vertex will sign a separate clinical trial agreement
which would specify their mutual rights and obligations
including fees for Principal Investigator for the conduct
of the Study.

¢. 378/2007 Sb., o 1éCivech, ve znéni pozdéjsich
predpisi a Smérnici EU o ¢&. 2001/20/ES
0 sblizovani pravnich a spravnich predpist
Clenskych statti tykajicich se zavedeni spravné
klinické praxe pifi provadéni klinickych
hodnoceni huménnich 1é¢ivych  pripravkd,
ustanovil Vertex svoji pobocku ze Spojenc¢ho
kralovstvi, Vertex Pharmaceuticals (Europe)
Limited, aby jednala jako jeho zastupce pro
Evropskou unii pro toto Kklinické hodnoceni
(,,Klinické hodnoceni*), které bude provadéno
vsouladu s wvySe uvedenym protokolem
(,Protokol®).

Poskytovatel zdravotnich sluzeb je instituci,
kterd  disponuje  veSkerymi  opravnénimi,
kvalifikaci a vybavenim, ma veSkery personal a
materidlni zdroje potfebné pro fadné plnéni
zavazki  Poskytovatele zdravotnich  sluzeb
vyplyvajicich pro ni z této Smlouvy.

S ohledem na zafizeni a potieby Poskytovatele
zdravotnich sluzeb souvisejici s provadénim
Klinického hodnoceni mize Vertex poskytnout
Poskytovateli ~ zdravotnich  sluzeb  a/nebo
Hlavnimu zkouSejicimu urcité elektronické a
dalsi zafizeni (dale jen ,,ZaFizeni*), a to k pouZiti
vyluéné pro ucely provadéni Klinického
hodnoceni a navazujicich klinickych hodnoceni,
jejichz provadéni bude schvaleno spolecnosti
Vertex na zakladé samostatné smlouvy o
vypujcce.

Hlavni zkouSejic

(“Centrum®),
ktery bude pracovat jako hlavni zkousejici (jak je
uvedeno nize) v této Smlouvé (,Hlavni
zkousejici*). Hlavni zkouSejici a Vertex uzaviou
samostatnou smlouvou, ktera stanovi jejich
vzajemnd prava a povinnosti vcetné odmény
Hlavniho zkouSejiciho.

ARTICLE I.
PURPOSE

1. The Healthcare Service Provider will perform the
services and will provide its premises as set forth
in this Agreement, in order to enable to conduct
the Study of VX17-445-102, an investigational
drug (“Investigational Drug™) as further described
in the Protocol in accordance with this Agreement,
the Protocol and Applicable Law (as defined
below).

1.

] CLANEK 1.
UCEL SMLOUVY

Poskytovatel ~ zdravotnich  sluzeb  bude
poskytovat sluzby a své prostory, jak je
uvedeno Vvtéto Smlouvé, aby umoznilo
provedeni Klinického hodnoceni huméannich
lécivych piipravki oznacenych jako VX17-
445-102 (,Hodnocené lécivo™), jak je dale
popsano v Protokolu, v souladu s touto
Smlouvou, Protokolem a platnymi ptedpisy
(jak jsou definovany nize).
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2. Where this Agreement makes any reference to a
party’s obligation to “ensure” something or to
“ensure that a third party acts or refrains from
acting” in a certain manner such reference is
deemed to mean that the obliged party is liable for
the agreed result to occur regardless of any
subjective or objective restrictions the obliged
party may have to control or influence such third
party or any other subjective or objective facts
which are necessary for the agreed result to occur.
The provisions of Section 1769, first sentence of
Act no 89/2012 Coll., of the Civil Code, as
amended will not apply to the relationships
established by this Agreement.

3. The Healthcare Service Provider agrees to enable
the Principal Investigator to conduct the Study on
its premises and use the Healthcare Service
Provider’s equipment in doing so. The Healthcare
Service Provider shall enable the Principal
Investigator and the Study Staff (as defined below)
to perform all rights and obligations connected to
the Study whether arising hereunder or from the
legal regulation.

2. Tam, kde se v této Smlouvé hovofi o povinnosti
smluvni strany néco ,,zajistit“, nebo ,zajistit, aby
tieti osoba jednala (nebo nejednala) uréitym
zptsobem, mé se tim na mysli, Ze takova povinna
smluvni strana je odpovédna za to, Ze zamysleny
vysledek se stane, bez ohledu na jakakoliv
subjektivni ¢i objektivni omezeni v moZnostech
povinné smluvni strany kontrolovat ¢i ovliviiovat
takové tieti osoby, ¢i jiné subjektivni Ci
objektivni skutecnosti, které jsou nezbytné
k tomu, aby byl zamysleny vysledek dosahnut.
Ustanoveni § 1769 prvni véta zak. ¢. 89/2012
Sh., obéanského zékoniku, ve znéni pozd&jsich
predpistl, se na vztahy zaloZené touto Smlouvou

neaplikuje.
3. Poskytovatel zdravotnich  sluzeb  umozni
Hlavnimu  zkouSejicimu  provést  Klinické

hodnoceni ve svych prostorach a uzivat pfi ném
vybaveni Poskytovatele zdravotnich sluzeb.
Poskytovatel zdravotnich sluzeb dale Hlavnimu
zkouSejicimu a Personalu Klinického hodnoceni
(jak je definovan nize) umozni vykonavat prava a
povinnosti tykajici se Klinického hodnoceni, at’
uz vyplyvaji ztéto Smlouvy nebo z pravnich
predpist.

ARTICLE I11.
APPLICATION FOR PERMIT AND APPROVAL
TO COMMENCE THE STUDY

The Study will be carried out on the basis of Permit
issued by the State Drug Control Institute and the
Approval of the Ethics Commission.

CLANEK II.
ZADOST O POVOLENI A STANOVISKO
ZAHAJIT HODNOCENI

Klinické hodnoceni bude provadéno na zakladé
povoleni[ vydaného Statnim tstavem pro kontrolu 1é¢iv
a Stanoviska etické komise.

ARTICLE I11.
STUDY CONDUCT

1. The Study will be carried out in the Site under the
direct supervision of the Principal Investigator who
shall be the department head. The Principal
Investigator shall be responsible for the conduct of
the Study in accordance with this Agreement, the
Protocol and Applicable Law (as defined below)
and for the direct supervision of any individual
performing any part of the Study, including any
sub-investigators and other Healthcare Service
Provider employees or any other individuals
participating in the conduct of the Study on behalf
of the Healthcare Service Provider (the “Study
Staff”). The Healthcare Service Provider
represents that it will be responsible for and shall
ensure during the conduct of the Study, that sub-
investigators and Study Staff each have the
sufficient experience, adequate qualifications and
capabilities to duly perform the Study and that the
required agreements are in place with them and
sufficient to enable such persons to comply with
the terms of this Agreement.

CLANEK III.
PROVADENI KLINICKEHO HODNOCENI]

1. Klinické hodnoceni se bude provadét v Centru
pod piimym dohledem Hlavniho zkousejiciho,
ktery bude vedoucim oddéleni. Hlavni zkousejici
bude odpoveédny za prubéh Klinického hodnoceni
v souladu se Smlouvou, Protokolem Klinického
hodnoceni a platnymi piedpisy (jak jsou
definovany nize) a za piimy dohled nad vSemi
osobami vykonavajicimi jakoukoli ¢ast Klinického
hodnoceni, vcéetné zkousSejicich a dalSich
zamé&stnanc Poskytovatele zdravotnich sluzeb a
dal§ich osob, ucastnicich se na Klinickém
hodnoceni jménem Poskytovatele zdravotnich
sluzeb (,,Personal Klinického hodnoceni*).
Poskytovatel zdravotnich sluZzeb nese odpovédnost
za to, zajisti, Ze po dobu provadéni Klinického
hodnoceni  zkouSejici a Personal klinického
hodnoceni maji dostate¢né zkuSenosti, pfiméfenou
kvalifikaci a schopnosti Klinické hodnoceni fadné
provadét a ze snimi existuji pfislusné smlouvy,
které jsou dostacujici ktomu, aby tyto osoby
mohly plnit podminky této Smlouvy.
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2. The Healthcare Service Provider will provide the
Principal Investigator, sub-investigators and the
other Study Staff with access to the appropriate
Healthcare Service Provider’s equipment and
facilities to conduct the Study as the Principal
Investigator may reasonably need for the purpose
of the Study.

3. The Study will be carried out within the estimated
period of QD

4. The Study shall be conducted pursuant to the
Protocol that is hereby incorporated into and made
a part of this Agreement. Should a conflict arise
between the terms of this Agreement and the
Protocol, the Protocol will control as to the
scientific, medical and clinical obligations of the
parties.

5. The Healthcare Service Provider will also provide
the Principal Investigator with access to potential
Study subjects and their medical records for the
purposes of determining their eligibility for
enrolment in the Study. Approximatel*
will participate in the Study at this site. The
recruitment in this Study is competitive.

6. Vertex is responsible for obtaining and maintaining
all approvals from the relevant Multicentric and
Local research ethics commission (the “Ethics
Commission or EC”) for the conduct of the
Study. The Healthcare Service Provider will keep
Vertex fully apprised of the progress of Ethics
Commission submissions and will upon request
provide Vertex with all correspondence and
documentation relating to such submissions.

7. The Healthcare Service Provider shall insure that
Principal Investigator obtains from each Study subject
properly executed informed consent forms (“Informed
Consent Forms”) that (a) have been provided by
Vertex; (b) comply with Applicable Law; (c) are
consistent with the Protocol; (d) have been approved by
The State Institute for Drug Control (,,SUKL") the
applicable EC for the Healthcare Service Provider,
provided that Provider will submit any modification it
may propose to the Informed Consent Form to Vertex
for review and written approval prior to submitting the
Informed Consent Form for EC approval; (e) are
current; and (f) include language sufficient to comply
with the terms of the processing of personal data which
apply to the Provider in its role as data controller; said
language to have been approved by Vertex. Provider
shall require Study subjects to re-execute Informed
Consent Forms when appropriate as determined by the
parties, as requested by Vertex, or as required under
Applicable Law. The Informed Consent Forms, and any

2.

Poskytovatel ~ zdravotnich  sluzeb  poskytne
Hlavnimu zkouSejicimu, zkouSejicim a dalSimu
Personalu Klinického hodnoceni  pfistup

k ptislusnému vybaveni a zafizeni Poskytovatele
zdravotnich sluzeb, které mize Hlavni zkousSejici
rozumné¢ potfebovat pro ucely Klinického
hodnoceni.

Klinické hodnoceni bude provddéno v dobé
pfibliéné—

Provadéni  Klinického hodnoceni se  fidi
Protokolem Klinického hodnoceni, ktery tvori
nedilnou soucast této Smlouvy. Pokud by vznikl
rozpor mezi podminkami této Smlouvy a
Protokolem Klinického hodnoceni, bude mit,
pokud jde o védecké, 1ékaiské a klinické zavazky
smluvnich stran, piednost Protokol Klinického
hodnoceni.

Poskytovatel zdravotnich sluzeb umozni Hlavnimu
zkousejicimu pfistup k potencialnim Subjektim
hodnoceni a jejich lékafskym zdznamim za
ucelem stanoveni, zdali jsou vhodni pro zafazeni
do Klinického hodnoceni. V tomto centru se bude
Studie tcastnit pfiblizné Nabor
pacientl do této studie je kompetitivni.

Vertex je zodpovédny za ziskani a udrzeni vSech
souhlastt od ptislusné lokalni i multicentrické
vyzkumné etické komise (,,Etickd komise neboli
EK*“) pro provadéni Klinického hodnoceni.
Poskytovatel zdravotnich sluzeb bude Vertex plné
informovat o postupu podani Etické komisi ana
pozadani poskytne spolecnosti Vertex veSkerou
korespondenci a dokumentaci tykajici se téchto
podani.

Poskytovatel zdravotnich sluzeb zajisti, ze Hlavni
zkousejici ziska od kazdého Subjektu klinického
hodnoceni radné podepsané formulaie
informovaného souhlasu (,Formulaie
informovaného souhlasu®), které (a) poskytl
Vertex; (b) jsou v souladu s Platnymi piedpisy; (c)
jsou v souladu s Protokolem; (d) byly schvaleny
SUKLem a piislusnou EK pro Poskytovatele
zdravotnich  sluzeb za  predpokladu, Ze
Poskytovatel ~ zdravotnich  sluzeb  predlozi
spole¢nosti Vertex veskeré Gpravy, které by mohl
ve Formulafi informovaného souhlasu navrhovat,
za Ucelem kontroly a pisemného schvaleni pred
piedloZzenim Formulaie informovaného souhlasu
EK ke schvaleni; (e) jsou aktualni; a (f) obsahuji
znéni, které je dostatecné ktomu, aby bylo
v souladu s podminkami zpracovani osobnich
Udaji, které plati pro Poskytovatele v jeho roli
spravce Udajd; zminéné znéni musi Vertex
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changes thereto, must be approved by Vertex and EC
except when such a change is necessary to eliminate
apparent, immediate hazard to Study subjects or to
comply with Applicable Law, in which case the
Provider agrees to notify Vertex and EC immediately in
writing (and in no event more than twenty-four (24)
hours) of determining when such change is necessary.
Each change, whether immediately implemented or not,
shall be subject to review and approval by Vertex and
the EC. The Informed Consent Forms and any changes
thereto, must authorize the use and disclosure of Study
subjects’ protected health information by and to Vertex
and third parties, including Vertex’s Affiliates (as
defined below), designees under the Study, and czech
and foreign regulatory authorities. For purposes of this
Agreement “Affiliate” shall mean any corporation,
company, partnership, joint venture or other entity that
contrals, is controlled by or is under common control of
a party. As used in this definition, “control” means (a)
in the case of corporate entities, direct or indirect
ownership of at least twenty-five percent (25%) of the
stock or shares having the right to vote for the election
of directors, and (b) in the case of non-corporate
entities, the direct or indirect power to manage, direct,
or cause the direction of the management and policies
of the non-corporate entity or the power to elect at least
twenty-five percent (25%) of the members of the
governing body of such non-corporate entity.

8. No rights or obligations of Provider under this
Agreement may be assigned or subcontracted to others
without Vertex’s prior written consent and pursuant to
a written agreement approved by Vertex. Provider shall
ensure that all third parties who provide any Services
on its behalf comply with the terms of this Agreement,
Provider shall remain liable for all actions or inactions
of subcontractors or any third parties. Provider shall
cause each such subcontractor or third party to secure
and maintain appropriate insurance to the reasonable
satisfaction of Vertex in amounts that will be adequate
to cover the activities and obligations of the
subcontractor or third party related to the Study.

schvalit. Poskytovatel bude poZzadovat, aby
Subjekty klinického hodnoceni znovu podepsaly
Formulaie informovaného souhlasu, kdyz to bude
vhodné na zékladé rozhodnuti smluvnich stran,
pokud to bude poZadovano spole¢nosti Vertex
nebo to budou pozadovat Platné predpisy.
Formulaie informovaného souhlasu a veskeré
jejich zmény musi schvalit Vertex a EK, vyjma
toho, kdy je takovd zména nezbytna za Gcelem
eliminovani zjevného, bezprostredniho nebezpeci
pro Subjekty klinického hodnoceni nebo proto, aby
bylo vyhovéno Platnym predpisim, v kterémzto
piipadé Poskytovatel souhlasi s tim, Ze o tom bude
Vertex a EK okamzité pisemné informovat
(v kazdém pripadé nejpozdéji do dvaceti ctyr (24)
hodin) od zjisténi, ze je takovato zména nezbytna.
Kazda zména, at uz uskutecnénd okamzité, ci
nikoli, bude podléhat kontrole aschvaleni ze
strany spolecnosti  Vertex aEK. Formulaie
informovaného souhlasu a veskeré jejich zmény
musi povolovat pouziti a zpristupnéni chranénych
zdravotnich  informaci  Subjektd  klinického
hodnoceni ze strany spolecnosti Vertex a tietich
stran, vcetné Pobocek spolecnosti Vertex (jak jsou
definovany nize), urcenych osob dle Klinického
hodnoceni a ¢eskych a zahrani¢nich regula¢nich
organd. Pro ucely této Smlouvy ,,Pobocka*
znamend  jakoukoli  korporaci,  spolecnost,
konsorcium, spole¢ny podnik nebo jiny subjekt,
ktery kontroluje, je kontrolovan nebo je pod
spole¢nou kontrolou smluvni strany. Tak, jak je to
pouzito v této definici, ,,kontrolovat” znamena (a)
v pripadé pravnickych osob primé nebo nepiimé
vlastnictvi minimalné dvaceti péti procent (25 %)
akcii nebo podild s hlasovacimi pravy pii volbé
¢lentt predstavenstva a (b) v pripadé subjektd,
které nejsou pravnickymi osobami, p¥imou nebo
neptrimou pravomoc spravovat, Fidit nebo urcovat
smér Fizeni asmérnice subjektu, ktery neni
pravnickou osobou, nebo pravomoc volit alespon
dvacet pét procent (25 %) clent ridiciho organu
takovéhoto subjektu, ktery neni pravnickou
osobou.

Zadna prava ani povinnosti Poskytovatele na
zakladé této Smlouvy nelze postoupit druhym ani
na né nelze uzaviit subdodavatelskou smlouvu bez
piedchoziho pisemného souhlasu spolecnosti
Vertex avsouladu se spole¢nosti Vertex
schvalenou pisemnou dohodou. Poskytovatel
zajisti, aby vsechny tieti strany, které poskytuji
jakékoli  sluzby jeho jménem, dodrzovaly
podminky této Smlouvy, Poskytovatel zistane
zodpovédny za veSkeré Ukony ¢i necdinnost
subdodavatelt nebo kterychkoli tietich stran.
Poskytovatel  zajisti, aby kazdy takovyto
subdodavatel nebo tieti strana zajistili a udrzovali
odpovidajici pojisténi k primérené spokojenosti
spolecnosti Vertex ve vysi, kterd bude priméiena
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ke  kryti  ¢innosti  apovinnosti  daného
subdodavatele nebo ftreti strany souvisejicich
s Klinickym hodnocenim.

ARTICLE IV.
ADDITIONAL CONDITIONS OF STUDY
CONDUCT

The Healthcare Service Provider will in connection
with the Study, comply with the applicable Czech
legal rules and regulations, in particular Act No.
378/2007 Coll., on Pharmaceuticals, as amended,
Act No. 372/2011 Coll., on Medical Services and
terms and conditions of performance of such
services, as amended, as well as in accordance
with the Decree No. 226/2008 Coll., on good
clinical practice and the detailed conditions of the
clinical studies of pharmaceutical products, each of
the stated legal regulations as amended from time
to time (the “Applicable Law”). In addition, the
Study will be conducted in compliance with the
conditions and principles set forth in the following:

a) the Permit to carry out the Study issued by the
State Drug Control Institute and approval of
the ethics committee as listed in Article Il
hereof;

b) the Protocol, a copy of which has been
provided to Healthcare Service Provider and
receipt of which is hereby acknowledged by it;

c) Vertex’s instructions set forth in the
Investigator’s Brochure a copy of which has
been provided to Healthcare Service Provider
which hereby acknowledges receipt;

d) the good clinical practices as described in the
Applicable Law and the ICH Guideline for
Good Clinical Practice (1996) and in
accordance with the conditions stipulated in
the Helsinki Declaration of the World Medical
Association on Ethical Principles for Medical
Research Involving Human Subjects and
ethical norms of the Czech Medical Chamber;

e) all current working regulations and
regulations including those relating to Data
Protection, Privacy and Human Rights.

During the Study, the Principal Investigator will
maintain complete and current documentation
relating to the Study in the Healthcare Service
Provider premises. The documentation will include
without limitation, all forms and reports relating to

CLANEK 1V.
DALSI PODMINKY KLINICKEHO
HODNOCENI

Poskytovatel zdravotnich sluzeb bude
v souvislosti s Klinickym hodnocenim postupovat
v souladu s platnymi ¢eskymi pravnimi ptedpisy,
zejména zdkonem ¢. 378/2007 Sb., o 1éCivech, ve
znéni pozdéjsich piedpist, zakonem ¢. 372/2011
Sh., o zdravotnich sluzbich a podminkéach jejich
poskytovani, ve znéni pozdgjsich predpist, jakoz i
v souladu s vyhlaskou ¢&. 226/2008 Sb., o spravné
klinické praxi a blizSich podminkéach Klinického
hodnoceni 1é¢ivych pripravkii, kazdy z uvedenych
pravnich pfedpisi ve znéni pozdéjSich predpist
(,Platné predpisy”). Klinické hodnoceni bude
dale provadéno vsouladu spodminkami a
zasadami stanovenymi zejména v nasledujicich
dokumentech:

a) v povoleni provadét Klinické hodnoceni
vydaném Statnim (fadem pro kontrolu 1é¢iv a
stanovisku etické komise, jak je uvedeno
v ¢lanku II. této Smlouvy;

b) v Protokolu Klinického hodnoceni, jehoz
kopie  byla  poskytnuta  Poskytovateli
zdravotnich sluzeb a jejiz pfijeti je timto
Poskytovatelem zdravotnich sluzeb potvrzeno;

¢) v instrukcich spole¢nosti Vertex uvadénych v
Souboru informaci pro zkousejiciho, jehoz
kopie  byla  poskytnuta  Poskytovateli
zdravotnich  sluzeb a jejiz pfijeti  je
Poskytovatelem zdravotnich sluzeb timto
potvrzeno;

d) ve spravné Kklinické praxi, jak je popséana
v platnych predpisech a ICH Guideline for
Good Clinical Practice (1996) a v souladu
s podminkami  stanovenymi Helsinskou
deklaraci Svétové 1ékarské asociace o etickych
principech lékafského vyzkumu, tykajiciho se
humannich subjektl a etickymi normami
Ceské 1ékaiské komory;

e) Platnymi ptedpisy a predpisy tykajicich se
ochrany osobnich daji a lidskych prav.

V pribéhu provadeéni Klinického hodnoceni bude
Hlavni zkouSejici uchovavat Uplnou a aktualni
dokumentaci tykajici se Klinického hodnoceni
v prostorach Poskytovatele zdravotnich sluzeb.
Dokumentace bude obsahovat zejména vSechny
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the Study, and the raw data, results, records,
correspondence and other information and
documents, including eCRF/CRFs, ECGs, and any
photographs, videos, films and other recorded
images, including without limitation x-rays, MRI,
CT, ultrasound and other scans collected or created
in connection with the Study (“Study
Documentation”). Vertex will own all rights and
interests to and in connection with the Study
Documentation and shall be free to utilize them
without restriction. The Healthcare Service
Provider has no rights, titles and interests,
including all intellectual property rights, in and to
the Study Documentation, and in any results from
the Study. The Study Documentation will be
deemed Confidential Information (as defined
below) of Vertex provided that the Healthcare
Service Provider will have the right to (i) use the
Study Documentation as necessary in order to
perform the Study; (ii) use the Study
Documentation to provide medical treatment to
Study subjects who are patients of the Healthcare
Service Provider; and (iii) use and disclose the
Study Documentation as part of publications and
presentations as permitted under this Agreement.

3. In the course of the Study, to the extent that
a party (including through the Principal Investigator or
any other personnel of the Provider or Vertex, or any
sub-investigator or other sub-contractor acting on
behalf of the Provider or Vertex) “processes” any
“personal data” (each as defined in the European
General Data Protection Regulation (Regulation
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of natural
persons with regard to the processing of personal data
and on the free movement of such data, and repealing
Directive 95/46/EC) (the “GDPR”)) relating to
European Union (“EU”) residents, or originating from
the EU, it shall only do so in accordance with
applicable privacy and data protection law, including
but not limited to the GDPR. Subject to this Article 1V
Section 3, Vertex along with its affiliate, Vertex
Pharmaceuticals (Europe) Limited with offices at 2
Kingdom Street, 9" Floor, London W2 6BD United
Kingdom, shall be the “joint controllers” and the
Provider shall be the “processor” (as such terms are
defined in the GDPR) with respect to any personal data
relating to Study subjects processed by the Provider in
connection with the Study (“Study Personal Data”).
In particular:

formulafe a zpravy tykajici se Klinického
hodnoceni, prvotni Udaje, vysledky, zaznamy,
korespondenci a dalSi informace a dokumenty,
véetné eCRF/CRF, EKG a obrazové zaznamy,
videa, filmy a veSkeré zaznamenané obréazky,
vcetn¢ roentgenovych. MRI, CT, ultrazvuku a
jinych scanti, shromdzdné nebo vytvoiené
v souvislosti s Klinickym hodnocenim
(,Dokumentace Klinického hodnoceni*). Vertex
bude vlastnikem vSech prév a naroku tykajicich se
a souvisejicich s Dokumentaci Klinického
hodnoceni a bude je moci volné uzivat bez
jakéhokoli omezeni. Poskytovatel zdravotnich
sluzeb nenabyva zadna prava, tituly a naroky, ani
Zadna prava pramyslového vlastnictvi,
k Dokumentaci  Klinického hodnoceni  nebo
k vysledkim Klinického hodnoceni, pokud tyto
v souvislosti s Klinickym hodnocenim vzniknou.
Dokumentace Klinického hodnoceni se povazuje
za Divérné informace spoleénosti Vertex (jak jsou
definovany nize), stim, Ze Poskytovatel
zdravotnich  sluzeb bude mit v nezbytnych
ptipadech pravo (i) uzit Dokumentaci Klinického
hodnoceni jak bude nezbytné k provadéni
Klinického hodnoceni; (ii) uzit Dokumentaci
Klinického hodnoceni za tcelem poskytovani
Iékatského oSetfeni Subjektim hodnoceni, ktefi
jsou pacienty Poskytovatele zdravotnich sluzeb ; a
(iii) uzit a zpristupnit Dokumentaci Klinického
hodnoceni jako soucdst publikaci a prezentaci,
pokud je to dovoleno touto Smlouvou.

3. Vpriabéhu Klinického  hodnoceni
avrozsahu, vnémz smluvni strana  (vCetné
prosttednictvim Hlavniho zkousejiciho nebo veskerych
dalgich pracovnikd Poskytovatele ¢i spoleénosti Vertex
nebo kteréhokoli dalsiho spoluzkousejicitho ¢i jiného
subdodavatele jednajiciho jménem Poskytovatele ¢i
spole¢nosti  Vertex) ,zpracovava“ jakékoli ,0sobni
Gdaje” (jak je kazdy z nich definovan v evropském
Obecném nafizeni o ochrané osobnich tdaju (natizeni
Evropského parlamentu a Rady 2016/679 ze dne
27. dubna 2016 o ochrané fyzickych osob v souvislosti
se zpracovanim osobnich udaju a o volném pohybu
téchto udaji  aozruSeni smérnice  95/46/ES
(,GDPR")), které se tykaji obyvatel Evropské unie
(,,EU*) nebo pochéazejicich z EU, bude tak &init pouze
vsouladu s platnymi pravnimi pfedpisy o ochrané
udajti a soukromi, mimo jiné véetné GDPR. V souladu
s timto ¢lankem IV, odstavec 3 Vertex, spolu se svou
pobockou, Vertex Pharmaceuticals (Europe) Limited se
sidlem na adrese 2 Kingdom Street, 9" Floor, London
W2 6BD, Spojené krélovstvi, budou ,,spoleénymi
spravci* a Poskytovatel bude ,,zpracovatelem* (jak jsou
tyto pojmy definovany v GDPR), pokud jde o jakékoli
osobni Udaje tykajici se Subjektii klinického hodnoceni
zpracovavané Poskytovatelem v souvislosti se studii
(,,Osobni udaje klinického hodnoceni*). Zejména:
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@ The Provider shall only
collect, use, store, disclose, transfer or otherwise
process Study Personal Data in accordance with the
prior written instructions of Vertex, including as set out
in this Agreement and the Protocol. If the Provider is
required by EU data protection law to process Study
Personal Data contrary to such instructions, the
Provider shall, if permitted by such law, give Vertex
written notice of such requirement before commencing
such processing. The Provider shall immediately notify
Vertex if, in its opinion, Vertex’s instructions with
respect to the Study Personal Data infringe upon EU
data protection law.

(b) The Provider shall
implement appropriate technical and organizational
measures to protect Study Personal Data against
accidental or unlawful destruction, loss, alteration,
unauthorized disclosure or access, and against all other
unlawful uses of those data. The Provider shall ensure
that any persons authorized to process the Study
Personal Data are bound by obligations of
confidentiality.

(© The Provder shall
immediately inform Vertex of any and all data or
security breaches involving Study Personal Data
relating, and shall cooperate with Vertex to take all
reasonable or required steps to comply with applicable
privacy and data protection law, including in relation to
data breach notification obligations.

(d) The Provider shall make
available to Vertex all information and assistance
necessary for Vertex to comply with and to
demonstrate compliance with obligations under the
GDPR, including those related to data subject rights,
data security, data breach notifications, conducting data
protection impact assessments and any supervisory
authority  consultations required in  connection
therewith. Such assistance shall include allowing for
and contributing to audits and inspections conducted by
Vertex or its designee to assess compliance with this
Article IV Section 3.

O] Upon completion of the
Study or at Vertex’s direction, the Provider shall
destroy or, if requested by Vertex, return to Vertex all
Study Personal Data, unless retention of such Study
Personal Data is required by EU data protection law.

(j] The parties acknowledge and
agree that this Article IV Section 3 does not apply to
Provider’s processing of personal data on its own
behalf or on behalf of other controllers for the purpose
of medical treatment or other purposes unrelated to the
Study, even where such personal data pertains to Study
subjects (“Non-Study Processing”). Provider agrees

@ Poskytovatel bude
shromazdovat, pouzivat, ukladat, zpfistupfiovat,
ptedavat &i jinak zpracovavat Osobni Udaje klinického
hodnoceni pouze v souladu s pfedchozimi pisemnymi
pokyny spolenosti Vertex, véetné toho, co je
stanoveno Vtéto Smlouvé a v Protokolu. Pokud od
Poskytovatele vyzaduji pravni piedpisy EU 0 ochrané

udajt, aby Osobni udaje klinického hodnoceni
zpracovaval vrozporu Stémito pokyny, 0znami
Poskytovatel spole¢nosti Vertex tento poZadavek

pisemné pifed zahdjenim takovéhoto zpracovavani,
pokud to takovéto pravni piedpisy dovoluji.
Poskytovatel okamzité spolenosti Vertex oznami,
pokud budou pokyny spolenosti Vertex tykajici se
Osobnich Gdaji Klinického hodnoceni dle jeho nazoru
porusovat pravni ptedpisy EU 0 ochrané udaju.

(b) Poskytovatel zavede
odpovidajici technickd a organizaéni opatieni za
ucelem ochrany Osobnich Gdaji klinického hodnoceni
proti ndhodnému nebo nezdkonnému zniGeni, ztraté,
pozménéni, neopravnénému zpiistupnéni nebo piistupu
a vici jakémukoli jinému nezakonnému pouziti t&chto
udaji. Poskytovatel zajisti, aby vSechny osoby, které
jsou opravnény zpracovavat Osobni Udaje klinického
hodnoceni, byly vazany povinnosti zachovani
davérnosti.

(©) Poskytovatel bude okamzité
informovat Vertex o veSkerych piipadech poruseni
udajti nebo zabezpeceni, které se tykaji Osobnich Gdaji
klinického hodnoceni, a bude spolupracovat se
spolecnosti Vertex pri pfijeti veSkerych ptfimétenych
nebo pozadovanych krokti za u€¢elem dodrzeni platnych
pravnich ptedpisti 0 ochrané udajti a soukromi, v¢etné
povinnosti oznamit poruseni zabezpefeni osobnich
udaju.

(d) Poskytovatel da spolegnosti
Vertex k dispozici veSkeré informace a poskytne mu
nezbytnou pomoc, aby Vertex dodrZoval a prokazal
soulad s povinnostmi podle GDPR, véetné téch, které
se tykaji prdv subjektd wdaji, zabezpedeni udaji,
ozndmeni 0 poruseni zabezpeCeni osobnich udaji,
provadéni posouzeni vlivu na ochranu osobnich udaji

aveSkerych  konzultaci s dozorovym  uradem
poZadovanych v této souvislosti. Takovato pomoc bude
zahrnovat  umoznéni  apfispéni pfi  auditech

a inspekcich provadénych spole¢nosti Vertex nebo jim
urenou osobou za uUcelem vyhodnoceni souladu
s timto ¢lankem 1V, odstavec 3.

(e) Po dokonéeni Klinického
hodnoceni nebo na pokyn spole¢nosti Vertex
Poskytovatel vrati nebo zlikviduje vSechny Osobni
Gdaje klinického hodnoceni, pokud pravni piedpisy EU

0 ochrané¢ udaji  nevyZaduji uchovavani téchto
Osobnich udaja klinického hodnoceni.
f Smluvni strany berou na védomi

a souhlasi s tim, Ze tento ¢lanek IV, odstavec 3 neplati
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that as between the parties, Provider is solely
responsible for and that Vertex shall have no liability
for Non-Study Processing.

4. The Healthcare Service Provider shall own all right
and interest to and in primary medical records of the
Study subjects kept by the Healthcare Service Provider
(“Medical Records”), and will update them and
maintain them in accordance with Applicable Law.
During the Agreement and thereafter, the Healthcare
Service Provider will ensure that Vertex has the right to
access, use and disclose the Medical Records in
connection with the Study and in accordance with the
Applicable Law.

5. The Healthcare Service Provider will keep all the
documents related to the Study, included in the Study
Documentation and Medical Records, as required by
the Protocol and Applicable Law but in any event for
not less than fifteen (15) years from the date of the
Close of Study (as defined in Article X below) or from
the date the Study is otherwise terminated at the
Healthcare  Service Provider’s premises. The
Healthcare Service Provider will inform Vertex in
writing prior to destroying any of the Study
Documentation and offer Vertex with a prior
opportunity, at Vertex’s expense, to transfer or
otherwise take possession of the Study Documentation,
unless the Principal Investigator does so. If any data
(eg Medical Records) are kept in electronic form only,
for the purpose of the data verification, the Healthcare
Service Provider agrees, upon the Vertex’s request, to
make a print out of all data related to the Study subjects
relevant to the Study. These print-outs will be dated
and signed by the Principle Investigator and duly
retained based on a separate agreement between Vertex
and Principal Investigator.

3. Audits

€) For so long as Provider and Principal
Investigator are obligated to retain the Study
Documentation and Medical Records, Vertex and/or its
representatives may, upon seven (7) days prior written
notice (or sooner if the audit is for cause, but in any
event after the provision of written notice), conduct
audits of the Medical Records and Study

pro zpracovani osobnich udaji Poskytovatelem jeho
vlastnim jménem nebo jménem jinych spravci pro
Uéely lékarské péfe nebo pro jiné tcely, které
s Klinickym hodnocenim nesouviseji, i kdyz se takové
osobni tudaje tykaji Subjekti klinického hodnoceni
(,,Zpracovani nesouvisejici se studii*). Poskytovatel
souhlasi, Ze za toto nese mezi ucastniky vylucnou
odpovédnost a Ze Vertex neponese zadnou odpoveédnost
za Zpracovani nesouvisejici se studii.

4.  Poskytovatel zdravotnich sluzeb bude vlastnikem
veskerych prav a narokd, pokud jde o plvodni
lékatské zaznamy Subjekti hodnoceni, které jsou v
drzeni  Poskytovatele  zdravotnich  sluzeb
(,LékarFské zaznamy"), bude je aktualizovat a
uchovdvat je vsouladu s platnymi predpisy.
Béhem trvani Smlouvy a poté Poskytovatel
zdravotnich sluzeb zajisti, aby Vertex mél pravo
piistupu, uzivani a zpiistupiiovani Lékatskych
zaznami v souvislosti s Klinickym hodnocenim a
v souladu s platnymi predpisy.

5. Poskytovatel zdravotnich sluzeb bude uchovavat
veSkeré dokumenty tykajici se Klinického
hodnoceni, v¢etné Dokumentace Klinického
hodnoceni a Lékaiskych zaznamid, jak je
poZadovdno Protokolem a platnymi piedpisy,
avsak v kazdém piipadé ne méné, nez patnact (15)
let od data Ukonceni Klinického hodnoceni (jak je
definovano v ¢lanku X niZe), nebo data, kdy bude
Klinick¢é hodnoceni ukonceno jinak, a to
v prostorach Poskytovatele zdravotnich sluzeb.
Poskytovatel zdravotnich sluZzeb bude Vertex
informovat pisemné pred zni¢enim jakékoli casti
Dokumentace klinického hodnoceni a nabidne
spole¢nosti Vertex moznost, ze na jeho naklady
mu pfeda, nebo jinak da do vlastnictvi
Dokumentaci Klinického hodnoceni, pokud tak
neucini Hlavni zkousSejici. Jestlize jakékoli udaje
(napt. Lékarské zaznamy) budou vedeny pouze
Vv elektronické podobé, zavazuje se Poskytovatel
zdravotnich sluzeb, ze pro ugely ovéfeni udaju
zhotovi na Z&dost spole¢nosti Vertex vytisténé
dokumenty vsech udaju, tykajicich se Subjekth
Klinického hodnoceni. Tyto vytisténé dokumenty
budou datovany a podepsany Hlavnim zkousejicim
a budou ftadné¢ uchovavany, a to na zakladé
samostatné smlouvy mezi spolenosti Vertex a
Hlavnim zkou3ejicim.

3. Kontroly

@) Po celou dobu, kdy jsou Poskytovatel a hlavni
zkouSejici povinni uchovavat Dokumentaci Klinického
hodnoceni a Lékarské zaznamy, mohou Vertex a/nebo
jeho zastupci na zakladé pisemného oznameni
uc¢inéného se sedmidennim predstihem (nebo dfive,
ma-li kontrola opodstatnéni, aviak vzdy aZ po doruceni
pisemného oznameni) provést kontrolu Lékatskych
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Documentation. Principal Investigator and Study Staff
shall make themselves reasonably available during
such audits to discuss the Study and otherwise
cooperate with Vertex.

(b) In the event of a regulatory
audit, inspection, or a regulatory action that has the
potential to affect Study data integrity and/or
undermine Study subject protections, Provider shall (i)
cooperate with any request by any czech or foreign
regulatory authority for an audit or inspection related to
such Study; (ii) notify Vertex within twenty-four (24)
hours of such request or action, to be followed by
written notice sent to Vertex within two (2) business
days of the initial notice if such initial notice was not
written; (iii) permit Vertex and its designee to attend
any such audit or inspection, and to the extent
practicable, permit Vertex to assist Provider in
responding to such request or action; (iv) at the
expense of Vertex, promptly provide Vertex with
copies of any documents, correspondence, reports and
other materials from the regulatory authority and/or the
Provider relating to the audit, inspection, or regulatory
action; and (v) keep Vertex fully apprised of the
regulatory action, audit, or inspection and the
accompanying findings and response in a timely
manner.

zaznami a Dokumentace Klinického hodnoceni.
V pribéhu takové kontroly bude Hlavni zkousejici
a Persondl klinického hodnoceni pfimétené k dispozici

k projednani  Klinického hodnoceni a poskytne
spolecnosti Vertex dalsi soucinnost.
(b) V piipadé  regulatorniho  auditu,

inspekce nebo regulaéniho opatfeni, které mohou
ovlivnit integritu tdaji Klinického hodnoceni a/nebo
porusit ochranu Subjektt klinického hodnoceni, je
Poskytovatel povinen (i) na Zadost spolupracovat
s kterymkoli  ¢eskym nebo jinym  zahrani¢nim
regulaénim  organem pii  auditu  souvisejicim
s Klinickym hodnocenim; (ii) ozndmit to spole¢nosti
Vertex do dvaceti ¢tyf (24) hodin od takové zadosti
nebo opatieni s naslednym zaslanim pisemného
oznameni spole¢nosti Vertex do dvou (2) pracovnich
dnti od pocatecniho oznadmeni, pokud takové pocatecni
oznameni nebylo pisemné; (iii) umoznit spolecnosti
Vertex a jim uréené osobé Gcast pii takovémto auditu
nebo inspekci a Vv pfipustném rozsahu umozZnit
spole¢nosti Vertex asistovat Poskytovateli pti reakci na
takovou Zzadost nebo opatfeni; (iv) bezodkladné
poskytnout spole¢nosti Vertex na jeho naklady kopie
vSsech dokumentl, korespondence, zprav a dalsich
materialti od regula¢niho orgénu a/nebo Poskytovatele
tykajicich se auditu, inspekce nebo regula¢niho
opatfeni; a (v) plné Vertex informovat o veSkerych
regulaénich opatienich, auditech nebo inspekcich
a souvisejicich zjisténich a reagovat vcas.

ARTICLE V.
INVESTIGATIONAL DRUG; LABORATORY

1. Vertex shall provide to the Principal Investigator
via Healthcare Service Provider, at no cost, such
quantities  of  the  investigational  drugs
(“Investigational Drug”) or as the case may be
devices for its administration, and other drugs as
may be required for the Study. Healthcare Service
Provider shall safeguard the Investigational Drug
and other drugs provided by Vertex with the same
degree of care used for its own property and in
accordance with the Protocol and Applicable Law.
Healthcare Service Provider shall maintain
complete and accurate drug accountability records,
and shall promptly provide such records to Vertex
upon request.

2. The Healthcare Service Provider will further
ensure that the Investigational Drug and other
materials specified in the Protocol are used solely
in the conduct of the Study and in accordance with
the Protocol. Vertex shall ensure distribution of the
Investigational Drug shipments to the pharmacy of
the Healthcare Service Provider, where the
pharmacist shall accept and check them (as with
other shipments — i.e. whether they are damaged,
in case of special requirements for transportation

f?LéNEK V.
HODNOCENE LECIVO; LABORATOR

1. Vertex poskytne  Hlavnimu  zkouSejicimu
prostfednictvim Poskytovatele zdravotnich sluzeb
bezplatné hodnocené 1é¢ivo (,,Hodnocené 1é¢ivo*)
a pripadné pomiicky pro jejich podavani a jina
1é¢iva v mnozstvi pozadovaném pro Klinické
hodnoceni.  Poskytovatel zdravotnich  sluzeb
zabezpe¢i Hodnocend 1éciva a jind 1éCiva
poskytnuta spole¢nosti Vertex se stejnou pééi jako
sviyj vlastni majetek a v souladu s Protokolem a
platnymi piedpisy. Poskytovatel zdravotnich
sluzeb bude vést kompletni a ptesné zdznamy o
odpovédnosti za 1éCiva a bezodkladné tyto
z&znamy na Zadost spole¢nosti Vertex poskytne.

2. Poskytovatel zdravotnich sluzeb dale zajisti, Ze
Hodnocena 1éCiva a jiny materidl specifikovany
v Protokolu Klinického hodnoceni budou uzivany
vyluéné pro ucely provadéni Klinického hodnoceni
a vsouladu s Protokolem Klinického hodnoceni.
Zadavatel zajisti distribuci zasilky Hodnoceného
1é¢iva do 1ékarny Poskytovatele zdravotnich
sluzeb, kde je lékarnik pfevezme a zkontroluje
(jako jiné zasilky - tzn. neni-li poSkozena, v
ptipad¢ zvlastnich pozadavki na transport, byly-li
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whether these requirements were met, and will
confirm the delivery), the Investigational Drugs
will be transfered at the site on the basis of a
request form issued by site, the Investigational
Drugs will be stored for the duration of the Study
at the study site. Vertex or its designee is required
to announce the delivery of the first shipment to
the pharmacy, either by e-mail or by telephone to
pharmacist in charge, within 3 working days prior
to delivery. Other shipments will be generated
automatically based on actual supply of
Investigational Drug. Vertex shall ensure delivery
to the following address: FN Motol, nemocniéni
Iékarna, V Uvalu 84, 150 06 Praha 5 and will mark
it for attention of pharmacist in charge. Any
unused Investigational Drug(s) as well as other
drugs and materials provided by Vertex will be
returned to Vertex at its expense by the Principal
Investigator via the Healthcare Service Provider
upon termination or expiration of the Study or
disposed of pursuant to written instructions by
Vertex unless it is done by the Principal
Investigator directly.

The Healthcare Service Provider agrees that if it
desired to use an outside laboratory to perform
analyses for the purposes of the Study, the
Healthcare Service Provider (a) will secure the
prior approval of Vertex; (b) ensure that the
laboratory is qualified to perform such work in
accordance with the Applicable Law and pursuant
to the principles of good laboratory and clinical
practice and (c) provide Vertex with the
appropriate certificate issued to the laboratory by
the appropriate regulatory authority to perform
such analyses. In addition, the Healthcare Service
Provider and the Principal Investigator shall ensure
that the outside laboratory accepts and agrees to be
bound by the terms of this Agreement including
the provisions on confidentiality. In the event
Vertex selects an outside laboratory for the
centralized analyses of all study samples,
Healthcare Service Provider shall send all samples
to the specified laboratory in a timely manner, in
accordance with good clinical practices and as
detailed in the Protocol and Study Documentation.

tyto pozadavky dodrzeny, piijem zasilky potvrdi),
hodnocené 1éky budou predany centru na zaklade
zadanky, hodnocené léky budou po celou dobu
Klinického hodnoceni uchovavany na centru.
Zadavatel nebo jim urfena osoba je povinen
oznamit do 3 pracovnich dni pied dodanim prvni
zasilky, kdy bude zasilka do 1ékarny piedana
budto emailem nebo telefonicky 1ékarnou
povéfenému farmaceutovi. Ostatni zasilky budou
generovany automaticky na zakladé aktualniho
stavu hodnoceného Iéku. Zadavatel zajisti dodavku
na adresu: FN Motol, nemocnié¢ni 1ékarna, V Uvalu
84, 150 06 Praha 5 a ozna¢i ji jménem
zodpovédného 1ékarnika. NepouZitd Hodnocena
lé¢iva, jakoz i jind léCiva a materiadl poskytnuty
spoleénosti Vertex, budou na naklady spole¢nosti
Vertex Hlavnim zkouSejicim prostiednictvim
Poskytovatele  zdravotnich  sluzeb  vracena
spolecnosti Vertex po skonceni nebo uplynuti
lhiity pro Klinické hodnoceni, nebo s nimi bude
nalozeno na zadkladé pisemnych instrukci
spole¢nosti  Vertex, pokud tak neuini piimo
Hlavni zkou3ejici.

Poskytovatel zdravotnich sluzeb se zavazuje, Ze
pokud by si ptal pouzit pro provadéni analyz za
ucelem Klinického hodnoceni externi laboratof, (a)
zajisti ptedchozi souhlas spole¢nosti Vertex; (b)
zajisti, aby takova laboratof byla kvalifikovana
k provadéni takové prace podle platnychnych
predpisti a podle principti spravné laboratorni a
klinické praxe a (c) poskytne spole¢nosti Vertex
ptislusny certifikat, vydany laboratofi piislusnymi
organy Kk provadéni danych analyz. Kromé toho se
Poskytovatel zdravotnich sluzeb zavazuje, Zze
zajisti, aby externi laboratof byla vazana
podminkami této Smlouvy, vcetné¢ ujednani o
divérnosti. Jestlize si Vertex vybere externi
laborator pro centralizované analyzy vSech vzorka
klinického  hodnoceni, bude  Poskytovatel
zdravotnich sluzeb zasilat vSechny vzorky uvedené
laboratofi vcas, v souladu se spravnou klinickou
praxi a jak je podrobné uvedeno v Protokolu a
Dokumentaci klinického hodnoceni.

ARTICLE VI.
INSURANCE

Vertex has obtained and shall maintain liability
insurance for Vertex and the Principal Investigator
in compliance with the provisions of Article 52 (3)
() of the Act No 378/2007 Coll., on
Pharmaceuticals, as amended, by means of which
the compensation (indemnification) is ensured also
in the event of physical illness, injury or death of a
Study subject due to receipt of the Investigational
Drug or a Study procedure. Vertex shall maintain
this insurance during the Study and for such period

CLANEK VL
POJISTENI

Vertex prohlasuje, ze ma a bude udrzovat pojisténi
odpovédnosti  spole¢nosti  Vertex a Hlavniho
zkousejiciho v souladu s ustanovenimi § 52 odst. 3
pismeno f) zakona ¢. 378/2007 Sb., o 1écCivech, ve
znéni pozdé&jsich predpist, jehoZz prostrednictvim
je zajisténo i1 odskodnéni pro piipad fyzického
onemocnéni, Skody nebo smrti  Subjektu
Klinického hodnoceni v disledku  pfijimani
Hodnocenych 1é¢iv nebo provadéni Klinického
hodnoceni. Vertex se zavazuje udrZovat toto
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of time after the Close of Study as is required
under Applicable Law.

Healthcare Service Provider has secured and shall
maintain in full force and effect through the
performance of the Study (and following
termination of the Study for a period of five (5)
years from Close of Study to cover any claims
arising from the Study) the statutory liability
insurance as required under Section 45 par. 2,
section (n) of Act No. 372/2011 Coll., on Medical
Services and terms and conditions of performance
of such services, as amended. Such insurance
shall include and cover Healthcare Service
Provider and Study staff, including the Principal
Investigator. A copy of the certificate and
insurance agreement and its term and conditions
evidencing such insurance shall be provided to
Vertex by Healthcare Service Provider at
Vertex’s request.

pojisténi po celou dobu trvani Klinického
hodnoceni a takovou dobu po Ukonceni
Klinického hodnoceni, jak budou vyZadovat platné
predpisy.

Poskytovatel zdravotnich sluzeb zajistil a bude
udrZovat Vv platnosti a u¢innosti zakonné pojisténi,
jak je pozadovano podle § 45 odst. 2 pismeno n)
zakona €. 372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani, v platném znéni, a
to po dobu provadéni Klinického hodnoceni (a po
ukonc¢eni Klinického hodnoceni po dobu péti (5)
let od Ukonceni Klinického hodnoceni kryjici
jakékoli naroky plynouci z Klinického hodnocent).
Toto pojisténi bude zahrnovat a kryt Poskytovatel
zdravotnich  sluzeb a Personal Klinického
hodnoceni, jakoz i Hlavniho zkouSejiciho. Kopie
pojistky osvédcujici takové pojisténi a pojistnou
smlouvu s podminkami  budou  poskytnuty
Poskytovatelem zdravotnich sluzeb spoleénosti
Vertex na jeho zadost.

ARTICLE VII.
PROTECTION OF CONFIDENTIAL
INFORMATION

The Study Documentation and any information
disclosed to the Healthcare Service Provider by
Vertex or by Vertex’s representatives (including a
designated CRO as defined below) is considered as
confidential information owned by Vertex
(“Confidential Information”). The Healthcare
Service Provider shall neither disclose the
Confidential Information to third parties in a direct
or indirect manner, nor use it contrary to Vertex
instructions and will ensure that this obligation is
also applicable to and complied with by the sub-
investigators and the other Study Staff
(collectively “Recipients”). The Confidential
Information will be kept by the Healthcare Service
Provider in a secure location dedicated to the
storage of confidential information. The
Confidential Information will be disclosed to the
authorized individuals involved in the Study only
on a “need to know” basis. Should there be any
legal reason to make the Confidential Information
public, the Healthcare Service Provider will advise
Vertex accordingly, in writing without any undue
delay, prior to releasing the Confidential
Information.

The above confidentiality obligation will apply for
the period of the Study conduct and for the period
of seven (7) years following the termination of this
Agreement.

The obligations of confidentiality and non-
disclosure shall not apply to information that: as

COLAVNEK VIL.
OCHRANA DUVERNYCH INFORMACIT

Dokumentace Klinického hodnoceni a jakakoliv
informace zpfistupnénd Poskytovateli zdravotnich
sluzeb spole¢nosti Vertex, nebo jeho zastupci
(vCetné urcené CRO, jak je definovana nize), je
povazovana za divérnou informaci, kterd je ve
vlastnictvi  spole¢nosti ~ Vertex  (,,Divérné
informace”). Poskytovatel zdravotnich sluzeb
nezpiistupni Divérné informace zadné tieti strané
pfimo, ani nepiimo, ani je nevyuZije v rozporu
s instrukcemi spole¢nosti Vertex a zajisti, Ze tento
zavazek se rovnéz bude vztahovat na zkousejici a
ostatni Personal Klinického hodnoceni (spole¢né
»PFijemci®). Daveérné informace  budou
uchovavany Poskytovatelem zdravotnich sluZeb na
bezpeéném mist¢ ureném pro uchovavani
davérnych informaci. Divérné informace budou
zpiistupnény opravnénym osobam, které se
zabyvaji Klinickym hodnocenim pouze na zékladé
principu ,,potiebuje védét”. Pokud by byl pravni
dtivod zvetejnit Divérnou informaci, Poskytovatel
zdravotnich sluzeb o tom uvédomi Vertex
pisemn¢, bez zbyteéného odkladu pred tim, nez
Duvérnou informaci zvetejni.

Vyse uvedeny zavazek duivérnosti plati po dobu
provadéni Klinického hodnoceni a po dobu sedmi
(7) let nésledujicich ukonceni této Smlouvy.

Zévazek divérnosti a nezpfistupnéni se netyka
informaci které: jak Ize prokazat pomoci pisemné
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evidenced by written documentation (i) was
previously known by the Recipient; (ii) is publicly
known without a wrongful act or breach of this
Agreement; (iii) is rightfully received by the
Recipient from a third-party without an express
obligation of confidentiality; (iv) is independently
developed by the Recipient without use of or
reliance upon the Confidential Information; or (v)
is required to be disclosed to a government
authority or by order of a court of competent
jurisdiction.

The Healthcare Service Provider will and will
cause each of the Recipients to:

a) use Confidential Information solely to conduct
the Study;

b) disclose Confidential Information only to
persons who need to know such Confidential
Information to conduct the Study and who are
bound in writing to protect the confidentiality
of such Confidential Information;

c) instruct all persons to whom Confidential
Information is disclosed to abide by the terms
of this Agreement;

d) not disclose the Confidential Information or
any observations concerning the Study to any
third parties, including financial analysts,
except as expressly permitted under this
Agreement; and

e) protect Confidential Information using not less
than the same care with which they treat their
own confidential information, but at all times
will use at least reasonable care.

The terms and conditions of this Agreement will
be the Confidential Information of Vertex. The
Healthcare Service Provider will not issue, nor
allow their employees or agents to issue, any press
release, nor initiate any communication of
information regarding the Study, written or oral, to
the communications media or otherwise without
the prior written consent of Vertex (except that
Vertex’s support may be acknowledged in
academic publications prepared in accordance with
Article V111 of this Agreement).

The name, trademark, logo, symbol, or other
image of Vertex will not be used without the prior
written consent of Vertex. There will be no press
release, announcement or any communication of
information regarding the Study to any third party
without the prior written consent of Vertex.

dokumentace (i) byly pfedtim Pfijemci znamy; (ii)
jsou verejné znamy bez protipravniho ¢inu, nebo
poruSeni této Smlouvy; (iii) byly obdrzeny
Pfijemcem v souladu s pravem od tieti strany, bez
vyslovného zavazku davérnosti; (iv) byly
nezévisle vyvinuty Pfijemcem bez pouziti
Duvérné informace, nebo spolehnuti se na
Dutvérnou informaci; nebo (v) jsou pozadovany,
aby byly zpfistupnény stdtnimu organu, nebo aby
byly zptistupnény v disledku rozhodnuti soudu
ptislusné jurisdikce.

4. Poskytovatel zdravotnich sluzeb bude dodrZovat

nize uvedené a zajisti, Ze kazdy z Ptijemci bude:

a) wuzivat Duvérné  informace
k provedeni Klinického hodnocent;

vyluéné

b) zpfistupniovat Duvérné informace pouze
osobam, které musi takové Duvérné
informace znat k provadéni Klinického
hodnoceni a které jsou pisemné vazany
chranit divérnost takové Divérné informace;

) instruovat vSechny osoby, kterym je Dtivérna
informace zpfistupnéna, aby dodrzovaly
podminky této Smlouvy;

d) nezpiistupni Divémou informaci nebo
jakykoliv poznatek tykajici se Klinického
hodnoceni zadné tfeti strané, vcetné
finanénich analytikd, s vyjimkou. pokud je to
vyslovné dovoleno touto Smlouvou; a

e) chranit Divérné informace s pouzitim
nejméné stejné pée, sjakou chrani své
vlastni divérné informace, avSak vzdy bude
vynakladat alespofi rozumnou péci.

Podminky této Smlouvy jsou Ditvérnou informaci
spoleénosti  Vertex. Poskytovatel zdravotnich
sluzeb nevyda, ani nedovoli svym zaméstnanctim,
nebo zastupcim, aby vydali jakékoliv tiskové
oznameni, nebude iniciovat Zadnou komunikaci
informaci tykajicich se Klinického hodnoceni,
pisemnou nebo ustni, vici komunika¢nim médiim
nebo jinak bez predchoziho pisemného souhlasu
spoleénosti  Vertex (s vyjimkou, kdy podpora
spolenosti ~ Vertex  muze byt uvedena
v akademickych publikacich ptipravenych
v souladu s ¢lankem VIII této Smlouvy).

Jméno, ochranna znamka, logo, symbol nebo jiné
vyobrazeni spole¢nosti Vertex nesmi byt uzito bez
pfedchoziho pisemného souhlasu spolec¢nosti
Vertex. Bez predchoziho pisemného souhlasu
spoleCnosti Vertex nesmi byt poskytnuto treti
strané zadné tiskové sdéleni, oznameni nebo jina
komunikace informaci tykajici se Klinického
hodnoceni.
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7. As part of Provider’s and/or Principal Investigator’s
evaluation and feasibility determination for
potential involvement in a Vertex study under this
Agreement, Confidential Information (including,
but not limited to the Protocol and Protocol
Summary), may be provided by WVertex, its
affiliate(s), CRO or other Vertex designee to
Provider, and/or Principal Investigator. All
confidentiality obligations herein shall apply to
such communications of Confidential Information,
except that the length of the confidentiality
obligations shall be as follows: 1) if the Provider
and/or Principal Investigator ultimately participate
in the Study is executed by the parties, the length
of the confidentiality obligations shall be as stated
in Article VII. Section 2 above, or 2) if the
Provider and/or Principal Investigator ultimately
does not participate in the Study, the
confidentiality obligations shall be in seven (7)
years from disclosure of the Confidential
Information.

8. Vertex and Healthcare Provider are subjects to
compliance with the law 106/1999 Coll., On Free
Access to Information,and is therefore obliged, at
the request of an auithorized third party, to provide
requested information in accordance with this
regulation and Applicable Law.

V ramci hodnoceni Poskytovatele a/nebo Hlavniho
zkousSejiciho a zjistovani proveditelnosti
potencialniho zapojeni se do klinického hodnoceni
spole¢nosti Vertex podle této Smlouvy muze
Vertex, jeho pobocka(y), CRO nebo jinad
spolenosti Vertex urfend osoba poskytnout
Poskytovateli a/nebo Hlavnimu zkouSejicimu
Duvérné informace (mimo jiné véetné Protokolu a
Shrnuti  protokolu). VeSkeré zde obsazené
povinnosti ml¢enlivosti budou platit pro takovato
sdéleni Davérnych informaci, vyjma toho, Ze délka
povinnosti mléenlivosti bude nasledujici: 1) pokud
se Poskytovatel a/nebo Hlavni zkousejici nakonec
budou ucastnit Klinického hodnoceni provadéného
smluvnimi  stranami, bude délka povinnosti
mlcenlivosti takova, jak je uvedeno v ¢lanku VII,
odstavec 2 vySe, nebo 2) pokud se Poskytovatel
a/nebo Hlavni zkouSejici nakonec nebudou Gcastnit
Klinického hodnoceni, bude povinnost
mléenlivosti sedm (7) let od sd€leni Duvérnych
informaci.

Vertext bere na védomi, ze Poskytovatel je
povinnym subjektem ve smyslu zadkona ¢.
106/1999  Sb., o  svobodném  pfistupu
k informacim, a je tudiz povinen na Zadost tieti
osoby ji poZadavané informace v souladu s timto
zakonem poskytnout.

ARTICLE VIILI.
OWNERSHIP OF STUDY RESULTS;
INVENTIONS AND PUBLISHING THE
RESULTS

1. The Healthcare Service Provider will fully disclose
to Vertex all work, reports, writings, designs,
methods, computer software and data recorded in
any form, including but not limited to the Study
Documentation, that are created, developed,
written, conceived or made by the Healthcare
Service Provider, Study Staff or any other person
involved in the Study as a result of or in
connection with the Study or the performance of
their  obligations under  this  Agreement
(collectively, “Study Work”). Study Work is
considered to be a work on hire for benefit of
Vertex. Vertex will own all rights and interest to
and in the Study Work from the moment of
creation of such work.

2. The Healthcare Service Provider agrees that the
title to any and all inventions, discovery, know-
how or improvements or other intellectual property

CLANEK VI 1.
VLASTNICTVi VYSLEDKU KLINICKEHO

HODNOCENI; VYNALEZY A PUBLIKOVANI

VYSLEDKU

Poskytovatel zdravotnich sluzeb se zavazuje plné
zpiistupnit spole¢nosti Vertex vSechny prace,
zpravy, pisemnosti, projekty, metody, pocitacovy
software a zaznamenana data v jakékoliv formé,
vCetné Dokumentace Klinického hodnoceni,
které byly vytvofeny, vyvinuty, sepsany,
vymysleny, nebo uéinény Poskytovatelem
zdravotnich  sluzeb, Personalem Klinického
hodnoceni, nebo jinou osobou, ucastnici se na
Klinickém  hodnoceni v dasledku, nebo
v souvislosti s Klinickym hodnocenim, nebo
splnénim jejich zavazki ztéto Smlouvy
(spole¢né ,,Dilo Klinického hodnoceni®); toto
dilo je povaZzovano za dilo na objednavku.
Vertex bude vlastnit vSechna pradva a naroky
k takovému Dilu Klinického hodnoceni od
okamzZiku vzniku takového dila.

Poskytovatel zdravotnich sluzeb souhlasi s tim,
Zze pravni titul kjakymkoliv vynaleziim,
objeviim, know-how, nebo Kjinym pravim
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rights and all copyrights work conceived or
reduced to practice during the performance of this
Agreement and/or in connection with the Study
(collectively the “Inventions”) will be the
exclusive property of Vertex. Any patent
applications to inventions or improvements of
existing medical procedures discovered in the
course of or from the results of the clinical Study
will be owned by and registered in the name of
Vertex Pharmaceuticals Incorporated. Provider
represents that all Provider personnel, including
the Principal Investigator, performing any part of
the Study are obligated to assign to Provider all
inventions and intellectual property rights that are
necessary to enable Provider to grant Vertex all
rights Provider purports to grant under this
Agreement. Provider hereby assigns and agrees to
assign to Vertex Pharmaceuticals Incorporated all
of Provider’s right, title and interest in and to all
Inventions. The Healthcare Service Provider will
take any action and execute any document
necessary to enable Vertex to use and execute any
Invention or right in an Invention, including
disclosing to Vertex in writing the conception,
reduction to practice or making such Invention and
will procure that all rights to patents, patent
application and rights to file for patent can be
executed by Vertex without any title to additional
consideration. Vertex will be free to use the
Inventions without any restrictions including their
assignment to third parties individually or as a part
of the Vertex’s business.

The Healthcare Service Provider will provide
Vertex with necessary cooperation and assistance
in obtaining, at Vertex’s expense, any patent
protection as may be available with respect to such
Inventions, and shall execute all documents
necessary for Vertex for purposes of procuring
such patent protection. The Healthcare Service
Provider shall ensure the prompt disclosure to
Vertex by the Principal Investigator, co-
investigators, other Study Staff, including
consultants, agents or other parties involved in the
Study of any Inventions arising hereunder and
ensure their cooperation in securing patent
protection as set forth herein.

Vertex is committed to honoring the principles of
academic freedom while, at the same time,
protecting its Confidential Information, the Study

dusevniho vlastnictvi a autorskym dilim,
vytvofenym, nebo uvedenym do praxe, béhem
plnéni této Smlouvy a/nebo v souvislosti
s Klinickym hodnocenim (spole¢né ,,Vynalezy*),
bude ve vylu¢ném vlastnictvi spolecnosti Vertex.
Jakakoliv patentova prihldska na vynalezy, nebo
zlepSeni  existujicich  1ékafskych  postupt,
objevenych v pribéhu Klinického hodnocenti,
nebo plynoucich z jeho vysledki, bude vlastnéna
spole¢nosti Vertex a bude registrovdna na jméno
spole¢nosti Vertex Pharmaceuticals
Incorporated. Poskytovatel prohlasuje, Ze vSichni
pracovnici  poskytovatele, véetné¢ Hlavniho
zkousejiciho, ktefi provadéji jakoukoli ¢ast
Klinického hodnoceni, jsou povinni postoupit
Poskytovateli ~ vSechny  vynélezy  apréva
duSevniho vlastnictvi, kterd jsou nezbytna
ktomu, aby to Poskytovateli umoznilo udélit
spoleCnosti  Vertex vSechna prava, ktera
Poskytovatel zamysli podle této Smlouvy
spoleCnosti Vertex udglit. Poskytovatel timto
postupuje asouhlasi stim, Ze postoupi
spole¢nosti Vertex Pharmaceuticals Incorporated
veSkera sva prava, naroky a podily na jakychkoli
Vynalezech a k jakymkoli Vynaleztim.
Poskytovatel zdravotnich sluzeb, bude-li to tieba,
ucini jakékoliv opatfeni a podepiSe nezbytné
dokumenty pro vykon prav Kk Vynalezim, na
Vertex, vcetné zpfistupnéni spolecnosti Vertex
V pisemné podobé popisu, uvedeni do praxe,
nebo vytvofeni Vynalezu a zajisti, aby vSechna
prava K patentim, patentovym Zadostem a
pravim podat zadost o patent, mohla byt
realizovana bez naroku na dals$i odménu
spole¢nosti Vertex. Vertex bude opravnén uzivat
Vynalezy bez jakychkoliv omezeni, v¢etné jejich
postoupeni téetim stranam jednotlivé, nebo jako
¢ast podniku spole¢nosti Vertex.

Poskytovatel  zdravotnich  sluzeb  poskytne
spoleCnosti  Vertex potfebnou soucinnost a
asistenci pfi ziskdni, na naklady spolecnosti
Vertex, jakékoliv patentové ochrany, ktera bude
dostupna, pokud jde o Vynalezy a vyhotovi
vSechny dokumenty, které bude Vertex
potfebovat za ucelem zajisténi takové patentové
ochrany. Poskytovatel zdravotnich sluzeb zajisti
okamzité zpfistupnéni spolecnosti Vertex ze
strany Hlavniho zkouSejiciho, zkousSejicich,
ostatniho  Personalu  Klinického hodnoceni,
veetné konzultantl, zastupci, nebo jinych stran,
uCastnicich se na Klinickém hodnoceni,
jakychkoliv Vyndlezi vzniklych podle této
Smlouvy a =zajisti jejich souinnost pfi
zabezpeceni patentové ochrany, jak je uvedeno
V této Smlouvé.

Vertex se zavazuje uznavat principy akademické
svobody, avsak souCasné chranit své Duaveérné
informace, Subjekty Klinického hodnoceni a
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Subjects, and the integrity of the Study and the
Study Documentation all in compliance with
Applicable Law. Healthcare Service Provider
recognizes that, with respect to the Study, which is
part of a multi-site study, there is a need for a
coordinated approach to any publication or
presentation of results from the sites.

a) Accordingly, with regard to the Study,
Healthcare Service Provider may publish the
results based on data generated at the
Healthcare Service Provider provided that
Healthcare Service Provider shall not publish
or present these results from the Study to any
third parties until: (i) Vertex publishes the
results from all sites participating in the Study;
(if) Healthcare Service Provider receives
notification from Vertex that publication of
the multi-site results is no longer planned; or
(iii) eighteen (18) months following the Close
of Study, whichever occurs first. “Close of
Study” means database lock and the
resolution of all queries.

b) Healthcare Service Provider shall submit to
Vertex for its review a copy of any proposed
publication,  presentation  or  abstract
(“Publication”) at least forty-five (45)
calendar days prior to the date of submission
for publication or presentation. Healthcare
Service Provider shall consider in good faith
all comments received from Vertex during the
review period and shall delete Vertex’s
Confidential Information, if any; provided,
however, nothing in this Agreement shall
prohibit Healthcare Service Provider from the
publication of all information generated at the
Healthcare Service Provider during the Study
that is necessary for the accurate interpretation
and presentation of said medical research and
scientific data of the Publication consistent
with the current standards for medical
research and scientific publications. In those
instances where Healthcare Service Provider
receives comments from Vertex, they are
obliged to settle of the comments and resubmit
the Publication to Vertex and Vertex shall
have thirty (30) calendar days to make
additional comments. If Vertex determines
that the Publication contains patentable
subject matter which requires protection,
Vertex may require the delay of submission
for publication or presentation for an
additional period of time not to exceed sixty

integritu Klinického hodnoceni a Dokumentace
Klinického hodnoceni v souladu s platnymi
pfedpisy. Poskytovatel zdravotnich sluzeb
uznava, ze se zietelem na Klinické hodnoceni,
které je soucdsti multicentrického klinického je
zde nutnost koordinovaného postupu, pokud jde
o publikovani, nebo presentaci vysledkd
z jednotlivych mist.

a) Vzhledem k tomu miiZe, pokud jde o Klinické
hodnoceni, Poskytovatel zdravotnich sluzeb
publikovat, nebo jinak zvefejnovat vysledky
zalozené na Udajich generovanych u
Poskytovatele  zdravotnich  sluzeb  za
podminky, Ze Poskytovatel zdravotnich sluzeb
nebude publikovat, nebo presentovat tyto
vysledky z Klinického hodnoceni zadné treti
osobé do té doby nez: (i) Vertex publikuje
vysledky ze vSech mist ucastnicich se na
Klinickém hodnoceni; (ii) Poskytovatel
zdravotnich sluzeb obdrzi od spoleénosti
Vertex oznameni, ze se publikace vysledku z
mist, kde se provadi multicentrické
hodnocengé, jiz neplanuje; nebo (iii) uplyne
osmnact (18) mésici od Ukonéeni Klinického
hodnoceni podle toho, kterd z uvedenych
udalosti  nastane  nejdiive.  ,,Ukonceni
Klinického hodnoceni* znamend uzamdeni
databazi a vyfeSeni vSech otazek.

b) Poskytovatel zdravotnich sluzeb piedlozi
spole¢nosti ~ Vertex  kopii ~ navrhované
publikace, prezentace nebo résumé
(,Publikace®) k posouzeni nejméné Etyficet
pét (45) kalendafnich dni pfed datem
predlozeni k publikaci nebo prezentaci.
Poskytovatel zdravotnich sluzeb zvazi v dobré
vite vSechny pfipominky, obdrzené od
spole¢nosti Vertex béhem doby pro posouzeni
a vypusti Duvérné informace spolecnosti
Vertex, pokud tam budou; ovSem s tim, Ze nic
vtéto Smlouvé nezakazuje Poskytovateli
zdravotnich sluzeb publikovani informaci,
vytvofenych U Poskytovatele  zdravotnich
sluzeb b&hem Klinického hodnoceni, které
jsou nezbytné pro ptesny vyklad a prezentaci
medicinského vyzkumu a védeckych udaju
Publikace v souladu se stavajicimi standardy
pro lékaisky vyzkum a védecké informace.
V piipadech, kdy Poskytovatel zdravotnich
sluzeb obdrzi od spolecnosti  Vertex
pfipominky, je povinna je vyfesit a Publikaci
znovu piedlozit spolecnosti Vertex a Vertex
bude mit dalSich tficet (30) dni k dodate¢nym
pfipominkam. Jestlize Vertex wurci, ze
Publikace obsahuje patentovatelné predméty,
které  vyzaduji ochranu, muze Vertex
pozadovat  pozdrzeni s pfedlozenim  k
publikovani nebo presentaci po dodate¢nou
dobu, ktera nepfesahne Sedesat (60)

16

340038v1




Protocol; VX17-445-102

(60) calendar days for the purpose of filing
patent applications. Healthcare Service
Provider shall give Vertex and/or Vertex’s
personnel appropriate credit for any direct
contribution made by them, and shall
acknowledge Vertex’s support in all
publications and presentations. If Healthcare
Service Provider does not agree to such
deletion or modification, they shall so notify
Vertex and shall postpone such submission or
presentation of Publication for an additional
sixty (60) days to allow Vertex to seek legal
remedies or file patent applications.
Notwithstanding anything to the contrary
herein, the review period under this Section 4.
(b) shall not exceed one hundred and twenty
(120) calendar days from the date a
Publication is first received by Vertex for
review.

5. Healthcare Service Provider shall assure that all
authors of abstracts, posters or other publications
relating to the Study shall acknowledge the
assistance and funding provided by Vertex in
support of author’s activities and shall disclose any
potential conflict of interest, including any
financial or personal relationship that could be
perceived to bias author’s work, as required by
scientific congresses or for the purpose of meeting
the requirements of a journal associated with the
publication of the manuscript.

kalendainich dni, =za UCelem podani
patentovych prihlasek. Poskytovatel
zdravotnich sluzeb uvede Vertex a/nebo
pracovniky spoleénosti Vertex, pokud jde o
jejich primé prispévky, a ve vSech publikacich
a presentacich uzna podporu spole¢nosti
Vertex. Jestlize Poskytovatel zdravotnich
sluzeb  nebude  souhlasit  suvedenym
vypuSténim nebo Upravou, oznami toto
spole¢nosti Vertex a odloZi zvefejnéni nebo
presentaci Publikace o dodatecnych Sedesat
(60) dni, aby umoznili spoleénosti Vertex
hledat pravni prostfedky ochrany, nebo podat
patentové prihlasky. Bez zietele na ostatni
ustanoveni této Smlouvy, kterd stanovi opak,
nepfesahne doba pro posouzeni Publikace
podle tohoto odstavce 4. (b) Smlouvy
spoleCnosti  Vertex sto dvacet (120)
kalendarnich dni od data, kdy bude Publikace
poprvé  obdrZzena  spoleCnosti  Vertex
k posouzeni.

Poskytovatel zdravotnich sluzeb zajisti, aby
vSichni autofi résumé, posterli, nebo jinych
publikaci, tykajicich se Klinického hodnocenti,
uznali podporu a financovani, poskytnuté
spole¢nosti Vertex, jako podporu aktivity autora a
sdélili jakykoli potencialni konflikt zajmu, vCetné
finan¢nich a osobnich vztahi, které mohou byt
chapany jako ovliviiujici dilo autora, jak se
vyzaduje védeckymi kongresy, nebo za ucelem
dodrzeni pozadavkd casopisi ucastnicich se na
publikaci rukopisu.

ARTICLE IX.
SETTLEMENT OF DISPUTES

The parties agree that they shall negotiate in good
faith to resolve any dispute between the parties
under this Agreement or related to this Agreement.
Any disputes unsettled by mutual agreement will
be referred to the materially and locally
appropriate  court in the Czech Republic.

égANEK IX.
RESENI SPORU

Smluvni strany se zavazuji, Ze budou v dobré viie
jednat, aby vyfeSily jakykoli spor mezi nimi z této
Smlouvy vznikly a/nebo stouto smlouvou
souvisejici. Jakykoli spor nevyieSeny vzajemnou
dohodou bude feSen u vécné a mistné piislusného
soudu v Ceské republice.

ARTICLE X.
REIMBURSMENT

1. In full consideration for the performance of
the Study, Vertex shall pay Healthcare Service
Provider those fees, expenses and costs, at such
times and in accordance with such timelines as
are set forth in the budget (“Budget™) attached
to this Agreement as Appendix No. 1 and which
forms an integral part hereof. The Healthcare
Service Provider acknowledges that the
estimated total value of this Agreement is
207,667 CZK.

2. The compensation set forth in the Budget includes

CLANEK X.
ODMENA

Vertex zaplati Poskytovateli zdravotnich sluzeb
za provedeni Klinického hodnoceni odménu,
naklady a vydaje, jak je podrobné uvedeno i
pokud jde o dobu plnéni, vsouladu s
harmonogramem stanovenym Vv rozpoétu
(,,Rozpoéet®), ktery je pfipojen k této Smlouvé
jako piiloha &. 1 a tvoti jeji nedilnou soucast.
Poskytovatel zdravotnich sluZeb prijima, Ze
celkova odhadovana hodnota této smlouvy je
207,667 K¢.

Odmeéna uvedena v Rozpocétu zahrnuje veskeré
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all the Healthcare Service Provider’s fees, expenses
and costs relating to the proper performance of the
Study. The Healthcare Service Provider represents
and warrants that it shall be responsible for and will
adequately reimburse and compensate the Principal
Investigator, Study Staff and other persons involved
in the Study.

3. Provider acknowledges that the compensation
to Principal Investigator (and Study Staff) is
subject to a separate an agreement between
Vertex, the Principal Investigator and Study
Staff.

4. In the event of this Agreement is terminated for
any reason whatsoever prior to the Close of Study (as
defined below), Vertex agrees to compensate
Healthcare Service Provider for the cost of actual
work performed up to the Study termination date and
for any non-cancelable commitments incurred by the
Healthcare Service Provider with regard to the
completed portion of the Study.

5. In accordance with the law 340/2015 Coll. on
Registry of Contracts, this Agreement and/or
any amendment shall be published on the
Ministerial Contract Registry within thirty (30)
days from last signature. The Parties agree that
Healthcare Service Provider shall publish this
Agreement, its Exhibits and any future
amendments, and shall limit its disclosure to the
information required by law.

Prior to publication all information related to
Personal Information, and business and trade
secrets, as defined by the Civil Code par. 504 of
the Act. no. 89/2012 Coll., Civil Code, as
amended.will be removed. Both contractual
parties consider as trade secret following facts:
the Protocol, the Investigator brochure including
appendix, the Certificate of Insurance and the
budget detailing the costs per procedures. Only
the expected total study budget (contract value)
shall be published.

Vertex shall draft the final form of the
agreement for publication and this will be agreed
by both parties.

The Healthcare Service Provider agrees to
publish the Agreement and complete the
metadata on the Contract Registry within 30
working days after final signature of the
Agreement. The Medical Facilities shall provide
as a secondary recipient
CzechRepContracts@vrtx.com. If the

odmény, naklady a vydaje Poskytovatele
zdravotnich sluzeb tykajici se tAdného provedeni
Klinického hodnoceni. Poskytovatel zdravotnich
sluZeb prohlasuje a zaruéuje, Ze je odpovédny za
poskytnuti odmény a nahrad Hlavnimu
zkouSejicimu, Personalu Klinického hodnoceni a
dals$im osobdm ucastnicim se Klinického
hodnoceni a Ze jim poskytne adekvatni odménu
a nahrady.

3. Poskytovatel bere na védomi, Ze odména
Hlavnimu  zkouSejicimu (@  Personalu
Klinického hodnoceni) je pfedmétem smlouvy
mezi spole¢nosti Vertex, Hlavnim zkousejicim,
a Personalem Klinického hodnoceni.

V piipadé ukonéeni této Smlouvy z jakéhokoli
dtvodu pted Ukoncenim Klinického hodnoceni
(jak je definovano nize) wuhradi Vertex
Poskytovateli zdravotnich sluzeb naklady na
skute¢né€ provedenou praci az do data ukonceni
Klinického hodnoceni a nahradi jakékoliv
nezrusitelné zavazky, které ma Poskytovatel
zdravotnich sluzeb sohledem na dokonéenou
¢ast Klinického hodnoceni.

5. V souladu se zékonem ¢&. 340/2015 Sh., o
registru smluv, ve znéni pozd&jsich piedpist, tato
smlouva a/nebo jakdkoli pfiloha musi byt
zvetejnéna prostiednictvim registru smluv do
téiceti (30) dnt ode dne jejiho uzavieni. Strany se
dohodly, Ze zdravotnické zatizeni zvefejni tuto
smlouvu, jeji prilohy a jeji pfipadné zmeény, a
omezi jeji zvefejnéni na informace pozadované
podle zakona.

Pied zvefejnénim budou ze smlouvy, ktera ma byt

zvefejnéna,  odstranény  veSkeré  informace
vztahujici se k osobnim informacim, a
obchodnimu tajemstvi, jak je definovano v
obcanského zakoniku v ust. § 504 zak. ¢. 89/2012
Sb., obcansky zakonik, ve znéni pozd¢jsich
predpisti. Za obchodni tajemstvi obé smluvni
strany povazuji tyto skute¢nosti: Protokol,
Souboru informaci pro zkousejiciho véetné piiloh,
Pojistny certifikat a Rozpocet uptesiujici naklady
na postupy a vykony. Zvefejnén bude pouze
ocekavany celkovy rozpocet studie (hodnota
zakazky).

Vertex  vypracuje kone¢nou podobu smlouvy ke

zvefejnéni a tato bude smluvnimi stranami
odsouhlasena.

Poskytovatel zdravotnich sluZebsouhlasi s tim, Ze
zvefejni smlouvu a vyplni metadata v registru
smluv do 30 dnt ode dne uzavieni smlouvy, tj.
ptipojenim  posledniho  podpisu  smlouvy.
Poskytovatel zdravotnich sluzeb uvede jako
sekundéarniho adresata
CzechRepContracts@vrtx.com. V pftipadé, ze
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Healthcare Service Provider fails to publish the
Final Document within the time specified above,
Vertex reserves the right to publish the Final
Document and shall notify the Healthcare
Service Provider in writing of such publication.
The parties understand that the site shall not be
initiated until the Final Document has been

published.
6. If Vertex requests the attendance of
ProviderProviders’s and/or Principal Investigator’s

personnel at a Study startup meeting, or other meeting
necessary to provide information regarding the Study,
Study drug(s) or device(s), Vertex shall provide
reimbursement in accordance with Vertex travel and
reimbursement policy for reasonable and necessary
travel and lodging expenses (including meals and
snacks) that are incurred to attend such meeting(s)
provided that attendance at such meeting(s) has been
specifically approved in advance by Vertex. All
receipts for such meeting(s) must be submitted to
Vertex within sixty (60) days of the date of the
meeting. Vertex shall make such reimbursements
within forty-five (45) days of receiving acceptable
detailed documentation of such expenses, provided that
Vertex receives such documentation within sixty (60)
days of the date that the expenses were incurred.

Poskytovatel ~ zdravotnich  sluzeb nezvefejni
zaveérecny dokument ve stanovené lhut¢ uvedené
vySe, Vertex si vyhrazuje pravo uvefejnit
zaveérecny dokument a bude o tomto zvefejnéni
informovat Poskytovatele zdravotnich sluzeb
pisesmnou formou. Smluvni strany berou na
védomi, ze nedojde kinicializaci pracoviste,
dokud nebude zavéreény dokument zvetfejnén.

6. Pokud bude Vertex pozadovat ucast pracovniki
Poskytovatele a/nebo Hlavniho zkouSejiciho pfi
setkani pfi zahajeni Klinického hodnoceni nebo pri
jiném setkani potiebném pro poskytnuti informaci
tykajicich se Klinického hodnoceni, hodnoceného
pripravku (pfipravkid) nebo zafizeni, poskytne Vertex
Uhradu v souladu se zdsadami spoleCnosti Vertex
tykajicimi se cestovani aproplaceni vydaji =za
piimétené a nezbytné cestovné a vydaje za ubytovani
(vCetné stravy a obcerstveni), které vznikly pfi Gcasti
na takovychto setkénich, =za ptedpokladu, Ze
spolecnost Vertex ucast na takovychto setkanich
konkrétn¢ predem schvalila. Veskeré stvrzenky za
takovato setkani je tieba piedloZit spole¢nosti Vertex
do Sedesati (60) dnii od data setkani. Vertex provede
takovéto uhrady do Ctyficeti péti (45) dnd od obdrzeni
akceptovatelné  podrobné dokumentace o téchto
vydajich za ptedpokladu, Ze Vertex tuto dokumentaci
obdrzi do Sedesati (60) dnti od data, kdy vydaje
vznikly.

ARTICLE XI.
COMPLETING THE STUDY; EARLY
TERMINATION

The Study will be deemed complete and closed upon
data base lock at all sites and the resolution of all
queries.

1. (a) Each party may terminate this Agreement
immediately by a written notice to come into effect
in 3 days upon delivery to the other party if:

(i.) the Study is not approved by the appropriate
regulatory authorities and/or ethics committee
or if approval is withdrawn;

(ii.) the regulatory authorities and/or the ethics
committee determines that the termination of
the Study or termination of the Study, is in
the best medical interests of the Study
subjects;

(iii.) continuation of the Study no longer serves or
promotes a valid scientific interest;

(iv.) a party becomes insolvent, files for
bankruptcy, is declared bankrupt or dissolves
unless it documents to the other parties that
such petition or activities are malicious and

] CLANEK XI. ]
DOKONCENI KLINICKEHO HODNOCENI;
PREDCASNE UKONCEN{

Klinické hodnoceni se bude povaZzovat za Uplné a
dokon¢ené po uzamceni databazi na vSech mistech a
vyfesSeni vSech otazek.

1. (a) Kterdkoliv ze smluvnich stran mize ukoncit
tuto Smlouvu pisemnou vypovédi s vypovédni
dobou tfi dny ode dne doruceni vypovédi druhé
smluvni strané, pokud:

Klinické  hodnoceni  neni  schvéaleno
pfislusnymi regulatornimi organy a/nebo
etickou komisi nebo je takovy jejich souhlas
odvolén;

(i)

(ii.)  regulatorni organy a/nebo etickd komise
ur¢i, ze ukoneni Klinického hodnoceni
nebo ukoncéeni Klinického hodnoceni je
V nejvyS$§im zdravotnim zajmu subjektt
Klinického hodnoceni;

(ili.)  pokracovani v Klinickém hodnoceni jiz
neslouzi legitimnim védeckym zajmtm,;
(iv.) smluvni strana se dostane do platebni
neschopnosti, pozada o  prohlaSeni

konkurzu, je na ni vyhlaSen konkurz nebo se
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unsubstantiated;

(v.) the Principal Investigator is no longer able to
serve in that capacity for this Study and the
parties cannot agree in a timely manner upon
a mutually acceptable replacement of the
Principal Investigator;

(vi.) continuation of the Study cannot reasonably
be required due to circumstances outside the
control or influence of Vertex or Healthcare
Service Provider;

(vii.) Healthcare Service Provider or any individual
or entity rendering services in connection
with the Study is threatened with
disqualification, debarment or otherwise
being banned from conducting clinical trials,
or is threatened with exclusion, or is in fact
disqualified, debarred, banned or excluded.

(b) Vertex or Healthcare Service Provider (the
“Non-Defaulting Party”) may terminate this
Agreement in the event of a breach by the other
party (the “Defaulting Party”) provided that the
Non-Defaulting Party has provided written notice
of the breach (“Notice”) to the Defaulting Party,
reasonably detailing the nature of the breach of the
Agreement by Defaulting party, and the Defaulting
Party fails to cure the breach within thirty (30) days
of receipt of the Notice.

Vertex may terminate this Agreement upon thirty
(30) days prior written notice without stating any
reason, provided appropriate steps are taken to
ensure the protection of the health and safety of the
Study subjects.

The Healthcare Service Provider may not remove
or replace the Principal Investigator without
Vertex’s consent, this is valid and vice versa.

If Vertex and the Healthcare Service Provider
agree on replacement of the Principal Investigator,
the change of the Principal Investigator will be
effective when the substitute Principal Investigator
consents to and agrees to comply with this
Agreement and consents in writing to his/her
appointment as the principal investigator in form
of an amendment to the Agreement. If Vertex and
the Healthcare Service Provider are not able to
reach an agreement on the substitute Principal
Investigator within fifteen (15) days following the
Healthcare Service Provider’s proposal on new

zrusi, pokud ostatnim smluvnim stranam
neprokaze, ze se jednd o neopodstatnény
nebo ucelovy navrh nebo jednani;

(v.) Hlavni zkouSejici neni nadale schopen
vykondavat svou funkci v ramci Klinického
hodnoceni a smluvni strany se vcas
nedohodnou na jeho vziajemné pfijatelné
nahradé¢;

(vi.) V dusledku okolnosti mimo vliv spole¢nosti
Vertex nebo Poskytovatele zdravotnich
sluZzeb nelze pfiméfené pozadovat, aby
Klinické hodnoceni pokracovalo;

(vii.)  Poskytovateli  zdravotnich  sluzeb  ¢i
jakékoliv osobé (fyzické i pravnické), ktera
poskytuje sluzby v souvislosti s Klinickym
hodnocenim, bude hrozit ztrata zptsobilosti,
vylou¢eni zprofesni organizace, zé&kaz
provadéni klinickych hodnoceni ¢i jiné
vylouceni nebo k takové ztraté zpuisobilosti,
vylouéeni z profesni organizace, zékazu
provadeéni klinickych hodnoceni ¢i jinému
vylouceni skute¢né dojde.

(b) Vertex nebo Poskytovatel zdravotnich sluzeb
(dale jen ,Strana, ktera se nedopustila
poruseni) je opravnéna tuto Smlouvu vypovédét
s vypovédni dobou tii pracovnich dni ode dne
doruceni druhé smluvni stran¢ Vv pfipadé poruseni
druhou smluvni stranou (dale jen ,,Strana, ktera se
dopustila poruseni“) za piedpokladu vsak, ze
Strana, ktera se nedopustila poruseni, doruci
oznameni o takovém poruseni (,0Oznémeni*)
Strané, ktera se dopustila poruseni, ve kterém
uvede priméfené podrobnosti a povahu poruseni
Smlouvy Stranou, ktera se dopustila poruseni, a ta
poruseni nenapravi do tficeti (30) dnit od doruceni
Oznameni.

Vertex miize ukoncit tuto Smlouvu pisemnou
vypovédi bez uvedeni divodu, s vypovédni dobou
tticet (30) dni, pokud budou ucinény pfimétené
kroky k zajisténi ochrany zdravi a bezpecnosti
Subjektti Klinického hodnoceni.

Poskytovatel zdravotnich sluzeb nesmi odvolat
nebo nahradit Hlavniho zkousejiciho bez souhlasu
spole¢nosti Vertex, toto plati a vice versa.

Jestlize se Vertex a Poskytovatel zdravotnich
sluzeb  dohodnou na vyméné Hlavniho
zkous$ejiciho, bude vyména Hlavniho zkouSejiciho
ucinnd, jakmile nahradni Hlavni zkousejici bude
pisemné souhlasit s plnénim této Smlouvy a da
pisemny souhlas ke svému jmenovani jako
hlavniho zkousejiciho ve formé& dodatku této
Smlouvy. JestliZe Vertex a Poskytovatel
zdravotnich  sluzeb  nedosdhnou dohody o
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principal investigator, Vertex may immediately
terminate this Agreement.

In the event of termination of this Agreement due
to any reason, including completion of the Study,
the Healthcare Service Provider will be obligated
to the following:

a) immediately provide Vertex with all the
materials and documents regarding
conduct of the Study, results, data and
information obtained during conduct of
the Study to the day of termination of this
Agreement, and placed in the premises of
the Healthcare Service Provider for the
purpose of transferring to Vertex
including Study Documentation;

b) immediately return to Vertex all unused
quantities of the Investigational Drugs,
stored in the premises of the Healthcare
Service Provider or, at the Vertex’s
instruction, dispose of such
Investigational Drugs in accordance with
the Study Protocol;

c) in case of the termination of this
Agreement prior to Close of Study,
Healthcare Service Provider will, upon
the request of Vertex, transfer the
enrolled Study subjects to another clinical
site in accordance with Vertex’s
instructions. Vertex has the right to
assume full control of the terminated
Study and the Healthcare Service
Provider will turn over all Study
Documentation and materials in their
possession associated with the Study,
including all  Study Work, as
expeditiously as possible and provide
such other assistance as is necessary to
ensure a smooth and orderly transition of
the Study that will not involve any
disruption of the Study Protocol.

The Healthcare Service Provider may not assign
this Agreement and any right and obligation
arising from this Agreement without the prior
written consent of Vertex. The Healthcare Service
Provider acknowledges and agrees that Vertex may
assign this Agreement in whole or in part; if the
Parties have already rendered any performance
hereunder, the assignment applies to only what has
not been performed.

ndhradnim Hlavnim zkousejicim béhem patnacti
(15) dntt od data sdé€leni navrhu na nového
hlavniho zkousejiciho, miize Vertex ukoncit tuto
Smlouvu s okamzitym uéinkem.

V piipadé ukonéeni této Smlouvy z jakéhokoliv
duvodu, véetné dokonceni Klinického hodnoceni,
je Poskytovatel zdravotnich sluZzeb povinno udinit
nasledujici:

a) Okamzité¢ poskytnout spole¢nosti Vertex
veSkeré materidly a dokumenty tykajici se
provadeéni Klinického hodnoceni, vysledky,
Udaje a informace ziskané v prib¢hu
provadéni Klinického hodnoceni k datu
ukonceni této Smlouvy a umisténé je v
prostorach ~ Poskytovatele  zdravotnich
sluzeb za telem jejich ptevedeni
spolecnosti Vertex, vcetné Dokumentace
Klinického hodnocent;

b) Okamzit¢ vratit spolecnosti Vertex veskeré
nepouzité mnozstvi Hodnocenych Iéciv,
uskladnénych v prostorach Poskytovatele
zdravotnich sluzeb, nebo, podle instrukce
spole¢nosti  Vertex, S nimi naloZit v
souladu s  Protokolem  Klinického
hodnoceni;

c) V piipadé¢ ukonceni této Smlouvy pied
Ukoncenim Klinického hodnoceni pievede
Poskytovatel zdravotnich sluzeb na zadost
spole¢nosti  Vertex Subjekty Klinického
hodnoceni do jiného centra, v souladu s
instrukcemi spoleénosti Vertex. Vertex ma
pravo  pievzit plnou kontrolu nad
ukonenym Klinickym hodnocenim a
Poskytovatel zdravotnich sluzeb vrati
veskerou Dokumentaci Klinického
hodnoceni a materidly, spojené s
Klinickym hodnocenim, které ma v drzeni,
véetn¢  Studijntho  Dila  Klinického
hodnoceni, jak nejrychleji je to mozné a
poskytne dalsi soucinnost, kterd bude
nezbytna k zajisténi plynulého a fadného
prevodu Klinického hodnoceni, tak, aby to
neznamenalo zadné preruseni Protokolu
Klinického hodnoceni.

Poskytovatel zdravotnich sluzeb nesmi postoupit
tuto Smlouvu ani Zadna prava a zavazky plynouci
z této Smlouvy bez piedchoziho pisemného
souhlasu  spole¢nosti  Vertex.  Poskytovatel
zdravotnich sluZzeb bere na v€domi a souhlasi
stim, ze Vertex mize postoupit tuto Smlouvu
jako celek, nebo ¢asteéné; v ptipadé, ze jiz bylo
na tuto Smlouvu smluvnimi stranami plnéno, ma
postoupeni ucinky jen k tomu, co jeSté plnéno
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nebylo.

ARTICLE XII.
CLOSING PROVISIONS

The legal relations not specifically addressed
hereby will be subject to the appropriate provisions
of the Act no 89/2012 Coll., of the Civil Code, as
amended and the Act no 378/2007 Coll., on
Pharmaceuticals, as amended and other relevant
pharmaceutical regulation in the area of the
clinical studies of pharmaceuticals.

This Agreement will be interpreted and governed
by Czech Law excluding its conflict of law
provisions.

The Agreement may be amended or modified
solely in writing based on the agreement of the
contracting parties by the written numbered
amendment.

Nothing will be construed as creating a
partnership, or relationship of principal and agent
between the parties.

Neither party is liable to the other party or shall be
in default of its obligations hereunder if such
default is the result of war, hostilities, revolution,
civil commotion, government action, strike,
epidemic, accident, fire, wind, flood or because of
any act of God or other cause beyond the
reasonable control of the party affected. The party
affected by such circumstances shall promptly
notify the other party in writing when such
circumstances cause a delay or failure in
performance (“Delay”) and where they cease to do
so. In the event of a delay lasting for 6 weeks or
more either party shall have the right to terminate
this Agreement immediately by notice in writing to
the other party.

Notices hereunder must be in writing and given to
the other party by certified or first class mail with
return receipt, or by recognized overnight courier
service to the mailing address set forth below or to
such other address as may be requested by party in
writing. Notices shall be deemed to have been
received (a) if delivered by certified or first class
mail, five (5) business days after deposit in the
mail; (b) if delivered by overnight courier, the next
business day; and (c) if by electronic transmission
(provided the original follows via first class mail).
Notices to Vertex related to Article XII shall be
sent to the attention of the “Office of General
Counsel”. All other communications and notices

CLANEK XII.
ZAVERECNA USTANOVENI]

Pravni vztahy, které nejsou specialné upravené
vtéto Smlouveé, se budou fidit piisluSnymi
ustanovenimi zak. & 89/2012 Sb., obdéansky
zakonik, ve znéni pozdéjSich predpisti a zak. €.
378/2007 Sb., zadkona o lé¢ivech a dal§imi
relevantnimi ~ pravnimi  piedpisy v oblasti

klinického hodnoceni 1é¢ivych ptipravki.

Tato Smlouva se fidi a bude vykladana v souladu
Ceskym pravem, vyjma jeho koliznich ustanoveni.

Tato Smlouva miZze byt dopliiovana, nebo ménéna
pouze pisemné¢ na zakladé dohody smluvnich
stran, a to pisemnym o¢islovanym dodatkem.

Z&dné ustanoveni této Smlouvy nelze vykladat
jako ustanoveni zakladajici obchodni sdruzeni,
nebo mandatni vztah mezi smluvnimi stranami.

Zadna smluvni strana neodpovida druhé strand a
nebude vprodleni splnénim zavazki =z této
Smlouvy, pokud neplnéni nastane v disledku
valky, nepratelstvi, revoluce, obcanskych
nepokojti, vladnich opatieni, stavky, epidemie,
nehody, ohné, vétru, zaplavy, nebo z divodu jiné
zivelné udalosti, nebo jiného divodu mimo
rozumnou kontrolu dotené smluvni strany.
Smluvni strana dotéena takovou udalosti o tom
ihned uvédomi druhou smluvni stranu pisemné,
jestlize takova udalost zpisobi prodleni, nebo
neplnéni (,,Prodleni®) a kdy tato udalost piestane
pusobit. V pfipad€, ze Prodleni bude trvat déle
nez 6 tydni, nebo vice, bude mit kazda smluvni
strana pravo ukonéit tuto Smlouvu s okamzitym
ucinkem, pisemnou vypoveédi dorucenou druhé
smluvni strané.

Oznédmeni podle této Smlouvy musi mit
pisemnou formu a musi byt odeslana druhé
smluvni  stran¢ doporu¢enym dopisem s
doru¢enkou nebo uznavanym poskytovatelem
kuryrnich sluzeb s doru¢enim pfes noc, a to na
nize uvedenou dorucovaci adresu, nebo na jinou
adresu dle pisemného pozadavku strany.
Oznameni se povazuje za doru¢ené_(a) paty (5.)
pracovni den po odeslani v piipadé odeslani
doporucenym dopisem; (b) nasledujici pracovni
den v piipadé¢ odeslani kuryrni sluzbou
Sdoru¢enim pfes noc; a (c) odeslanim
elektronické posty (pokud je original zaroven
odeslan  doporu¢enym dopisem). Oznameni
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shall be sent to the attention of the individual or
department designated below:

If to Vertex:

Senior Director, Study Management
50 Northern Avenue

Boston, MA 02210

With a copy to:
The Office of General Counsel

Email: Legal Notice@vrtx.com

If to Healthcare Service Provider:
Fakultni nemocnice v Motole,

sekretariat naméstka pro LPP , V Uvalu 84, 150

06 Praha 5, Czech Reiublic

~

Vertex may engage a contract
research organization (“CRO”) to assist
Vertex by performing certain clinical trial
related services for and on behalf of Vertex.
Vertex has the sole right to select a contract
research organization and has the right to
replace CRO at its sole discretion. In that
event, Vertex will notify Institution in writing
of such an appointment or change and
references to CRO under this Agreement will
refer to the new contract research organization
from the time of such a transition onward.

This  Agreement including exhibits and
appendices, if any, and any amendments duly
executed hereunder, constitutes the entire
Agreement between the parties concerning the
subject matter contained and supersedes any prior
or contemporaneous agreements and
understandings between the parties concerning this
subject matter. No amendment or modification of
this Agreement shall be valid or binding upon the
parties unless executed in writing.

This Agreement has been executed in three (3)
copies each in Czech and English, with each
contracting party obtaining a copy of the
Agreement in both languages. In case of any
discrepancy between the language versions the
Czech version will prevail. Should this Agreement
be executed in counterparts, each shall be deemed

spoleénosti Vertex vztahujici se k Clanku_XII
budou adresovdna  “Kanceldfi  vedouciho

pravniho oddéleni” [Office of General Counsel].
Veskera jina komunikace a oznadmeni budou
adresovana nize uvedenym jednotliveim i
oddélenim:

Pokud '|de 0 Vertex:

Senior Director, Study Management
50 Northern Avenue
Boston, MA 02210

Kopie pro:
The Office of General Counsel

Email: Legal_Notice@vrtx.com

Pokud jde o Poskytovatele zdravotnich sluzeb :
Fakultni nemocnice v Motole,

sekretariat naméstka pro LPP , V Uvalu 84, 150
06 Praha 5, Czech Republic

Vertex muze najmout smluvni vyzkumnou
organizaci (,,CRO*), aby spolecnosti Vertex
pomédhala  poskytovanim  ur¢itych  sluZeb
souvisejicich s klinickym hodnocenim jménem
spolecnosti  Vertex. Vertex ma vylucné pravo
vybrat si smluvni vyzkumnou organizaci a nahradit
CRO na ziklad¢ vlastniho uvaZeni. V takovém
pfipadé¢ bude Vertex Zdravotnické zafizeni
o takovémto jmenovdni nebo zméné pisemné
informovat a odkazy na CRO dle této Smlouvy se
budou tykat nové smluvni vyzkumné organizace
pocinaje dnem prechodu.

Tato Smlouva véetné vSech piipadnych piiloh a
veskerych fadné vyhotovenych a podepsanych
dodatkid tvofi uplnou Dohodu mezi smluvnimi
stranami ohledné jejtho pfedmétu a nahrazuje
veskera predchozi nebo soucasné dohody a
ujednani mezi smluvnimi stranami ohledné jejiho
predmétu. Zadny dodatek ani zména této Smlouvy
neni platnd a pro smluvni strany zavazna, dokud
neni vyhotovena pisemné a fadné& podepsana.

Tato Smlouva byla podepsana ve tiech (3)
vyhotovenich v jazyce Ceském a anglickém a
kazda smluvni strana obdrzi jedno vyhotoveni
Smlouvy v obou jazycich. V piipadé jakéhokoliv
rozdilu v jazykovych verzich, bude platit verze
Ceska. Pokud tato Smlouva bude vyhotovena
ve stejnopisech, vSechny budou povaZovany za
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an original instrument, and all of which shall pivodni dokument, a vSechny budou tvofit jednu

constitute a single agreement. This agreement smlouvu. Smlouva nabyva platnosti dnem, kdy je

comes into force at the time the agreement is fully smlouva plné podepsana.

executed.
10. Following annexes form an integral part hereof: 10. Nedilnou sougéasti této Smlouvy jsou tyto piilohy:
Appendix 1 — Compensation and Budget Piiloha 1 — Odména a rozpocet

[SIGNATURE PAGE TO FOLLOW] ) )
[NASLEDUJE STRANKA PRO PODPISY]
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CLINICAL STUDY AGREEMENT

[SIGNATURE PAGE]

In witness of their consent to the wording hereof, the
parties append their respective signatures hereto.

VERTEX PHARMACEUTICALS INCORPORATED

By:
Name:
Title: Senior Director, Study Management

FAKULTNI NEMOCNICE V MOTOLE

By:
Name:
Title: Director

The undersigned , as
an Investigator, hereby certify that | have read the
contract and the relevant documentation to conduct the
clinical trial and | undertake to ensure compliance with
the obligations resulting therefrom. I further undertake not
to disclose information regarding the Study without the
prior written consent of Vertex, to keep confidential all
Confidential Information, and to use the Confidential
Information only for the purpose of this Study.

As the Investigator, | agree that Vertex (and CRO if
applicable) will collect, process and disclose my personal
information, including name, qualification and experience
in clinical trials, my financial data including but not
limited to the information on provided remuneration and
financial compensation as well as other personal data for
administrative purposes in connection with the Study, and
if necessary for submission to ethics committees and to
the government authorities and | undertake to ensure that
such consent givenalso by the co-investigator(s) and other
members of the study staff.

Date

Signature

SMLOUVA O KLINICKEM HODNOCENI

[STRANKA PRO PODPISY]

Na dikaz jejich souhlasu se znénim této Smlouvy,
podepsaly smluvni strany nize tuto Smlouvu.

VERTEX PHARMACEUTICALS INCORPORATED

Podpis:
Jméno:
Funkce: Senior Director, Study Management

FAKULTNI NEMOCNICE V MOTOLE

Podpis:
Jméno:
Funkce: feditel

3, nize podepsany (D
jako zkousSejici potvrzuji, ze jsem se fadn¢ seznamil se
smlouvou a prfisluSnou dokumentaci ke klinickému
hodnoceni 1é¢iva a zavazuji se zajistit dodrzovani
povinnosti z nich vyplyvajicich. Dale se zavazuji
nezveiejnovat informace tykajici se predmétného
klinického hodnoceni bez ptedchoziho pisemného
souhlasu zadavatele, zachovavat mléenlivost o vSech
poskytnutych informacich, povazovat tyto za divérné a
zdrzet se jakéhokoliv jiného uziti téchto informaci a
vysledkt nez pro ucely tohoto klinického hodnoceni. Jako
zkousejici souhlasim s tim, Ze zadavatel (a popf. i CRO)
bude/budou shromazd’ovat, pouzivat, zpracovavat a
zvefejiiovat mé osobni udaje, vetn¢ jména, kvalifikace a
zkuSenosti v klinickém hodnoceni, mé finanéni tdaje
vztahujici se mimo jiné k obdrzené odméné a financni
nahrad¢é a dalsi osobni udaje k administrativnim tucelim
v souvislosti s klinickym hodnocenim, popi. k poskytnuti
etickym komisim a statnim ufadim a zavazuji se zajistit
tento souhlas i od spoluzkou$ejicich a ostatnich ¢lent
studijniho tymu.

Datum

Podpis
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[End of Appendix 1]
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