%% PRAHEALTHSCIENCES

Confidential

Republic/Institution & Investigator Clinical Trial Agreement

CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (the
“Agreement”) is effective on the date of
publishing in Register of Contracts (the “Effective

Fakultni nemocnice v Motole, " e
BIG 16-05/AFT- 27/W039391

SMLOUVA O PROVEDENL
KLINICKEHO HODNOCENI

Tato SMLOUVA (0] ,PROVEDENf
KLINICKEHO HODNOCENI (didle jen
»dmlouva‘“) nabyva ucinnosti dnem zvetejnéni

Date”),

by and between Fakultni nemocnice v Motole
located at V uvalu 84, 150 06 Praha 5, Czech
Republic, ICO (Identification number): 00064203
VAT number CZ00064203, & rsendts:

R T R P T "'%'“'”a"
“Medical Serv1ces Provider” or ,,Prov1der“)

Pharmaceutical Research Associates CZ,
s.r.o.,located at Praha 7, Jankovcova 1569/2c, Post
Code (PSC): 170 00, Czech Republic,IC
(company ID number): 27636852, the limited
liability company duly registered in the
Commercial Register of the Czech Republic
maintained by the Municipal Court in Prague,
Section C, Entry 120574, represented by
("PRA"),

acting as an independent contractor for F.
Hoffmann-La Roche Ltd, located at
Grenzacherstrasse 124, 4070 Basel, Switzerland,
ICO (Identification number): . and represented by
Roche Registration Limited in UK (together with
its affiliates and subsidiaries, ,,ROCHE” or the
“Sponsor””).PRA has agreed to accept certain
obligations and duties of PRA in respect of the
conduct of the clinical trial in Czech Republic;

1. STATEMENT OF WORK.

(a) _, an employee of the Provider,

acting within the scope of his/her
employment,shall serve as the principal
investigator (“Investigator”) for the Study as
defined below.The Medical Service
Providerand the Investigator may be

= _._:1«.1-'\._;4..-'.-"\.-.-\.,
\!.LL:IL"-' )

TR roy e !

v registru smluv (dédle jen ,,.Datum tucinnosti®),
mezi

Fakultni nemocnice v Motole se sidlem V ﬁvvalu
84, 150 06 Praha 5, Ceska republika, ICO:
00064203, DIC: CZOOO642O3,;:"5‘“F“,. T i L

T T
.'-:,..:'. '\'."'\L‘:'E IF .I"". 'F|"I ., ] .- .:_ T '-'- vy ﬁ L
dale jen JPoskytovatel zdravotmch sluzeb“ nebo

,,Poskytovate “),

spolecnosti Pharmaceutical Research
Associates CZ, s.r.o.,se sidlem Praha 7,
Jankovcova 1569/2c, PSC 170 00, Cesk4

republika,IC: 27636852, spoleénosti s ru¢enym
omezenym fadné zapsanou v Obchodnim rejstiiku
Ceské republiky vedeném Méstskym soudem v
Praze, oddil C, vlozka 120574, zastoupend

I (iilc jen ,,PRA"),

jednajici jako nezavisly dodavatel spole¢nosti F.
Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basel, §V}’/carsko,IC
a zastoupené spoleCnosti Roche Registration
Limited ve Velké Britanii (spole¢né se svymi
pfidruzenymi a  dcefinymi  spolec¢nostmi,
-ROCHE", déle jen ,,Zadavatel*). Spole¢nost PRA
se zavazuje prevzit urCité zavazky a povinnosti
spolecnosti PRA tykajici se provadéni klinického
hodnoceni v Ceské republice;

1. POPIS PROJEKTU.

(@) ! zaméstnanec

Zdravotnického zafizeni, jednajici v rozsahu
svého zaméstnani, bude vystupovat jako
hlavni zkouSejici (dédle jen ,ZkouSejici*)
odpovidajici za Studii, jak je definovédno niZe.
IPoskytovatel zdravotnich sluzeb a Zkousejici
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collectively referred to as the “Site.”PRA or the
Sponsor concludes a separate Clinical Trial
Agreement with Investigator, that will enforce
their mutual rights and obligations, including
remuneration.

(b) The Breast International Group (BIG),

Alliance Foundation Trials (AFT), Frontier
Science and Technology Research Foundation
(FS), Institut Jules Bordet (IJB) and
F.Hoffmann-La Roche Ltd (ROCHE), are
conducting a clinical trial entitled: “A phase
III, multicentre, randomised, open-label
study comparing atezolizumab (anti-PD-L1
antibody) in combination with adjuvant
anthracycline/taxane-based chemotherapy
versus chemotherapy alone in patients with
operable triple-negative breast cancer.” (the
“Study”).

(c) PRA, a contract clinical organisation, has been

duly authorized by ROCHE, the StudySponsor
to conduct certain obligations of the Sponsor
with regard to the clinical trial detailed below,
in accordance with the terms and conditions
herein.

(d) The Investigator will conduct the Study

bearing protocol number BIG 16-05/AFT-
27/W039391(IMpassion030), as may be
amended from time to time (the ‘“Protocol”), the
provisions of which are incorporated herein by
reference.The Studyshall be
performedconformance with:

(i) generally accepted standards of good
clinical practice;

(i1) an ethical manner and in a manner that
appropriately protects the safety, security,
and well-being of the Study subjects and
any data arising from the Study;

(iii) the Protocol;

(iv) all applicable and effective laws, rules and
regulations including, but not limited to,
those governing the conduct of the
Study(in particular according to Act No.
378/2007 Coll., on Pharmaceuticals, as

(b) Breast

Fakultni nemocnice v Motole,
BIG 16-05/AFT-27/WQ39391

mohou byt dale spolecné oznacovani jen jako
,Resitelské centrum“. PRA nebo zadavatel
uzavie se ZkousSejici samostatnou smlouvu,
kterd bude upravovat jejich vzdjemnd prava a
povinnosti, véetné odménovani.

International Group (BIG),
Alliance Foundation Trials (AFT), Frontier
Science a Technology Research Foundation
(FS), Institut Jules Bordet (IJB) a F.Hoffmann-
La Roche Ltd (ROCHE) provadéji klinickou
studii S nazvem: ,,Multicentricka,
randomizovana, oteviena studie faze III
porovnavajici atezolizumab (protilatku
proti PD-L1) v kombinaci s adjuvantni
chemoterapii na bazi antracyklinu/taxanu
oproti chemoterapii samotné u pacientu s
operovatelnym trojité negativnim
karcinomem prsu.* (dile jen ,,Studie®).

(c) PRA, smluvni klinicka organizace, byla fadn¢

povétena spolecnosti ROCHE, Zadavatelem
studie, aby vykonavala nékteré povinnosti
Zadavatele ve vztahu k niZe uvedenému
klinickému hodnoceni, \Y souladu
s podminkami a ustanovenimi této Smlouvy.

(d) Zkousejici bude provadét studii s Cislem

protokolu BIG 16-05/AFT-
27/WO039391(IMpassion030) a jeho
pfipadnymi dodatky (,,Protokol”), jehoz
ustanoveni jsou do této smlouvy zaclenéna
odkazem. Studie bude provadéna v souladu:

(i) se vSeobecné pfijatymi standardy dobré
klinické praxe;

(i) s etikou a zplsobem, ktery patfi¢né
chrani bezpe¢nost a blaho subjektd
Studie a vSechny udaje vzniklé ze
Studie;

(i) s protokolem;

(iv) se vSemi platnymi a t€innymi zdkony,
pravidly a pfedpisy, mimo jiné s
predpisy upravujicimi provadéni Studie
(zejména pak podle zakona ¢. 378/2007
Sb., o lécivech, ve znéni pozdéjSich
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amended, Act No. 372/2011 Coll., on
Health Services, as amended, Act No.
101/2000 Coll., on Protection personal
data, as amended, and Decree No.
226/2008 Coll., on Good Clinical
Practice, Regulations, Instructions).

The Provider shall not reassign the conduct of
the Study to another investigator without
PRA’s express written consent. If the
Investigator is unable to perform the duties
required by this Agreement, the Provider shall
promptly notify PRA in writing. If a mutually
acceptable replacement is not available, this
Agreement may be terminated as provided
herein.

(e) The Provider shall provide appropriate

resources and facilities, so the Investigator can
conduct the Study in a timely and professional
manner and according to the terms of this
Agreement. The Site shall ensure that only
individuals who are appropriately trained and
qualified will assist in conducting the Study.
The Site is responsible for ensuring that all
personnel participating in the Study (“Study
Team”) comply with the terms of this
Agreement. Provider and Investigator agree to
promptly notify PRA in the event any Study
Team member is reported to or comes under
investigation by any stateboard, in connection
with the exercise of his profession, and further
agrees to promptly discontinue the use of any
such personnel in connection with the Study
unless PRA consents in writing to the continued
use of such personnel, which such consent shall
not be unreasonable delayed, conditioned, or
withheld. Unless otherwise agreed to in writing
by the parties, the Site shall conduct the Study
only at the facilities indicated in this
Agreement.

(f) Sponsor or PRA shall ensure any and all safety

or toxicology data relating to the

P i | O e
Fakultni nemocnice v Motole, it 1‘_-;#-;:'_53_-_:
BIG 16-05/ AFT-27/ WO39391

predpist, zdkona ¢. 372/2011 Sb., o

zdravotnich  sluzbach, ve znéni
pozdéjsich  predpist, zakona ¢.

101/2000 Sb., o ochrané osobnich
udaji, ve znéni pozde€jsich predpist a
vyhlasky ¢. 226/2008 Sb., o spravné
klinické praxi, nafizeni, pokynil).

Poskytovatel nepovefi provadénim Studie
jiného  zkouSejictho  bez  vyslovného
pisemného souhlasu PRA. Pokud ZkouSejici
nebude schopen vykondvat své povinnosti
vramci této Smlouvy, Poskytovatel o tom
bezodkladné pisemné uvédomi PRA. Pokud
neni k dispozici vzajemné pfijatelnd nahrada,
tato Smlouva mize byt ukoncena, jak je v ni
uvedeno.

(e) Poskytovatel poskytne piislusné zdroje a

prostory k tomu, aby ZkouSejici mohl
provadét Studii vcas a profesiondlnim
zpisobem, v souladu s podminkami této
Smlouvy. Resitelské centrum zajisti, Ze na
provadéni Studie budou spolupracovat pouze
osoby, které byly patficné proskoleny a maji
piislusnou kvalifikaci. ReSitelské centrum
zajisti, ze vSichni pracovnici UcCastnici se
studie (,,Studijni tym*) budou dodrzovat
podminky této Smlouvy. Poskytovatel a
Zkousejici souhlasi, Ze bezodkladné uvédomi
PRA v ptipadé, ze nektery ¢len Studijniho
tymu bude pfedmétem vySetiovani jakymkoli
statnim orgdnem v souvislosti s vykonem jeho
povolani a dale souhlasi, Ze okamzité
piestanou takové pracovniky v souvislosti se
Studif vyuZivat, pokud PRA neposkytne
pisemny souhlas k dal$imu vyuziti téchto
pracovniki. Tento souhlas  nebude
nepfimétené odkladan, nebudou kladeny
nepiiméfené podminky a ani nebude
nepiiméten¢ odepfen. Pokud se strany
pisemné¢ nedohodnou jinak, Resitelské
centrum bude provadét Studii pouze Vv
prostorach uvedenych v této Smlouve.

(f) Zadavatel nebo PRA zajisti veskeré

bezpecnostni a toxikologické tidaje tykajici se
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Investigational Medicinal Product (IMP) which
the Sponsor or PRA is aware of or which comes
to the attention of Sponsor or PRA from time to
time and which may, in the reasonable opinion
of the Sponsor, be materially relevant to the
conduct of the Study.

(g) Serious Adverse Events (SAE)
The Site must, and must ensure that its
employees:

- comply with the requirements regarding
SAE prescribed in the ICH GCP
Guidelines;

comply with anyrequirements of

applicable and effective law;

- ensure that all SAEs which occur
during the Study are recorded in the
eCRFs;

- comply strictly with the SAE
guidelines prescribed by the Protocol
and any recommendations given by
the IDMC, through the IC, and
approved by the Steering Committee
during the course of the Study;

- promptly notify ROCHE and PRA and
all concerned HREC/IRBs of any SAE
that occur during the course of the
Study within one (1) working day of
the Provider / Investigator having
knowledge of its occurrence, which
may require alteration of the conduct
of the Study, or which may affect the
rights, interests, safety or wellbeing of
patients. Such notification must be
submitted on the forms provided to the
Investigator for this Study;

- cooperate with Site and/or ROCHE

and/or PRA and any HREC/IRB that

investigates any SAE arising in
connection with the Study.

Fakultni nemocnice v Motole, _mr
BIG 16-05/AFT-27/W0O39391

zkouseného zdravotnického prostredku (IMP),
které jsou Zadavateli nebo PRA zndmy, nebo
jimi budou zjis$tény, a které podle pfiméteného
usudku Zadavatele mohou byt vyznamné
relevantni pro provadéni Studie.

(g) Zavazné Nezadouci Prihody (SAE)
Resitelské  pracovisté musi  dodrzovat
nasledujici podminky a zaroven musi zajistit
jejich dodrzovani svymi zaméstnanci:

- plnit pozadavky ohledné¢ SAE ptedepsané
pokyny pro spravnou klinickou praxi piijaté
Mezindrodni konferenci pro harmonizaci
technickych pozadavkil na registraci 1é¢iv
pro huménni pouziti (ICH GCP);

- dodrzovat vSechny poZzadavky platnych a
ucinnych zakont;

- zajistit, aby vSechny zdvaZné neZddouci
ptihody, které nastanou v prubchu Studie,
byly  zaznamenany v  piipadovych
formularich eCRF;

- prisné  dodrzovat  pokyny  ohledné
zavaznych nezadoucich piihod pfedepsané
protokolem a vSechna doporuceni vydana
IDMC prostfednictvim IC a schvalena
Ridicim vyborem v priib&hu Studie;

- bezodkladné informovat ROCHE a PRA a
vSechny dotéené ETK o vSech zavaznych
nezadoucich ptihodach, které nastanou
v priab¢hu studie, a to do jednoho (1)
pracovniho dne poté, co se o nich
Poskytovatel nebo Zkousejici dozvédi, coz
milize vyzadovat Gipravu v provadéni Studie
nebo miZze ovlivnit prava, zajmy,
bezpecnost nebo spokojenost pacientd. Toto
oznameni musi byt pfedlozeno na
formuléatich, které Zkousejici pro tuto Studii
obdrzel;

- spolupracovat s Regitelskym pracovistém
a/nebo ROCHE a/nebo PRA a vSemi ETK,
které vysetiuji zavaznou nezadouci ptihodu
vzniklou v souvislosti se Studii.
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2. PAYMENT.

(a)

(b)

(c)

(d)

PRA will pay the Provider according to
the Payment Terms attached hereto as
Exhibit A (“Payment Terms”) and the
Budget attached hereto as Exhibit B
(“Budget”), upon receipt of invoices and
other appropriate documentation as
specified therein.Payments due
hereunder are pass-through payments
from Sponsor that will be sent after such
payments are received by PRA from
Sponsor. PRA shall exercise reasonable
efforts to ensure timely receipt of pass-
through payments from Sponsor.

The Provider as payee (‘“Payee”) shall
provide full payment instructions and
bank details, in writing to PRA in the
Payment Information Checklist (“PIC”),
before any payment can be made. The
Payee is obliged to inform PRA, in
writing, of any changes or required
updates of payment instructions and/or
bank details.The parties agree that any
change of or update to the Payee’s bank
details contained in the PIC may be
effected through a written notice and
shall not of itself require a formal
Amendment to this Agreement.

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

The Investigator and any sub-

Fakultni nemocnice v Motole,
BIG 16-05/AFT-27/WQ39391

2. UHRADA.

(a)

PRA zaplati Poskytovateli dhradu v
souladu s platebnimi podminkami, které
jsou ktomuto dokumentu piipojeny
jako ptiloha A (ddle jen ,Platebni
podminky*), a srozpoctem, ktery je
ktomuto dokumentu pfipojen jako
ptiloha B (dale jen ,,Rozpocet®), a to na
zédklad¢ doruCeni faktur a dalSich
ptfislusnych  dokladd v souladu s
Rozpoétem. Uhrady splatné podle této
Smlouvy znamenaji prostfedky
poskytované Zadavatelem a budou
zaplaceny poté, kdy je PRA obdrZzi od
Zadavatele. PRA vynalozi pfiméfené
usili, aby obdrZela dhrady od Zadavatele
véas.

(b) Poskytovatel, jakoZto ptijemce platby (dale

(c)

jen ,,Piijemce platby*) poskytne pisemné
spole¢nosti PRA  kompletni platebni
pokyny a bankovni spojeni, a to na
formulafi platebnich udaji (dale jen
»PIC*) pfedtim, nez bude mozZno
uskute¢nit jakoukoliv platbu. Piijemce
platby je povinen pisemné¢ informovat
PRA o jakychkoliv zménach nebo
pozadovanych aktualizacich v platebnich
pokynech a/nebo bankovnim spojeni.
Smluvni strany sjednavaji, Ze zmény
nebo aktualizace bankovniho spojeni
Ptijemce platby obsazené v PIC mohou
byt provadény pisemnym oznamenim a
samy o sob¢ nevyzaduji uzavieni dodatku
k této Smlouve.

Resitelské centrum je nezavislym
dodavatelem a PRA ani Zadavatel nejsou
odpovédni za vypldceni jakychkoli
pozitkli zaméstnancti, dichodl, nahrad

pracovnikim, srdzek nebo  dani
hrazenych za  zaméstnance  bud’
Zdravotnickému zafizeni, nebo jeho

persondlu.

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

(e) The Provider hereby agrees that no third
party will be charged for any aspect of
treatment or subject care for which the
Payee has invoiced or been paid under
this Agreement. The Provider hereby
agrees that neither participants in the
Study nor any third party will be charged
for ATEZOLIZUMAB and/or any
comparator drugs provided for this
Study (collectively, the “Investigational
Medicinal Product” or “IMP”),(the
“Study Drug”) nor shall Payee include
such cost in any cost report to third-party
payers.

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

Fakultni nemocnice v Motole, g
BIG 16-05/AFT-27/W039391

pfimétenou zadost PRA nebo Zadavatele
vyplni a podepiSi formulaf finan¢nich
udaji. Tyto formulafe musi byt v pfipadé
potfeby neprodlené¢ aktualizovany, aby
po dobu Studie a jednoho roku po jejim
skonCeni zustaly spravné a uplné.
Poskytovatel a ZkouSejici berou na
védomi a souhlasi stim, Ze veSkeré
platby provedené v rdmci této Smlouvy
budou Zadavatelem nebo PRA sdéleny
mistnim regulacnim ufadim, jak je
pozadovdno podle EFPIA (Evropska
federace farmaceutického prumyslu a
asociaci) kodexem zvefejiiovani nebo
ekvivalentnim mistnim pfedpisem.

(e) Poskytovatel timto souhlasi stim, Ze
zadnému subjektu ani tieti strané nebude
v zddném ohledu uctovana lécba ani
zdravotni péce, kterou Prijemce platby
fakturoval nebo kterd byla uhrazena
v rdmci této Smlouvy. Poskytovatel timto
souhlasi s tim, Ze ucastnikim Studie ani
zadné ftreti stran¢ nebude UCtovan
ATEZOLIZUMAB a/nebo  jakékoli
srovnavaci 1éky poskytnuté pro tuto studii
(kolektivné ,,Hodnoceny 1écivy
ptipravek) nebo jiny 1€k poskytnuty pro
tuto Studii a Ze takovéto ndklady nebudou
zahrnuty do zadného vykazu naklada pro
platce-treti strany.

(f) Pokud v této Smlouvé neni dohodnuto
jinak, platby budou provadény jen za
vyhodnotitelné subjekty a jen za
zpusobilé subjekty. Zpusobily subjekt je
ten, ktery splni vSechny podminky pro
zafazeni a  nespliiuje  zadné =z
vylucovacich kritérii uvedenych
Protokolu, ktery byl zafazen hlavnim
Zkousejicim a ktery udé€lil  svij
informovany souhlas. Subjekt, kterého
lze vyhodnotit, je ten subjekt, u néjz byly
uspokojivé vyplnény vSechny formulare
pro zdznamy Subjektt hodnoceni (dale
jen ,,CRF*“) vsouladu s Protokolem,

:\\-ﬂ-
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evaluations required by the Protocol.The
Site shall be paid for evaluable subjects
who withdraw from the Study prematurely
on a pro rata basis, provided that the Study
Data (i.e. all data, in any form, collected in
accordance with the Protocol and the
Informed Consent Form signed by the
Subjects, regarding the Subjects recruited
within the framework of the Study and
randomised in the Study) are available up
to the time of drop-out and the event is
satisfactorily documented. Reasons for
withdrawal from the
Study may include, but are not limited to,
the following:

- Patient withdrawal of consent from
study treatment and/or procedures from
survival follow-up (patient does not
want to be contacted)

- Study termination or site closure

- Investigator or Sponsor determines it is
in the best interest of the patient-
Severe/major non-compliance (e.g.,
missed doses and/or missed visits

(g) The parties acknowledge and agree that the

compensation  provided for  Site’s
performance under the Agreement
represents the fair market value for the
services conducted by Site and has been
agreed independently from any business
the Provider or the Investigator has made
or may make in relation to the ordering of
products or services of the Sponsor.

(h) Should the Study be terminated for any

reason before their anticipated conclusion,
payment due shall be calculated on a pro
rata basis for all the work completed at the
date of termination and shall be payable
upon the satisfactory completion and
submission of outstanding eCRFs together
with the return of the completed drug
inventory and remaining equipment, as

Fakultni nemocnice v Motole,
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ktery absolvoval piislusné studijni tkony
stanovené Protokolem a ktery absolvoval
vySetfeni  pozadovana  Protokolem.
Resitelské pracovisté obdrzi pomérnou
uhradu za hodnotitelné Subjekty, které ze
studie predCasné odstoupi, pokud Data
studie (tj. vSechna data v jakékoli podobe,
shromazdéna v souladu s protokolem a
formulafem informovaného souhlasu
podepsaného Subjekty ohledné Subjekti
ziskanych ndborem v rdmci Studie a
randomizovanych do Studie) budou
k dispozici aZ do okamziku vystoupeni a
ptipad bude uspokojivé dokumentovan.
Dtvody ukonceni ucasti ve Studii jsou
mimo jiné nésledujici:

- Pacient vezme zpét svlj souhlas se
studijni 1écbou a/mebo zakroky v
rdmci sledovani preziti (pacient
nechce byt kontaktovan);

- Ukonceni studie nebo uzavieni
Resitelského pracovists;

- Zkousejici nebo Zadavatel uréi, Ze je
to vnejlepSim z4jmu pacienta -
zavazné/vyznamné nedodrZovani{
pravidel (napf. vynechané davky
a/nebo vynechané navstévy);

(g) Smluvni strany uznavaji a souhlasi s tim,

7e odména za plnéni Resitelského centra
na zakladé této Smlouvy predstavuje
spravedlivou trzni hodnotu  sluZeb
poskytnutych Resitelskym centrem a byla
sjedndna nezévisle na jinych obchodnich
vztazich, stdvajicich nebo potencidlnich,
Poskytovatele nebo Zkousejiciho
tykajicich se objednavek vyrobkl nebo
sluzeb Zadavatele.

(h) Pokud bude Studie z jakéhokoli duvodu

ukonéena dfive, nez bylo planovano,
dluzna castka bude vypocitana pomérné
za vSechnu praci provedenou k datu
ukonceni a bude splatna po uspokojivém
dokonceni a ptedlozeni zbyvajicich
formulait eCRF spole¢né s vracenim
zbyvajicich zasob 1€k a zatizeni podle

-
s
E3
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required by ROCHE.

(ch) Provider acknowledges and agrees that

PRA shall execute a separate service
contract with the Investigator and may
also execute separate service contracts
with other Provider’s employees and shall
make payments to them accordingly for
the participation in the Study.

(i) The expected highest amount paid by PRA

3. RECORDKEEPING:

or the Sponsor to the Provider in total is
CZK 2 408 000.

REPORTING;

ACCESS.

(a) Authorized representatives of Sponsor

and/or PRA have the right, upon
reasonable advance notice, and during
regular business hours, to: (i) audit and
examine the Site’s facilities required for
performance of the Study; and (ii)
review all data, records and work
products relating to the Study, and if
necessary, make copies of such data,
records and work products, provided
such copies do not include any
unauthorized individually-identifiable
information of a Study subject.The Site
shall ensure that the Principal
Investigator or his/her designee is
available during the audit, such audit
shall not interfere the usualworking
process of the Provider. The Site shall
maintain complete and accurate records
related to the Study, and shall retain all
such records resulting from the Study in
accordance with ICH GCP for the time
required by applicable laws and
regulations, as amended from time to
time.

(b) IfIJB and/or PRA must use or access the

Fakultni nemocnice v Motole,
BIG 16-05/AFT-27/WQ39391

pozadavki ROCHE.

(ch) Poskytovatel timto souhlasi a potvrzuje, Ze

PRA sjednd samostatné smlouvy se
Zkousejicim a  se  zaméstnanci
Poskytovatele a provede jim platbu dle
participace na Studii.

Prfedpoklddana nejvys§si odména
vyplacena PRA ¢i Zadavatelem
Poskytovali v souhrnu ¢ini c¢astku
2 408 000 K¢&.

3. ZAZNAMY: VYKAZY: PRISTUP.

(a) Zmocnéni zastupci Zadavatele, piipadné

PRA, jsou opravnéni na zéklade¢
piiméfeného  pfedchoziho  ozndmeni
v pfiméfené lhut¢ a béhem obvyklé
pracovni doby: i) provadét audit a
provéfit vybaveni Regitelského centra
potfebné k provedeni Studie a ii)
zkontrolovat a vytvofit si  kopie
veskerych udaji, zdznami a vysledkl
prace souvisejicich s provadénim Studie,
ajestlize to je potiebné, pofizovat si kopie
takovych udaji, zédznamt a vysledkl
prace, za ptedpokladu, Ze takové kopie
neobsahuji nepovolené individualné
identifikovatelné informace o Subjektu
hodnoceni; takovy audit nesmi narusSit
b&Zny chod Poskytovatele. Resitelské
centrum zajisti, aby Hlavni zkouSejici a
jim povéfené osoby byly v prubéhu
auditu k dispozici. Resitelské centrum je
povinno vést Uplné a sprdvné zdznamy
tykajici se Studie a zdznamy vzniklé ze
Studie je povinno archivovat v souladu s
ICH GCP po dobu, jakou stanovi
prislusné zakony a pradvni predpisy
v platném znéni.

(b) Pokud musi IJB a/nebo PRA pouzit

Revised January 2016
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(©)

Site’s computer systems, it will do so in
accordance with the Site’s instructions
and will only use acquired information
for the purpose of the Study and in
accordance with applicable
laws.Provider and Investigator will
comply with Investigator obligations
under ICH GCP 4.1.4. and 4.9.7. to
ensure Study monitors are granted direct
access to Study Subject original medical
records for verification purposes,
including periodic access to allow
comparison of certified copies of
medical records against the original
records to verify their authenticity.If
used at the Site, Site shall provide Study
monitors access to its electronic medical
records system. Site shall ensure that
only Study Subject medical records shall
be disclosed to Study monitor.. Where
this is not possible, Provider and
Investigator shall ensure certified paper
copies are made available for inspection.
The Site shall ensure sufficient access is
granted to the monitor to enable source
data verification of the Study Subjects.

Study Data.

1) The Site must ensure that the
Investigator provides IJB with all Study
data. An eCRF must be completed for all
patients who are randomized to the
Study, and it is the Site’s responsibility
to ensure that the eCRFs are complete,
accurate and submitted within the
timelines. eCRFs will be completed
within five (5) business days of each
patient visit or data generating event.
Queries from IJB and/or PRA must be
resolved by the Provider and/or
Investigator no later than five (5)
business days from the date of issuance
of such query.

Fakultni nemocnice v Motole, T o (]
BIG 16-05/AFT-27/W0O39391

pocitatové systémy Refitelského centra
nebo do nich vstoupit, u¢ini tak v souladu
s pokyny Resitelského centra a ziskané
informace pouzije pouze pro ucely Studie
a v souladu s pfisluSnymi pravnimi
pfedpisy. Poskytovatel a ZkousSejici
budou postupovat v souladu
s povinnostmi vyplyvajicimi z ICH GCP
4.1.4. 2 4.9.7. a zajisti monitorovi Studie
poskytnuti pfimého pfistupu k ptivodnim
1ékatskym zaznamim Subjektt
hodnoceni za uUCelem ovéfeni, véetné
pravidelného pfistupu ke vzajemnému
porovnavani ovétené kopie zdravotnické
dokumentace proti ptivodnim zdznamim,
které maji ovéfit jejich pravost. Pokud se
pouziva v misté Resitelského centra,
Resitelské centrum poskytne monitorovi
Studie pfistup do své elektronické
databaze 1ékaiskych zaznami. Resitelské
centrum zajisti, aby byly zpfistupnény
pouze ty lékarské zaznamy, které se
tykaji Subjekti hodnoceni. Pokud toto
neni moZné, Poskytovatel a ZkouSejici
zajisti ovéfené tisténé kopie zdznami a
poskytne je kdispozici pro kontrolu.
Poskytovatel zajisti dostate¢ny pfistup
pro studijntho monitora za ucelem
kontroly zdrojové dokumentace Subjektt
hodnoceni.

(c) Data studie.

1)

Resitelské  pracovisté  zajisti, aby
Zkousejici predal 1JB vSechna data studie.
Pro vSechny pacienty, ktefi byli
randomizovani do Studie, musi byt
vyplnén formuldi eCRF a Resitelské
pracovisté nese odpovédnost za to, Ze
formulafe budou vyplnény tplné a piesné
a predlozeny v terminu. Formulafe eCRF
budou vyplnény do péti (5) pracovnich
dnti od kazdé navstévy pacienta nebo
udalosti, kterd byla zdrojem dat. Dotazy
IJB a/nebo PRA musi byt Poskytovatelem
a/nebo Zkousejicim vyfeSeny nejpozdeji
pét (5) pracovnich dnit od data jejich
vzniku.
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2) The Investigator shall fulfill all the
obligations defined in the Protocol and
Provider is obliged to allow this.

3) The Investigator must follow-up the
patients for the entire duration of the
Study, (with the exception of study
consent withdrawn). Patients “lost to
follow-up” must be avoided as much as
possible and Provider is obliged to
allow this.

4) The Investigator must tassure that
patients’ anonymity is maintained and that
their identities are protected from
unauthorized parties. On eCRFs or other
documents submitted to IJB, as data
center,or Roche, in case of SAEs, AESI or
Pregnancies, patients shall not be
identified by their names or initials, but by
an identification code, and Provider is
obliged to allow this. The Investigator
shall keep a patient enrollment log
showing codes, names, and addresses.

5)This article shall survive termination of
this Agreement.

(d) The Site will immediately notify Sponsor

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

4) ZkouSejici musi zajistit

(d) Resitelské

- - Crae I g PR
Fakultni nemocnice v Motole, Ay
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2) Zkousejici splni vSechny povinnosti

definované v Protokolu a Poskytovatel se
zavazuje mu toto umoznit.

3) Zkousejici musi sledovat pacienty po celou

dobu Studie (s vyjimkou situaci, kdy
pacient vzal zpét sviij souhlas). Je tfeba se
pokud mozno vyhnout ,,ztraté kontaktu
s pacientem a Poskytovatel se zavazuje
mu toto umozZnit.

zachovani
anonymity pacientl a ochrany jejich
totoznosti pred neautorizovanymi
stranami. Na formulafich eCRF nebo
jinych dokumentech piedlozenych 1JB
jako datovému centru nebo ROCHE v
piipadé SAE, AESI nebo v piipadé
tehotenstvi nebudou pacienti
identifikovdni jménem ani inicidlami, ale
pouze identifikaénim  kodem a
Poskytovatel se zavazuje mu toto umoZnit.
Zkousejici povede seznam zafazenych
pacientti s uvedenim kodu, jmen a adres.

5) Zévazky vyplyvajici z tohoto ustanoveni

trvaji i po ukonceni platnosti smlouvy.

centrum bude okamzité
informovat Zadavatele a PRA, jestlize
bude né&jaky regulacni ufad informovat
Poskytovatele nebo ZkouSejictho o
chystané kontrole nebo auditu tykajiciho
se Studie, a bezodkladné postoupi
Zadavateli a PRA kopie veskerych
pisemnych materiald, které obdrzi
v souvislosti s touto kontrolou a které
souviseji se Studii. Resitelské centrum
dale preda Zadavateli a PRA kopie
veskerych dokumentti, které poskytlo
kontrolortim a které se vztahuji ke Studii.
Resitelské pracoviste:
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- ensure that PRA is able to attend the
inspection if PRA notifies the Site that it
wants to attend;

- ensure that the Investigator or his/her
designee is available during inspection;

- ensure that the regulatory authority is
able to conduct the inspection; and

- give PRA a copy of any
recommendations and measures
provided by the regulatory authority and
details of any steps taken to comply with
those recommendations and measures.

(e) Patients participating in the Study shall be
informed that their records may be
reviewed for this purpose.

(f) The obligations of this Article shall survive
termination of this Agreement.

Adaptive Monitoring: The Study is designed to
comply with the Risk Based Monitoring (RBM)
or Adaptive Monitoring (AM), in addition or
alternatively to the On-Site Monitoring
activities, the Study will be monitored
remotely. The Investigator undertakes to
facilitate the remote evaluation carried out by
Sponsor/PRA  personnel or representatives
(e.g., clinical monitors, Data Management
personnel, or statisticians) at the location where
the study is being conducted to ensure quality
data collection and the safety of study subjects.
RBM and AM monitoring activities might
include and are not limited to: communication
with the Study Site staff, review of Site’s
processes, procedures, and records, Source
Data Verification and corroboration.

4. CONFIDENTIALITY.

(a) The Protocol, Study Drug(s), CRFs, and any
and all information, data, reports or
documents, disclosed by, or on behalf of BIG,
ROCHE, 1B and/or PRA to the Provider and

- umozni PRA ucast na kontrole, pokud
PRA oznami Resitelskému centru, Ze
ma zajem o ucast;

- zajisti, Zze ZkousSejici nebo jim urcena
osoba budou v pribéhu kontroly k
dispozici;

- umozni regula¢nimu organu provedeni
kontroly; a

- poskytne PRA kopii doporuceni a
opatfeni  poskytnutych regulacnim
organem a podrobné informace o vSech
opatienich piijatych za i¢elem splnéni
téchto doporuceni a opatfeni.

(e) Pacienti ucastnici se Studie budou
informovani, Ze jejich zdznamy mohou
byt za timto Gcelem kontrolovany.

(f) Zavazky vyplyvajici z tohoto ustanoveni
trvaji i po ukonceni platnosti smlouvy.

Adaptivni monitorovani: Studie je navrZena tak,
aby byla vsouladu se zisady monitorovani
zaloZeného na riziku (RBM), nebo adaptivniho
monitorovdni (AM), a tim mtze byt vyznamna
cast studie monitorovdna afizena dalkove.
Zkousejici a Poskytovatel budou pii dalkovém
monitorovéni a fizeni v rdmci RBM nebo AM
provadéném  zaméstnanci nebo  zastupci
Zadavatele nebo PRA  (napf. klinickymi
monitory, pracovniky povéfenymi spravou dat
nebo statistiky) v¢as spolupracovat, zapoji se do
n¢j abudou ho podporovat, aby mohla byt
ziskdvana kvalitni data aaby byla zajiSténa
bezpeénost Subjektt  Studie. Ukony pii
monitorovani v rdimci RBM nebo AM mohou
zahrnovat a neomezovat se na:komunikaci se
Zkousejicim, posuzovani procesti, postupl
a zaznamd.

4. DUVERNOST INFORMACI.

(a) Protokol, Hodnocené léky, ptipadové
formulafe (Case Report Forms — déle jen
,,CRF*) a veskeré informace, udaje, zpravy
nebo dokumenty, které budou
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Investigatoror generated by the Site or any
Study Team members regarding the work
performed under this Agreement (other than
subject medical records) or which otherwise
relates to this Study are property of either
BIG, ROCHE and/or PRA and shall be kept
strictly confidential (“Confidential
Information”) belong to Sponsor and shall
not be disclosed by the Site to any third party
or be used for any purpose other than the
performance of the Study without the prior
written consent of Sponsor, during a period
of ten (10) years after the termination of the
performance of the Agreement. The above
obligations of confidentiality shall not apply
to the extent Confidential Information:

(i) is or becomes, through no fault of the Site,
part of the public knowledge;

(i) the Site can demonstrate was already
lawfully in the Site’s possession on the date
of disclosure to the Site and not subject to
prior confidentiality obligations;

(ii1) 1s acquired by the Site from any third party
without restrictions on disclosure; or

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

(b)The Provider and the Investigator must:

(1) not disclose, copy or record in any form any
part of the Confidential Information except
as is strictly necessary to comply with its
obligations in relation to the Study, and

Fakultni nemocnice v Motole, P gl

—
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Poskytovateli a ZkouSejicimu zptistupnény
ze strany BIG, ROCHE, 1JB a/nebo PRA
nebo jejich jménem nebo které vytvori
Resitelské centrum nebo ¢lenové Tymu
Studie v souvislosti s praci vykonavanou v
souladu s touto Smlouvou (kromé
lékatskych zdznamii subjektl) nebo jinak
souvisejicich se Studii jsou vlastnictvim
bud’ BIG, ROCHE a/nebo PRA a budou
udrZovany v pfisné tajnosti (dile jen
,Divérné informace®), jsou vlastnictvim
Zadavatele a Regitelské centrum neni
opravnéno je sdélovat jakékoli tfeti osobé
ani pouzivat k jakémukoli jinému tcelu nez
pfi  plnéni Studie bez predchoziho
pisemného souhlasu Zadavatele po dobu
deseti (10) let po ukonceni Smlouvy. Vyse
uvedeny zavazek divérnosti informaci se
nevztahuje na Duavérné informace v
rozsahu, v jakém:

(i) jsou nebo budou zvetejnény bez zavinéni ze
strany ReSitelského centra;

(ii) mize Regitelské centrum prokézat, Ze k
datu jejich sdéleni Regitelskému centru jiz
byly legélné Resitelskému centru zndmy,
aniz by podléhaly pfedchozimu zavazku
duvérnosti informaci;

(iii) je Resitelské centrum ziskalo od né&jaké
tfeti osoby bez omezeni tykajicich se jejich
sdélovani;

(iv) je Resitelské centrum vytvofilo nezavisle
na obdrZeni Divérnych informaci podle této
Smlouvy, coZ lze prokazat ptislusnymi
pisemnymi zdznamy.

(b) Povinnosti Poskytovatele a Zkousejiciho:

(i) uchovat v tajnosti, nekopirovat ani v Zddné
formé nezaznamenavat Duvérné informace
svyjimkou  velmi nutnych  pfipada
dodrzovat povinnosti vyplyvajici ze Studie a
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(i1) subject to paragraph (a), not directly or

indirectly  exploit the  Confidential
Information in any way for its or any other
person’s benefit, profit or advantage.

(c) Permitted disclosure
Notwithstanding the above, the Site may use
or disclose Confidential Information:

for the purposes of complying with its
internal complaint procedures, accident
reporting procedures, quality assurance
activities, disciplinary procedures or any
applicable policy in relation to patient
safety, Serious Adverse Events and/or
reportable incidents;

to the extent necessary to comply with the
requirements of any competent regulatory
authority or ethical committee;

for the purposes of the monitoring of the
Study by the HREC/IRBs;

where ROCHE, through PRA consents in
writing to the disclosure;

as part of a publication in accordance with
Section V- Publication & Presentation or;
for the purposes of seeking legal advice.

(d) Disclosure to employees

The Site must:

- only disclose Confidential Information to
its employees to the extent necessary for
those persons to perform their obligations
in relation to the Study, and

- ensure that any employee to whom it
discloses Confidential Information keeps
that information confidential and does not
do anything which, if done by a Party,
would be a breach by the Party of this
Section 4.

(e) Legally required disclosure

Article 4.(a) (i) and (ii) does not apply if and
to the extent that the law requires the Site to
disclose any Confidential Information(in
particular Act No. 106/1999 Coll., on Free

Fakultni nemocnice v Motole, '";:‘_"""f':-:.{ "'l-:.’f:'i
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(i) s vyhradou odstavce (a) nevyuZivat
Duvérné informace Zadnym zpisobem za
ucelem prospéchu, zisku nebo vyhody pro
sebe Ci jiné osoby.

(c) Povolena odtajnéni

Bez ohledu na vyse uvedené mize Resitelské

pracovisté Duveémé informace pouzit nebo

odtajnit:

- za uCelem dodrzovani svych vnitinich
postuptl zajistujicich shodu s predpisy,
postupti hlaseni nehod, aktivit zajiSténi
kvality, disciplinarniho  fizeni  nebo
jakychkoli platnych zdsad ve vztahu k
bezpecnosti pacienti, zavaznym
nezadoucim pifihodam a/nebo povinné
oznamovanym incidenttm;

- v rozsahu potfebném k dodrzovani
pozadavkii  jakychkoli ~ kompetentnich
regulacnich organti nebo etické komise;

- za ucelem monitorovani Studie ETK;

- pokud s odtajnénim ROCHE
prostfednictvim PRA pisemné vyjadri
souhlas;

- vramci publikace podle ¢asti V. - Publikace
a prezentace nebo;

- za ucelem vyhledani pravni pomoci.

(d) Odtajnéni zaméstnanciim

Resitelské pracovi§té musi:

- odtajnit Dvérné informace svym
zaméstnancim  pouze Vv  rozsahu
pottebném k tomu, aby tyto osoby mohly
vykondvat své povinnosti v rdmci Studie

a
- zajistit, aby vSichni zaméstnanci, kterym
odtajni Dutvémé informace, s

informacemi zachazeli jako s duvérnymi
a neuini nic, co by predstavovalo
poruseni ustanoveni této ¢asti 4 Smluvni
stranou.

(e) Zakonem poZadované odtajnéni
Clanek 4.(a) (i) a (ii) neplati, pokud je
odtajnéni Duvérnych informaci vyZzadovano
ze zakona (zejm. zakonem €. 106/1999 Sb., o
svobodném pfistupu k informacim, ve znéni
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Access to Information, as amended).If the law
requires the Site to disclose any Confidential
Information, the Site must:

immediately notify ROCHE through

PRA ,of the particulars of the required
disclosure, and

provide ROCHE through PRA,with all
assistance reasonably necessary to enable
it/them to take any steps available to it to
prevent disclosure or to ensure that it
occurs subject to an obligation of
confidence.

(f) Return of information
1. The Site must immediately at the request of

ROCHE, PRA:

return all Confidential Information in its
possession or control to the disclosing
entity (ROCHE, PRA);

destroy all Confidential Information in its
possession or control, or

delete all Confidential Information in the
case of machine readable records.

When the Site has complied with its
obligations mentioned here above, it must
certify to the disclosing entitythat it has
returned, destroyed or deleted all
Confidential Information.

5. PRIVACY AND DATA PROTECTION.

(a) The parties agree that each party will comply

with their respective obligations as required
under applicable privacy and data protection
laws, with respect to the processing and
securing of Study Data and (RP) Biological
Samples.PRA will provide a personal
information consent form to obtain the Study
Team members’ consent with regard to their
own personal information, to the use,
processing, holding and transfer of their

Fakultni nemocnice v Motole, EEr A
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pozdéjsich predpisti) v takovém rozsahu, v

jakém je vyZzadovano. Pokud je Regitelské

pracoviste ze zakona povinno odtajnit nékteré

Dutvérné informace, pak toto pracovisté musi:

- okamzité uvédomit ROCHE
prostfednictvim PRA o podrobnostech
pozadovaného odtajnéni a

- poskytnout ROCHE prostiednictvim PRA
veskerou pfiméfené potiebnou pomoc,
aby ji/jim umozZnila podniknout dostupné
kroky, aby se odtajnéni predeslo nebo aby
bylo zajisténo, ze k nému dojde s
vyhradou zévazku divérnosti.

(f) Vraceni informaci

1. Na z4dost ROCHE/PRA musi Regitelské
pracovisté okamzité:

- vratit vSechny Duvérné informace, které
mid ve svém drZeni nebo pod svou
kontrolou, odtajnujicimu subjektu
(ROCHE, PRA);

- zni€it vSechny Duvérné informace, které
mid ve svém drZeni nebo pod svou
kontrolou, nebo

- vymazat vSechny Duvérné informace
v piipad¢ strojové ¢itelnych zaznamt.

2. Po splnéni vySe uvedenych pozadavki
musi Resitelské pracovisté  potvrdit
odtajnujicimu subjektu, ze vratilo, znicilo
nebo odstranilo vSechny Divérné

informace.
5. OCHRANA _ SOOUKROMf A
OSOBNICH UDAJU.

(a) Smluvni strany se dohodly, Ze budou plnit
své prislusné zavazky v souladu s pravnimi
predpisy na ochranu soukromi a osobnich
udaji ve vztahu ke zpracovani a
zabezpeceni dat studie a (RP) biologickych
vzorki. PRA poskytne formulai souhlasu
s osobnimi informacemi za ucelem ziskani
souhlasu od ¢lend Tymu Studie ohledné
jejich  osobnich informaci, souhlas s
pouzivanim, zpracovdvanim, ukldddnim a
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information to countries other than their own,
that may not have the same level of data
protection as their own country.For any
personal information received from either the
Study subjects or the Study Team, the
Sponsor will be the data controller where the
Study is within the European Union.

(b) Notwithstanding the foregoing, the Provider

and Investigator expressly consent, and agree
to obtain express consents from any person at
the site performing services in the clinical
trial, to authorize the collection, processing
and transfer of such person’s personal data to
countries other than the person’s own
country, including, without limitation, to the
United States, even though data protection
may not be as developed there, for the
following purposes

(i) for the conduct and interpretation of
the clinical trial;

(i) review by governmental or
regulatory authorities;

(iii) satisfying legal or regulatory
requirements;

(iv) publication on
www.clinicaltrials.gov,
www.sukl.cz/modules/evaluation/
¢i www.clinicaltrialsrefister.eu and
websites and databases that serve a
comparable purpose;

(v) storage in databases for use in
selecting sites in future clinical
trials; and

(vi) upon request of individual patients
and doctors, provision to individual
patients and doctors who may be
interested in participating in a
clinical trial at Site.

(c) All parties will comply with GDPR (General

Data Protection Regulation).

P pe e
TAE 0o,

Fakultni nemocnice v Motole, P ]
BIG 16-05/AFT-27/W039391

prevadénim jejich tdaji mimo jejich vlastni
zemi, i kdyZ tam neplat{ stejné predpisy pro
ochranu informaci, jako v jejich vlastni
zemi. Vzhledem k tomu, Ze Studie probihd
v rdmci Evropské unie, kontrolu veSkerych
osobnich tdaju ziskanych bud’ od Subjektt
hodnoceni, nebo od Tymu Studie, bude mit
na starosti Zadavatel.

(b) Bez ohledu na vySe uvedené, Poskytovatel

a Zkousejici vyslovné souhlasi, ze ziskaji
urychleny souhlas od vSech osob na
pracovisti poskytujicim sluzby v klinickém
hodnoceni se shromazd’ovanim,
zpracovanim a pievodem osobnich tdaji
téchto osob do zahrani¢i, mimo jiné do
Spojenych statti americkych, i kdyZ ochrana
osobnich tdaji v téchto zemich nemusi byt
tak rozvinuta, za nize uvedenymi ucely:

(i) provadéni a interpretace klinického

hodnocent;

(ii) kontrola vladnimi nebo regulac¢nimi
orgény;

(iii) uspokojeni pravnich nebo

regulac¢nich pozadavki;

(iv) publikace na www.clinicaltrials.gov,
www.sukl.cz/modules/evaluation/ ¢i
www.clinicaltrialsrefister.eu a
webech a databazich, které slouZi pro
srovnavaci ucely;

(v) ukladani v databazich pro pouziti pri
vybéru fesitelskych pracovist pro
budouci klinickd hodnoceni; a

(vi) na Zzadost jednotlivych pacienti a
1ékaii,  poskytnuti  jednotlivym
pacientiim a 1ékaiim, ktefi se mohou
zajimat o  ucast v klinickém
hodnoceni na Regitelském pracovisti.

(c) VSechny strany musi dodrZovat v§eobecna

nafizeni o ochrané udaji (General Data
Protection Regulation, GDPR).
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6. PUBLICATION.

Sponsor is required to publically disclose the
performance of the Study and publish the summary
results of the Study within 6 or 12 months
(depending on the type of trial) of its completion at
all sites and will do so without further notice to
Provider and Investigator.

The Parties agree that the Study Publications and
Presentations Policy shall be fully compliant with
ROCHE's responsibilities for registering the Study
in public study databases as required by statutes in
the countries in which ROCHE operates. Nothing
in such Policy shall impede compliance with these
statutes.

The Parties agree that publications or presentations
of any of the results of the Study shall be in
accordance with accepted scientific practice,
academic standards and customs and in accordance
with the Protocol and the specific policy approved
by the Study Steering Committee attached as
EXHIBIT D to the present Agreement. Such policy
shall be binding upon sites (Study Publications and
Presentations Policy”) once finalized and approved
by the Steering Committee.

In the event that ROCHE determines that patentable
information related to the Study Medication, trade
secrets or proprietary business information is being
disclosed, the Parties agree to delay such
publication in order that ROCHE shall have the
opportunity to protect its property and file
corresponding patents.Details shall be set up in the
Publications and Presentations Policy.

Nothing in this Agreement shall be construed as
conferring rights to use in advertising, publicity or
otherwise the name of the other Party or ROCHE or
any of their logos or trademarks without their prior
written approval.

Once the Sponsor’s multi-site publication has taken
place, the Site shall have the right to publish its
results from the Study, subject to the notice
requirements that follow. If there is no multi-site

Fakultni nemocnice v Motole, P A
BIG 16-05/AFT-27/W0O39391

6. ZVEREJNOVANI.

Zadavatel je povinen zvefejnit prub&éh Studie a
zvetejnit souhrnnou zpravu o ukonceni Studie do
6 nebo 12 mésict (v zavislosti na typu Studie) po
jejim ukonéeni na viech ReSitelskych centrech a
ucini tak bez dal§iho upozornéni Poskytovatele a
Zkousejiciho.

Strany souhlasi, Ze zdsady publikaci a prezentaci
pro Studii budou plné ve shod¢ s povinnosti
ROCHE zaregistrovat Studii ve vefejnych
databdzich klinickych hodnoceni v souladu se
zakony zemi, kde ROCHE vykonava svou ¢innost.
Zadné z ustanoveni téchto Zasad nesmi narusit
shodu s témito zakony.

Strany souhlasi, Ze publikace nebo prezentace
jakychkoli vysledki Studie budou v souladu
s akceptovanou védeckou praxi, akademickymi
standardy a zvyky a v souladu s Protokolem a
specifickymi  zasadami schvalenymi Ridicim
vyborem studie, které tvoii PRILOHU D této
Smlouvy. Jakmile budou tyto zdsady finalizovany
a schvaleny Ridicim vyborem, budou pro
tesitelska pracovisté zdvazna (,,Zasady upravujici
publikace a prezentace).

V ptipadé, ze ROCHE stanovi, ze by doslo
k odtajnéni  patentovatelnych  informaci v
souvislosti s Hodnocenym lékem, obchodnich
tajemstvi nebo soukromych obchodnich informaci,
strany souhlasi, Ze danou publikaci pozdrzi, aby
méla ROCHE ptilezitost chranit sviij majetek a
podat Zadost o pfislusné patenty. Podrobnosti
budou uvedeny v Zisad4ch upravujicich publikace
a prezentace.

Z4dné z ustanoveni této smlouvy nebude
vykladano tak, ze by prevadélo prava k pouziti
jména druhé Strany nebo ROCHE, pfipadné jejich
loga nebo ochranné znamky k reklamé, publicité
nebo jinak, bez pisemného souhlasu téchto stran.

Jakmile doSlo  k multicentrické  publikaci,
Resitelské centrum md pravo publikovat své
vysledky ze Studie, svyhradou pozadavki
oznameni, ktera budou nasledovat. Nebude-li
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publication within twelve (12) months after the
Study has been completed or terminated at all Study
sites, and all data has been received, the Site shall
have the right to publish its results from the Study,
provided the following conditions are met.Prior to
submitting a manuscript or presenting an abstract or
other materials relating to the Study to a publisher,
reviewer, or other outside person, the Site shall
provide to Sponsor a copy of all such manuscripts,
abstracts and materials, and Sponsor shall have no
more than thirty(30) daysfor publications
andfifteen (15) calendar days for presentations in
each case,from receipt of such manuscripts,
abstracts and materialsto review and comment. At
Sponsor’s request the Site shall remove any
Confidential Information (other than Study results)
prior to submitting or presenting the
materials.During this review period, ROCHE may
be granted an extension of the review time (e.g., up
to a maximum of ninety (90) working days) from
the original submission to ROCHEto allow Sponsor
to protect its interests in any Sponsor Inventions (as
defined below) described in any such materials:

- The publication/presentation uses data
extracted from the IJB/CTSU Study
database.

- The publication/presentation cannot be
made in the name of the BIG Study, but
should acknowledge the source of the study
Data, BIG and the other Study partners.

7. OWNERSHIP OF STUDY DATA &
INTELLECTUAL PROPERTY
RIGHTS.

7.1 General Principles
1. All Study Data shall be owned by ROCHE.
All  Study Data shall be deemed
Confidential Information of ROCHE. The
Participating Sites shall exclusively use the
case report forms (“eCRFs”) developed by
1JB for data collection.

Fakultni nemocnice v Motole, PRt
BIG 16-05/AFT-27/W039391

multicentrickd publikace vyddna do dvanécti (12)
mesicl po dokon¢eni nebo piedéasném ukonceni
Studie ve vSech Re§itelsk}'lch centrech, obdrZeni
vSech dat a wuzavieni databaze Studie, ma
Resitelské centrum pravo publikovat své vysledky
ze studie, za predpokladu splnéni nasledujicich
podminek. Pfed predloZzenim rukopisu nebo
prezentaci abstraktu ¢i jinych materialtl tykajicich
se Studie vydavateli, lektorovi nebo jiné osobé
zvendi je Resitelské centrum povinno predlozit
Zadavateli jednu kopii vSech rukopisii, abstraktii a
materiali  k posouzeni a pripominkovani a
Zadavatel ma na prezkum a piipominkovani
tficetidenni (30) lhtitu pro publikace a patnact (15)
kalendéinich dnti pro prezentace v kazdém piipad¢
od jejich obdrzeni. Na zadost Zadavatele je
Resitelské centrum povinno pred predlozenim
nebo prezentaci materidlu z n¢j odstranit vSechny
Duvérné informace (kromé vysledku Studie).
V prubéhu tohoto kontrolniho obdobi muze
ROCHE 7ziskat prodlouZeni doby na kontrolu
(napf. az na devadesat (90) pracovnich dni) ode
dne plvodniho pfedlozeni ROCHE, aby mohl
Zadavatel  zajistit  ochranu  svych  prav
k Vynaleziim Zadavatele (jak jsou definovany
niZe) popsanym v téchto materialech:

- Publikace/prezentace pouziva udaje
extrahované z IJB/CTSU studijni databaze.
- Publikace/prezentace nemuze byt

realizovana ve jménu studie BIG, ale musi
uvadét zdroj dat studie, BIG a dalsi studijni
partnery.

7. VLASTNICTVI DAT STUDIE A
PRAVA DUSEVNIHO VLASTNICTV]

7.1 VSeobecné zasady

1. VSechna Data studie vlastni ROCHE.
Vsechna Data studie budou povazovéna za
Duvérné informace ROCHE. Ziuc¢astnéna
Resitelskd pracovisté budou pouzivat
vypracované pripadové formulare
vypracované 1JB (,,eCRF*) vyhradné ke
shromazd’ovani dat.
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Upon termination of the Study, all such
materials, information and data in Provider
or Investigator custody, except as required
for archiving under ICH GCP and applicable
and effective national and local regulations,
shall be promptly delivered to PRA. For the
avoidance of doubt, the master file shall be
archived at the Site in accordance with and
for the duration as required by Applicable
Laws (which is 15 years).

At the end of archival period as required by
Applicable and Effective Laws, in no event
shall the Site destroy or allow to destroy the
master file without the prior written
consent of ROCHE.

7.2 Intellectual Property Rights

1.

Any inventions or discoveries (whether
patentable or not), innovations,
suggestions, ideas and reports made or
developed by Provider or Investigator as a
result of this Study shall be promptly
disclosed to ROCHE, shall be deemed
Confidential Information of ROCHE, and
shall become the sole and exclusive
property of ROCHE. Upon ROCHE's
request and at ROCHE’s expense, Provider
and Investigator shall take such actions as
ROCHE deems necessary or appropriate to
obtain patent or other proprietary
protection in ROCHE's name with respect
to any of the foregoing. Notwithstanding
the foregoing, ROCHE acknowledges that
the sites possess certain processes, know-
how, methods, procedures and techniques,
which might be developed by one of them
(“Processes”). Any Processes or
improvements thereto which are used,
improved, modified or developed by one of
the sites are the sole and exclusive property
of the corresponding site.

Fakultni nemocnice v Motole, e
BIG 16-05/AFT-27/WQ39391

2. Po ukonceni Studie budou vSechny tyto

materialy, informace a data v uschové
Poskytovatele nebo Zkousejiciho
bezodkladné vracena PRA, s vyjimkou
pozadavkd archivace podle ICH GCP a
platnych a u€innych ndrodnich a mistnich
predpist. Pro vylouceni pochybnosti,
hlavni soubor bude uloZen na Resitelském
pracovisti v souladu s platnymi zdkony a
po obdobi platnymi zdkony vyZadované
(tj. 15 let).

Na konci obdobi archivace pozadované
platnymi a U¢innymi zdkony nesmi
Resitelské pracovisté v zadném piipadé
zniCit nebo povolit zniceni hlavniho
souboru bez piedchoziho pisemného
souhlasu ROCHE.

7.2 Prava duSevniho vlastnictvi

1.

Vsechny  vyndlezy  nebo  objevy
(patentovatelné ¢i  nikoli), inovace,
navrhy, ndpady a hlaSeni ucinéné nebo
vyvinuté Poskytovatelem nebo
Zkousejicim v dusledku této Studie budou
bezodkladné sdéleny ROCHE, budou
povazovany za Duvérné informace
ROCHE a budou vyhradnim a vyluénym
majetkem ROCHE. Na Zadost a na tcet
ROCHE vykonaji  Poskytovatel a
ZkouSejici vSechny kroky, které bude
ROCHE povaZovat za nezbytné nebo
vhodné pro ziskdni patentu nebo jiné
vlastnické ochrany jménem ROCHE ve
vztahu k vySe uvedenému. Bez ohledu na
vySe uvedené ROCHE wuzndva, 7Ze
Resitelska pracovisté zpracovavaji nékteré
postupy, know-how, metody, postupy a
techniky, které mohou byt nékterym
fesitelskym pracovistém vyvinuty
(,,Postupy*). VSechny postupy nebo jejich
zlepSeni, které budou pouZzity, zlepSeny,
modifikovany nebo vyvinuty na nékterém
z fesitelskych pracovist, jsou vyhradnim a
vyluénym vlastnictvim daného
tesitelského pracovisté.
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8.

Neither PRA nor ROCHE shall transfer to
Provider or Investigator by operation of this
Agreement any patent right, copyright or
other proprietary right of ROCHE.

Upon termination of the Study, all such
materials, information and data in Provider
or Investigator custody, except as required
for archiving under ICH GCP and applicable
national and local regulations, shall be
promptly delivered to PRA.

BIOLOGICAL SAMPLES;
MATERIAL TRANSFER; RETURN OF
MATERIALS: EQUIPMENT.

(a) Biological Samples. The Investigator shall

(b)

ensure that biological samples are collected
and stored at the Site’s premises, before
being sent, processed and analyzed by the
laboratories, according to the Protocol
requirements, the informed consents of the
patients participating in the Study and
Applicable Laws.

The Site/ Investigator shall not use the
Biological Samples for any purposes
different from those described in the
Protocolor granted through article 8, as
provided for in the informed consents of the
patients  participating in the Study
(including compliance with applicable and
effective law).

The Investigator shall ensure that all
Biological Samples collected within the
framework of the study as specified in the
protocol are reported and tracked in the

Biological  Tracking System  (The
Biotracking system) held by IJB.
Biological Samples for Study: The

Investigator shall send the Biological
Samples collected within the framework of
the Study as specified in the Protocol to the

3.

(a)

Fakultni nemocnice v Motole, et T

e
BIG 16-05/AFT-27/WO039391

PRA ani ROCHE nesméji prevést na
Poskytovatele nebo Zkousejictho na
zaklad¢ této smlouvy Zzadna patentova
prava, autorskd prdva ani jind vlastnickd
prava ROCHE.

Po ukonceni Studie budou vSechny tyto
materialy, informace a data v uschové
Poskytovatele nebo Zkousejiciho
bezodkladné dorucené PRA, s vyjimkou
pozadavkid archivace podle ICH GCP a
platnych narodnich a mistnich pfedpisa.

BIOLOGIpI(OE VZORKY: PREVOD
MATERIALU; _VRACENI
MATERIALU; VYBAVENI.

Biologické vzorky. ZkouSejici zajisti, Ze
biologické vzorky odebirané a skladované
na Resitelském pracovisti budou predtim,

neZ budou odeslany, zpracovdny a
analyzovany laboratofemi v souladu
s pozadavky Protokolu, informovanymi

souhlasy pacientl ucastnicich se Studie a
platnych zakonu.

Resitelské pracovisté/Zkousejici nebudou
pouzivat Biologické vzorky za jinym
ucelem, nez je uvedeno v Protokolu nebo

povoleno Clankem 8, v souladu
s informovanymi  souhlasy  pacientd
ucastnicich se Studie (vCetné shody

s platnymi a u¢innymi zdkony).

Zkousejici zajisti, Ze vSechny Biologické
vzorky shroméazdéné v ramci studie, jak
specifikuje Protokol, budou nahldseny a
sledovany v Biologickém sledovacim
systému (Systém Biotracking), ktery je
v drZeni 1JB.

(b) Biologické vzorky pro Studii: ZkouSejici

za$le Biologické vzorky odebrané v rdmci
Studie, jak specifikuje Protokol, do
centralni laboratofe podle vybéru BIG
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central laboratory indicated by BIG or
Sponsor for such analysis, on Sponsor’s
costs.

(c) During the Study, Sponsor or Sponsor’s

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

The Sponsor or Sponsor’s designee shall
ensure the supply of investigational
medicinal products to the pharmacy of the
Healthcare Provider where a pharmacist
will take the consignment over and check it
(to the same extent as other consignments -
i.e. for damage, whether any special
transport requirements were met, if
everything is fine, the pharmacist shall
confirm receipt of the consignment),
subsequently the Investigator shall collect
the investigational medicinal products for
the site and becomes fully responsible for
them. The Sponsor or Sponsor’s designee
is obliged to notify the authorized
pharmacist by e-mail or phone of the time
when the consignment is supposed to be
delivered to the pharmacy no later than 3
business days prior to such delivery.
Disposal of unused medications shall be
performed by the Sponsor at its own
expense.

The Sponsor or Sponsor’s designee shall
ensure delivery of the consignment to the
following address: Nemocni¢ni 1ékarna FN
Motol (MOTOL UH Pharmacy), V Uvalu

(©)

Fakultni nemocnice v Motole, g
BIG 16-05/ AFT-27/W539391

nebo Zadavatele na analyzu, na niklady
Zadavatele.

V pribéhu Studie, Zadavatel nebo
zmocnénec Zadavatele poskytnou
Resitelskému  centru, na  naklady

Zadavatele, Hodnoceny 1€k, placebo nebo
jiné smési ¢i chemické latky k provedeni
Studie (spole¢né déle jen ,,Materidly®).
Resitelské centrum bude Materidly
vyuzivat vyhradnég pfi provadéni Studie v
souladu s Protokolem a touto Smlouvou.
Resitelské centrum bude s Materidlem
naklddat, skladovat jej a zasilat nebo
likvidovat v souladu s Protokolem a
pfimétenymi pisemnymi pokyny
pfedanymi Zadavatelem (nebo jeho
zmocnéncem) a v souladu se vSemi
platnymi mistnimi a vnitrostatnimi
zakony, pravidly a predpisy, v€etné mimo
jiné predpist upravujicich zachazeni s
nebezpeénymi latkami.

Zadavatel nebo zmocnénec zadavatele
zajisti distribuci z4silky hodnocenych
1éCivych  piipravkd do 1ékarny
poskytovatele zdravotnich sluzeb, kde je
1ékarnik prevezme a zkontroluje (jako jiné
zasilky - tzn. neni-li poSkozena, v ptipadé
zvlastnich pozadavki na transport, byly-li
tyto pozadavky dodrzeny, pfijem zasilky
potvrdi), nasledn¢ si na zadanku
zkousejici hodnocené 1éCivé piipravky
vyzvedne na centrum a je za né plné
zodpoveédny. Zadavatel nebo zmocnénec
zadavatele je povinen ozndmit do 3
pracovnich dnti pfed dodanim, kdy bude

zasilka do lékarny predana bud'to
emailem nebo telefonicky 1€kdrnou
povéfenému farmaceutovi. Likvidaci

nevyuzitych 1éka si zadavatel zajisti na
vlastni ndklady.

Zadavatel nebo zmocnénec zadavatele
zajisti dodavku na adresu: Nemocni¢ni
1ékdrna FN Motol, V Uvalu 84, 150 06
Praha 5, Ceskd republika a ozna&i ji
jménem odpovédného 1ékarnika.
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84, 150 06 Praha 5, Czech Republic, and
shall specify the name of the authorized
pharmacist on the package.

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

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

(f) PRA and Sponsor acknowledge that no data
that would identify patient is collected.

9. TERM; TERMINATION.

(a)It is ROCHE’s and PRA’s intention that the
Study be carried through in the scope defined
by Protocol. However, Provider and
Investigator acknowledge that for a number
of reasons, the Study (as any clinical study)
may need to be stopped prior to its
conclusion. In all circumstances, PRA shall
confer with the Investigator and they
undertake to minimize any inconvenience or
harm to patients caused by the premature
termination of the Study.

(b) PRAreserves the right to terminate this
Agreement in written notice:

(a) with a three-day notice period from the
date of delivery to the Provider upon a

Fakultni nemocnice v Motole, e
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(d) Jestlize neni smluvnimi  stranami
dohodnuto jinak, odbér krve, tkan¢ nebo
jiného biologického materialu od subjekti
(ddle jen ,Biologicky materidl*) bude
probihat v souladu s Protokolem a
Zkousejici se zavazuje, ze odbéry
Biologického materidlu budou limitovédny
na testy, analyzy nebo procedury
v souladu s Protokolem a se souhlasem
schvélenym etickou komisi.

(e) Po ukonceni nebo zruseni Studie musi byt
vSechny Materidly, které obdrZelo
Resitelské centrum od Zadavatele nebo
jeho zmocnénce, vraceny v souladu s
instrukcemi PRA. Piislusné piepravni
ndklady uhradi PRA.

(f) PRA a Zadavatel prohlasuji, Ze nebudou
shromazdény zadné tdaje, které by
identifikovaly pacienta.

9. PLATNOST SMLOUVY: UKONCENI
SMLOUVY.

(a) ROCHE a PRA maji vimyslu provést Studii
v Protokolem definovaném rozsahu.
Poskytovatel a ZkouSejici vSak berou na
védomi, ze Studie (stejn¢ jako kazdé
klinické hodnoceni) mize byt z celé tfady
divodd zastavena pied jejim dokoncenim.
Za vSech okolnosti se PRA po vzijemné
dohodé¢ se ZkouSejicim zavazuji, Ze na
minimum omezi jakékoli nepfijemnosti pro
pacienty nebo jmu pacientim zpisobené
pfedcasnym ukoncenim Studie.

(b) PRA si vyhrazuje pravo tuto Smlouvu
ukoncit pisemnou vypovedi:

(a) stiidenni vypovédni lhitou ode dne
doruceni Poskytovateli po zdvazném
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substantial breach of the terms either of
the Agreement or of the conduct of the
Protocol, this and vice versa also
applies to the Provider;

(b) with a three-day notice period from the

date of delivery to the Provider in the
event that there are irregularities in the
proceduresby which the Study is
carried out and although capable of
being rectified, are not rectified within
thirty (30) days of written notice from
PRArequiring this; this and vice versa
also applies to the Provider;

(c) with a three-day notice period from the

date of delivery to the Provider, if this
is necessary in the interests of patient
health and safety, or as a result of an
order of any governmental authority or
court of law;

(d)with a three-day notice period from the

date of delivery to the Providerif Site
becomes  bankrupt; goes  into
liquidation; has any sort of trustee,
receiver, administrator, administrative
receiver or similar officer appointed in
respect of any of its assets; is unable to
pay its debts; ceases or threatens to
cease to carry on business; suffers any
judgment or execution which remains
unsatisfied for thirty (30) calendar
days; or anything similar or analogous
to any of the foregoing in any relevant
jurisdiction;

(e)immediately if the Study is terminated

earlier by ROCHE or the Study
Steering Committee for  safety,
scientific, methodological or financial
reasons;

Fakultni nemocnice v Motole, sy

(b)

(©)

(d)

B g
BIG 16-05/AFT-27/ WO39581
poruSeni podminek Smlouvy nebo

provadéni Protokolu; toto a vice varsa
plati i pro Poskytovatele;

s tiidenni vypovédni lhitou ode dne
doruceni Poskytovateli v piipade
nedodrzovani  postupti  provadeéni
Studie, a pokud (v ptipadé, Ze takové
poruSeni mize byt napraveno),
k napravé nedojde do tficeti (30) dni
po obdrzeni pisemného upozornéni
PRA vyZzadujiciho népravu; toto a vice
versa plati i pro Poskytovatele;

s tiidenni vypovédni lhiitou ode dne
doruceni Poskytovateli, pokud je to
nezbytné v zajmu zdravi a bezpecnosti
pacienti nebo v dlsledku ptikazu
vladniho orgdnu nebo soudu;

s tiidenni vypovédni lhitou ode dne
doruceni Poskytovateli, pokud
Resitelské pracovisté vyhlasi bankrot,
ocitne se v likvidaci ve vztahu k
jakymkoli svym aktiviim, bude pro n¢j

ustanoven svetensky spravce,
konkurzni  sprdvce, plnomocnik,
likvidator nebo podobny (Einitel;
nebude  schopno  splicet  své

pohledavky, ukonci svou ¢innost nebo
bude vyhroZzovat ukonéenim ¢innosti;
bude proti nému vynesen rozsudek
nebo exekuce, které nebudou
uspokojeny po dobu tficeti (30)
kalendainich dnti; nebo nastane cokoli
podobného ¢i analogického nékteré z
vySe uvedenych uddlosti v jakékoli
relevantni jurisdikci;

(e) okamzité, pokud Studii ukon¢i ROCHE

nebo  Ridici Studie =z
bezpecnostnich, veédeckych,
metodickych nebo finan¢nich divodi;

vybor
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(d) Where

(H)for any other reason upon thirty (30)
calendar days written notice.

(c) The Provider does not have the remuneration

leading to termination of the Agreement, in
the event of termination under (a) or (b). If
the Agreement is terminated under (c) or (d),
(e), (f) or (g), PRA shall pay the Site a total
amount calculated on a pro rata basis for all
the work completed at the date of of
termination. This amount shall be payable in
accordance with the Exhibits of this
Agreement upon the satisfactory completion
and submission of outstanding eCRFs and
return of equipment, as required by PRA to
ROCHE.

termination takes place, the
Investigator must immediately inform the
HREC/IRB. If it is not possible to cease the
Study immediately for reasons of patient
safety, the Investigator must inform, through
PRA, BIG and ROCHE forthwith of all
actions that are requested by the HREC/IRB
in order to safely terminate the Study and to
implement any procedures for winding down
the Study. The Investigator shall keep
Investigator’s IHREC/IRB, BIG and ROCHE
informed of all procedures being put in place
for the safe termination of the Study. The
Investigator, through PRA, shall also provide
BIG and ROCHE with a timetable of
necessary procedures Investigator shall take
to implement termination.

(e) In the event of termination of the Agreement

for whatsoever reason except for Providers’
or Study Team’s breach or in case where the
Study is terminated for safety reasons, the
Provider and the Investigator will be supplied
by Sponsor/Sponsor designee with the Study
Medication for treatment of individual
patients as per the Protocol, if the Investigator
will consider it safe to continue treatment and
it is in the best interests of the patient.

Fakultni nemocnice v Motole, RS
BIG 16-05/AFT-27/WQ039391

(f) z jakéhokoli jiného diivodu na zakladé
tficetidenni (30) pisemné vypovédi.

(c) V pripad¢ ukonceni podle odstavct (a) nebo

(d)

(b) Poskytovateli nenalezi odména za ukony
vedouci k vypovézeni Smlouvy. Pokud bude
Smlouva ukoncena podle odstavci (c) nebo
(d), (e), (f) nebo (g), PRA zaplati
Resitelskému pracovisti celkovou pomérnou
¢astku za v8echnu praci dokoncenou k datu
vypoveédi. Tato castka bude splatna
v souladu s pfilohami této Smlovuy po
uspokojivém  dokoneni a pfedlozeni
zbyvajicich formuldiG eCRF a vraceni
zafizeni ROCHE na zaklad¢ pozadavku
PRA.

Pokud dojde k ukonceni, Zkousejici musi
o této skuteCnosti okamzit¢ informovat
HREC/IRB. Pokud neni mozné Studii
ukonc¢it okamzit¢ z davodu bezpeci
pacientti, ZkouSejici musi prostiednictvim
PRA informovat BIG a ROCHE o vSech
krocich, které ETK vyzaduji za tucelem
bezpecného ukonceni Studie a aplikace
postupll pro postupné ukoncovani Studie.
Zkousejici bude pribézné¢ informovat své
ETK, BIG a ROCHE o vsech postupech,
které jsou zavadény za ucelem bezpeéného
ukonceni Studie. ZkousSejict,
prostiednictvim PRA, také poskytne BIG a
ROCHE c¢asovy plan nezbytnych postupd,
které budou podniknuty k ukonéeni Studie.

(e) V pripad¢ ukonceni Smlouvy z jakéhokoli

divodu, s vyjimkou poruseni povinnosti
Poskytovatelem ¢i Studijnim tymem nebo v
piipadé, Ze Studic bude ukonena z
bezpecnostnich divodi, Poskytovatel a
ZkousSejici dostanou od Zadavatele nebo jim
povétené  osoby  Hodnoceny  léCivy
ptipravek pro 1éCbu jednotlivych pacientil
podle  Protokolu, pokud ZkouSejici
pokracovani 1écby bude povaZovat za
bezpecné a v nejlepSim z4jmu pacienta.
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(f) If the Provider and Investigator do not agree
on the Publication and Presentation Policy as
approved by the Steering Committee, the
Provider and Investigator will have the right
to terminate this agreement.

(g) The expected timeframe of the study is from
until

10. INDEMNITY AND LIABILITY.

(a) Legal and contractual liability

Provider and Investigator agree that ROCHE and
PRA will not be responsible for and that Provider
and Investigator shall indemnify, defend and
hold ROCHE and PRA harmless from any and
all losses, injuries, harm, claims, actions,
judgments, demands, costs or expenses,
including  without limitation, reasonable
attorney’s fees made or brought against ROCHE
or PRAas a result of negligence, willful
misconduct or breach of this Agreement by
Provider or Investigator or their employees’ and
agents’ part, or if they result from research
activities contrary to the provisions of the
Protocol or other information provided to
Provider and Investigator by ROCHE or PRA

The parties hereto acknowledge that Sponsor
has obtained insurance cover, as required by
section 52, Sec. 3 Par. f) of Act No. 378/2007
Coll., on Pharmaceuticals, for Study subject’s
injuries arising from their participation in the
Study.The Provider declares that he has
pursuant in accordance withsection 45 (2) n) of
Act No. 372/2011 Coll., on Health Services,
concluded an insurance policy for liability
insurance caused by the provisioning of a
health care.

(b) Survival

The obligations of this Section shall survive
termination of the Agreement.

10. ZBAVENI

Fakultni nemocnice v Motole, -'.%',!?f?x“{.x
BIG 16-05/AFT-27/WQ039391

(f) Pokud Poskytovatel nebo ZkouSejici

nesouhlasi se Zdsadami upravujicimi
publikace a prezentace schvalené Ridicim
vyborem, Poskytovatel a ZkouSejici budou
mit pravo tuto smlouvu ukoncit.

() Piedpokladana doba trvani Studie je od i}

do NI

ODPOVEDNOSTI A
ODPOVEDNOST.

(a) Zakonna a smluvni odpovédnost

Poskytovatel a ZkouSejici souhlasi, Ze
odSkodni, obhaji a zbavi odpovédnosti
ROCHE a PRA, a Ze ROCHE a PRA
neponesou odpovédnost za ztraty, zranéni,
Ujmu, ndroky, akce, rozsudky, poZadavky,
naklady nebo vylohy, mimo jiné vcetné
pfiméfenych nakladd pravnich zastupci
narokovanych viuc¢i ROCHE nebo PRA v
dasledku nedbalosti, zamérného nespravného
jednédni nebo poruSeni této Smlouvy
Poskytovatelem nebo Zkousejicim nebo jejich
zameéstnanci a zastupci, nebo pokud nastanou
v disledku vyzkumnych aktivit odporujicich
ustanoveni Protokolu nebo jinych informaci
poskytnutych Zdravotnickému zafizeni a
Zkousejicimu ze strany ROCHE nebo PRA.

Strany této Smlouvy timto potvrzuji, Ze
Zadavatel si zajistil pojistné kryti dle
pozadavki ust. § 52 odst. 3, pism. f) zakona ¢.
378/2007 Sb., o lécivech, pro tjmu na zdravi
Subjekti studie v souvislosti s jejich Gcasti ve
Studii. Poskytovatel prohlasuje, Ze m4 dle ust.
§ 45 odst. 2 pism. n) zakona ¢. 372/2011 Sb.,
o zdravotnich sluzbach, uzavienu pojistnou
smlouvu  na  pojisténi  odpovédnosti
zpusobenou pfi poskytovani zdravotni péce.

(b) Piretrvani platnosti

Zavazky vyplyvajici z tohoto ustanovent trvaji
i po ukonceni platnosti smlouvy.
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11. WARRANTIES.

(a) The Parties acknowledge and agree that
this Agreement provides for the carrying
out of experimental research and the use
of experimental materials whose
properties and safety may not have been
established. Accordingly, specific results
cannot be guaranteed and any results,
materials, information or intellectual
property provided under this Agreement
are provided without any express or
implied warranties, representations or
undertakings.

(b) The Parties acknowledges that, in
entering into this Agreement, they do so
without reliance on any representation,
warranty or other provision except as
expressly provided in this Agreement,
and any conditions, warranties or other
terms implied by statute or common law
are excluded from this Agreement to the
fullest extent permitted by law.

12. STATUS OF SPONSOR.

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

13. REGISTER OF CONTRACTS

PRA akcnowledges that the Provider, as a state
contributory  organization, is a  statutory
organization within the meaning of the Act.
340/2015 Coll., on the Register of Contracts, as
amended, and the Parties agree to the publication of
this contract in the Register of Contracts. The
Provider will publish a revised version, which will
be approved by theParties and provided by PRA.
All the confidential information, all personal data
and business secrets, which, by agreement between

Fakultni nemocnice v Motole, R
BIG 16-05/AFT-27/WO39391

11. ZARUKY.

(a) Strany berou na védomi a souhlasi, Ze tato
Smlouva pojednava 0 provadéni
experimentdlntho vyzkumu a pouZivani
experimentalnich materiald, jejichz
vlastnosti a bezpecnost jesté nemusi byt
stanoveny. V tom smyslu nelze zarucit
konkrétni vysledky a vSechny vysledky,
materidly, informace nebo  duSevni
vlastnictvi poskytované v ramci této
Smlouvy jsou poskytovany bez vyslovnych
nebo predpokladanych zaruk, prohlaseni
nebo zavazku.

(b) Strany berou na védomi, Ze tuto Smlouvu

uzaviraji, aniZ by se spoléhaly na jakékoli

prohldseni, zdruku nebo jiné ustanoveni,
ktera nejsou vyslovné uvedena v této

Smlouvé, a podminky, zaruky ¢i jina

ustanoveni piedpoklddané¢ na zaklade

zakona nebo obycejového prava jsou z této

Smlouvy vyloueny v plném rozsahu

povolenym zdkonem.

12. STATUT ZADAVATELE.

Zadavatel je tfeti osobou, jiz tato Smlouva
svéd¢i. Vrozsahu, vjakém platné predpisy
nedovoluji, aby Zadavatel na zakladé této
Smlouvy piimo nabyval prav, nabyva téchto prav
v zastoupeni Zadavatele PRA.

13. REGISTR SMLUV

PRA bere na védomi, ze Poskytovatel
jakozto statni prispévkova organizace je povinnym
subjektem ve smyslu zakona ¢. 340/2015 Sb., o
registru smluv, ve znéni pozd¢jsich smluv a obé
smluvni strany souhlasi suvefejnénim této
smlouvy v registru smluv. Poskytovatelem bude
zvetejnéna redigovana verze, ktera bude schvalena
obéma smluvnimi stranami a poskytnutu PRA.
V redigované verzi budou znecitelnény veskeré
davérné informace, veSkeré osobni udaje vSech
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Fakultni nemocnice v Motole, b sl RPN
BIG 16-05/AFT-27/WQ039391

the Parties, are: Annex A, B of this contract, fyzickych osob a obchodni tajemstvi, které

Protocol and Study design, details of the insurance, dohodou smluvnich stran tvofi: ptiloha A, B této

the number of subjects and the duration of the smlouvy, protokol a design Studie, detaily o

study. The PRA will be informed about the pojisténi, pocet subjektl hodnoceni a délka trvani

publication throughthe email address: ||| il studie. PRA bude o zvefejnéni informovano skrze
emailovou adresu:

14. CERTIFICATIONS. 14. POTVRZENI.

(a) The Provider and the Investigator hereby (a) Poskytovatel a ZkouSejici timto

individually certify that they have not been
debarred or disqualified from participating
in clinical research under any laws or
regulations.If during the term of this
Agreement, the Provider or the Investigator
(i) becomes debarred or disqualified or (ii)
receives notice or threat of an action with
respect to its debarment or disqualification,
the Provider and/or the Investigator, as the
case may be, shall notify PRA immediately.

(b) The Provider and the Investigator hereby

individually certify that they have not and
will not use in any capacity the services of
any individual or entity which has been
debarred or disqualified from participating
in clinical research under any laws or
regulations. In the event that the Provider or
the Investigator becomes aware of the
debarment, threatened debarment,
disqualification or threatened
disqualification of any such individual or
entity, the Provider and/or the Investigator,
as the case may be, shall notify PRA
immediately.

(c) The Provider and Investigator individually

warrant and promise that, in connection with
this Agreement, (i) it/he/she has not and will
not (directly or indirectly) make any
improper payment or offer (or authorizing
another to pay or offer) money or anything
of value to a government official or any
other person connected with the provision of
services under this Agreement, in order to

individualné potvrzuji, Ze nebyli zadnym
pravnim ani jinym piedpisem zbaveni
prava ani prohlaSeni nezpusobilym
provadeét klinicka hodnoceni. Jestlize po
dobu platnosti této Smlouvy bude
Poskytovateli nebo ZkouSejicimu 1)
zastavena ¢innost nebo bude
diskvalifikovan, nebo ii) obdrzi oznameni
0 zalobé nebo hrozb¢ zbaveni prava nebo
prohlaseni za nezpisobilé, Poskytovatel
a/nebo  ZkouSejici o tom bude
bezodkladné informovat PRA.

(b) Poskytovatel a Zkousejici timto potvrzuji,
7Ze nevyuZzivali ani nebudou vyuZivat v
7ddném  ohledu  jakékoli  sluZzby
jednotlived nebo sdruzeni, které jsou
zbaveny prdva nebo prohldSeny za
nezpusobilé provadét klinicka hodnoceni
na zaklad¢ jakychkoli zakoni ¢i predpist.
Jestlize se Poskytovatel nebo ZkouSejici
dozvi o skute¢ném nebo hrozicim
zbaveni prava nebo o skutecném i
hrozicim  prohlaseni  nezpisobilosti
nekterych jednotlivel nebo sdruzeni,
bezodkladné¢ o tom bude informovat
PRA.

(c) Poskytovatel a ZkouSejici kazdy za sebe
prohlasuji a slibuji, Ze v souvislosti
stouto Smlouvou 1) neposkytli ani
neposkytnou, nenabidli ani nenabidnou
(pfimo ani nepiimo) Zadnou nedovolenou
platbu (ani nedovoli jinym osobdm, aby ji
poskytly nebo nabidly), penize ani jiné
hodnotné plnéni statnimu urednikovi
nebo jiné osob€ spojené s poskytovanim
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improperly influence any act or decision of
such official or person, to induce such
official or person to do or omit to do any act
in violation of his or her relevant duty, to
obtain any improper advantage, to procure
improper performance of a function or
activity associated with this Agreement or in
the case of a government official, to induce
such official to use his or her influence
improperly to affect or influence any act or
decision of a government and (ii) it/he/she
has not and will not (directly or indirectly)
request, accept or receive money or anything
of value to procure improper performance of
a function or activity associated with this
Agreement.

15. ASSIGNABILITY.

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

16. NOTICES.

With the exception of Study funds paid by
PRA pursuant to Section 2 hereof, all notices
required or permitted to be given under this
Agreement shall be in writing and shall be (a)
delivered personally, or (b) sent by certified mail,
or (c) sent by a nationally-recognised courier
guaranteeing next-day delivery, to the recipients
below. The parties agree that changes to the
addresses below for receipt of notices under this
Section may be effected by a letter signed by the
relevant party and does not require an amendment
to this Agreement signed by all parties:

Republic/Institution & Investigator Clinical Trial Agreement
Fakultni nemocnice v Motole, i éii-;';
BIG 16-05/ AFT-27/ =+ = e ar

sluzeb podle této Smlouvy s cilem
nedovolené¢  ovlivnit  tkon  nebo
rozhodnuti takové ufedni nebo jiné
osoby, pfimét ufedni nebo jinou osobu,
aby vrozporu se svymi povinnostmi
provedla urcity ukon nebo se jej zdrzela,
ziskat neopravnénou vyhodu, vyvolat
neopravnény vykon funkce nebo ¢innost
souvisejici stouto Smlouvou anebo
podnitit statniho ufednika
k nedovolenému pouziti jeho vlivu ke
zméné¢ nebo ovlivnéni wkonu nebo
rozhodnut{ statniho organu a ii) nemaji a
nebudou (pfimo ¢i nepfimo) pozadovat,
prijimat nebo dostavat penize nebo cokoli
hodnotného k vyvolani neopravnéného
vykonu funkce nebo Cinnosti spojené s
touto Smlouvou.

15. POSTUPITELNOST.

Resitelské centrum neni opravnéno
postoupit sva prava ani delegovat néjaké vykony
dobrovolné¢ ¢i nedobrovolng, at’ jiz na zakladé
faze, slouCeni, zruSeni, ptisobenim prava nebo
jakymkoli jinym zptisobem vyjma s predchozim
pisemnym souhlasem PRA, a jakékoli domnélé
postoupeni nebo delegovani bez pisemného
souhlasu PRA je neplatné. PRA je opravnéna
smlouvu postoupit na ROCHE.

16. OZNAMOVANI.

S vyjimkou prostfedkii na provadéni
Studie, které uhradi PRA v souladu s ¢lankem 2
této Smlouvy, musi byt veskerd ozndmeni, kterd
maji nebo mohou byt poddviana podle této
Smlouvy, v pisemné formé a musi byt a) doru¢eny
osobné, nebo b) zaslany postou jako doporucena
zasilka nebo c¢) zaslany celostatné uzndvanou
kuryrni sluzbou zarucujici doruceni nasledujiciho
dne, a to pfijemciim uvedenym nize. Smluvni
strany se dohodly, Ze zmény adres uvedenych nize
pro pfijem oznameni dle tohoto ¢lanku mohou byt
sdéleny dopisem podepsanym piislusnou smluvni
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If to PRA:

Pharmaceutical Research Associates CZ, s.r.0.,
Praha 7, Jankovcova 1569/2c,

PSC (Post Code) 170 00, Czech Republic

If to the Provider:

Fakultni nemocnice v Motole
V tvalu 84, Praha 5, 150 06
Czech Republic

Attention:

If to the Investigator:
Fakultni nemocnice v Motole

V tuvalu 84, Praha 5, Czech Republic

Attention: [

If to the Sponsor:

Roche Products Limited

6 Falcon Way, Shire Park
Welwyn Garden City
Hertfordshire AL7 1TW
UK

Attention: Legal Department

17. USE OF NAMES.

The Provider and Investigator shall not use
the name, symbols and/or trademarks of PRA or the
Sponsor in any form of publicity in connection with
the Study unless explicitly approved by PRA or the
Sponsor in advance. Provider and Investigator
agree that, in accordance with applicable law,
Sponsor may make public the amount of funding
provided hereunder for the conduct of the Study and
may identify Provider and Investigator as part of
this disclosure.The provisions of the previous
sentence applies vice versa for PRA.

Fakultni nemocnice v Motole, S J?N_
BIG 16-05/AFT-27/ WO83G1

stranou a nevyZaduji dodatek k této Smlouve
podepsany vSemi smluvnimi stranami:

Pokud jsou uréeny pro PRA:
Pharmaceutical Research Associates CZ,
s.r.o., Jankovcova 1569/2c, Praha 7

PSC 170 00, Ceska republika

Pokud jsou uréeny pro Poskytovatele:
Fakultni nemocnice v Motole

V tvalu 84, Praha 5, 150 06,

Ceska republika

K rukdm:

Pokud jsou uréeny pro Zkousejiciho:
Fakultni nemocnice v Motole

V tivalu 84, Praha 5, Ceska republika

K rukam: i

Pokud jsou urCeny pro Zadavatele:
Roche Products Limited

6 Falcon Way, Shire Park
Welwyn Garden City
Hertfordshire AL7 1TW

UK

Attention: Legal Department

17. UZIVANI NAZVU.

Poskytovatel a  ZkouSejici  nejsou
opravnéni pouzivat v jakékoli formé publicity v
souvislosti se Studii nazev, symboly, piipadné
ochranné znamky PRA nebo Zadavatele, pokud to
vyslovné pfedem PRA nebo Zadavatel neschvali.
Poskytovatel a ZkouSejici souhlasi s tim, Ze v
souladu s platnymi piedpisy mize Zadavatel
zvetejnit vySi prostiedklii  poskytnutych na
provadéni Studie na zaklad¢ této Smlouvy a v
ramci tohoto zvefejnéni mize identifikovat
Poskytovatele a  ZkousSejictho.  Ustanoveni
predchozi véty plati vice versa i pro PRA.
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18. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS

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

19. WAIVER: SEVERABILITY.

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

20. ENTIRE AGREEMENT; EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits
attached hereto, constitutes the full understanding
of the parties with respect to the subject matter
hereof and a complete and exclusive statement of
the terms of their agreement, and no terms,

- . TR A
Fakultni nemocnice v Motole, -.-.-_.%.-;_;‘;CE.E )
BIG 16-05/ AFT-27/WO39391

18. BEZPE(‘:NQST A SYSTEM
INFORMACNICH TECHNOLOGII.

Poskytovatel a ZkouSejici budou spravovat
informacni technologie a zajisti organizacné
bezpe€nostni  opatieni  dostateCna  pro
ochranu osobnich udajt, kterd jsou v jeho
vlastnictvi a zaroven jsou postoupena PRA,
Zadavateli nebo jinym tfetim strandm.
Poskytovatel zajisti, aby vsSichni c¢lenové
Resitelského tymu postupovali v souladu
s povinnostmi, které jsou uklddané platnymi
zakony na ochranu osobnich udaji a
konkrétné s témi, které se tykaji odstranéni
osobnich identifikatorti Subjektu hodnoceni
z jakékoliv externi komunikace mimo
Resitelské centrum, pokud to neni nezbytné
z bezpecnostnich diivodd, nebo vyzadované
zakonem.

19. VZDANI SE PRAV: ODDELITELNOST
USTANOVENI.,

Z4adné  prominuti  splnéni  nékterych
podminek nebo ustanoveni této Smlouvy, at’
uZ jedndnim nebo jinak, se nepovaZuje nebo
nebude vykldddno jako dal§i nebo trvalé
prominuti takovych podminek nebo jinych
podminek dle této Smlouvy. V piipadé ze
nekteré podminky nebo naleZitosti této
Smlouvy se stanou neplatnymi,
nezdkonnymi nebo nevynutitelnymi, potom
platnost,  zdkonnost a  vynutitelnost
zbyvajicich  podminek a  néleZitosti
obsaZenych v této Smlouvé nebude dotcena
nebo timto naruSena.

20. UPLNOST __SMLOUVY; PRILOHY;

VYHOTOVENI.

Tato Smlouva, v¢etné priiloh, zaklada
uplnou dohodu smluvnich stran ohledn¢ predmétu
Smlouvy a Uplné vyjadfeni podminek jejich
ujednani a Zddné podminky, ujednani ani dohody,
o kterych se ma za to, ze dopliuji, méni, upravuji
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conditions, understanding or agreement purporting
to amend, modify, vary or waive the terms of this
Agreement shall be binding unless made in writing
and signed by an authorized representative of each
party hereto.This Agreement and any amendment
hereto are executed in two counterparts, each of
which shall be deemed an original but taken

together shall constitute one and the same
instrument. The priority language of this
Agreement will be Czech.

21.CONTINUING OBLIGATION;

SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided
herein, termination of this Agreement shall not
relieve any party hereto from any obligation under
this Agreement that accrued or arose from facts and
circumstances in existence prior thereto.In addition,
the provisions of this Agreement that by their nature
contemplate continuing obligations shall survive
expiration or termination of this Agreement.

22.GOVERNING LAW.

This Agreement isgoverned to the Czech legal
order, except for its conflict of laws. Equally, in
the event of a law judgment, the courts of the
Czech Republic are competently and locally
competent.

IN WITNESS WHEREOQOF, the parties
have caused this Agreement to be executed by their
duly authorised representatives on the date(s)
indicated below, but effective for all purposes as of
the Effective Date.

Fakultni nemocnice v Motole, P
BIG 16-05/AFT-27/W039391

nebo promijeji podminky této Smlouvy, nejsou
platné, ledaze jsou v pisemné formé a podepsané
zmocnénymi zastupci smluvnich stran. Tato
Smlouva a veSkeré jeji dodatky jsou uzavieny ve
dvou vyhotovenich, z nichZ se kaZzdé vyhotoveni
povaZuje za original, ale které spole¢né zakladaji
jeden a tentyZ dokument. Rozhodnym jazykem
této Smlouvy bude Cesky jazyk.

21. TRVALE Z{iVAZKY; PLATNOST
USTANOVENIL.

Pokud neni v této Smlouvé konkrétné
uvedeno jinak, zdnikem této Smlouvy neni Zadnd
smluvni strana osvobozena od svych zavazku
podle této Smlouvy, které vznikly nebo vyplynuly
ze skuteCnosti a okolnosti existujicich pred jejim
zénikem. Mimo to, ustanoveni této Smlouvy, které
ze své povahy dopliuji pretrvavajici zavazky, plati
i po uplynuti platnosti nebo po zdniku této
Smlouvy.

22. ROZHODNE PRAVO.

Tato smlouva podléha ¢eskému pravnimu fadu,
vyjma jeho koliznich norem. Stejné tak jsou
v pfipad¢ soudniho sporu vécn¢ a mistn¢ ptislusny
soudy Ceské republiky.

NA DUKAZ TOHO #idn& zmocnéni
zastupci smluvnich stran podepsali tuto Smlouvu
dne, jak je uvedeno dale, ale s ucinnosti pro
vSechny ucely k Datu u¢innosti.
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Fakultni nemocnice v Motole, -F%'_?“E‘-
BIG 16-05/AFT-27/W039391

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, s.r.o.

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce
Name/Jméno:

Title/Funkce: Authorized by the executive on power of attorney / Zmocnénd jednatelem na zakladé€ plné
moci

Date/Datum:

FAKULTNI NEMOCNICE V MOTOLE

By/Podepsal:
Authorised Signature/ Podpis zmocnéného zastupce

T sy
Name/Jméno: -J:H:*,é' m‘!(‘. ff'ﬁ? 4 f % 'i"'

Title/Funkce: Director / Reditel

Date/Datum:

Ja, nize podepsana - jako zkousSejici potvrzuji, Ze jsem se fadné seznamila se smlouvou a pfislusnou
dokumentaci ke klinickému hodnoceni 1éCiva a zavazuji se zajistit dodrZzovani povinnosti z nich
vyplyvajicich. Dale se zavazuji nezveiejnovat informace tykajici se predmétného klinického hodnoceni bez
piedchoziho pisemného souhlasu zadavatele, zachovavat mlcenlivost o vSech poskytnutych informacich,
povazovat tyto za divérné a zdrzet se jakéhokoliv jiného uziti téchto informaci a vysledkd nez pro tcely
tohoto klinického hodnoceni. Jako zkousSejici souhlasim s tim, Ze zadavatel (a popt. i CRO) bude/budou
shromazd’ovat, pouzivat, zpracovavat a zvefejilovat mé osobni udaje, véetné jména, kvalifikace a
zkusenosti v klinickém hodnoceni, mé finan¢ni tidaje vztahujici se mimo jiné k obdrzené odméné a financni
nahrad¢é a dal$i osobni udaje k administrativnim G€elim v souvislosti s klinickym hodnocenim, popf.
k poskytnuti etickym komisim a statnim Gfadiim a zavazuji se zajistit tento souhlas i od spoluzkousejicich
a ostatnich ¢lent studijniho tymu.

/

I, the undersigned, -, as Investigator certify that I have fully acquainted with the Agreeement and the
relevant documentation on the Study and undertake to ensure respect for the obligations arising from them.
I also agree not to disclose information related to the present Study without the prior written consent of the
Sponsor, keep confidential all information provided, and consider these as confidential and to refrain from
any other use of the information and results than for the purposes of this Study. As an Investigator, I agree
that the Sponsor (and possibly also CRO) will collect, use, process and disclose my personal information,
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Fakultni nemocnice v Motole, HE R
BIG 16-05/AFT-27/W0O39391

including name, qualifications and experience in the Study, my financial data, inter alia, to receive
compensation and financial compensation and other personal data for administrative purposes in connection
with the Study, respectively to provide to the Ethics Committees and government agencies and I undertake
to ensure that consent from the Sub-Investigators and other members of the Study team.

By/Podepsala:

Name/Jméno: i

Title/Funkce: Investigator/ZkousSejici

Date/Datum:
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Fakultni nemocnice v Motole, TR T
BIG 16-05/AFT-27/WQ039391

EXHIBIT A/ PRI'LOHA A )
PAYMENT TERMS / PLATEBNI PODMINKY
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EXHIBIT B/ PRILOHA B
BUDGET / ROZPOCET

Revised January 2016 Page 34 of 49



%% PRAHEALTHSCIENCES

Confidential Republic/Institution & Investigator Clinical Trial Agreement

Fakultni nemocnice v Motole, PR
BIG 16-05/AFT-27/WQ039391

EXHIBIT C/PRILOHAC ]
EQUIPMENT PROVIDED TO SITE / VYBAVENI POSKYTNUTE RESITELSKEMU CENTRU
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Fakultni nemocnice v Motole, R Sl
BIG 16-05/AFT-27/WO39391

EXHIBIT D/ PRiLOHA D o
PUBLICATION AND PRESENTATION POLICY / ZASADY UPRAVUJICI PUBLIKACE A
PREZENTACE

IMpassion 030

Publications and Presentations
Policy

BIG 16-05/AFT-
Protocol Numbers: 27/W039391
Policy Version
and Date:

V 0.1 - 15 February 2018 -
draft

Table of Contents

2. Publikace a prezentace vztahujici se ke

STUATL . 37
2.1.  Role a zodpovédnosti Ridiciho vyboru

(RV) a Komise pro pisemnosti (KP).................. 37
2.2. Publikace a prezentace..........ccccceevueennene 39

2.3.  Autorstvi, podékovani a prezentujici...... 40

3. Publikace a prezentace realizované partnery /
skupinami / jednotlivymi institucemi................. 42

4. Publikace a prezentace tykajici se
vyzkumnych projektl........cccccceeevveerieviienieniennnen. 43

IMpassion 030

Zasady publikaci a prezentaci

Cisla protokolu:  BIG 16-05/AFT-27/W03939

Verze a datum
zasad:

V 0.1 - 15. tnora 2018 —
koncept

2. Publikace a prezentace vztahujici se ke

STUATT . 37
2.1.  Role a zodpovédnosti Ridiciho vyboru

(RV) a Komise pro pisemnosti (KP).................. 37
2.2.  Publikace a prezentace...........cceceeeuenneen. 39

2.3.  Autorstvi, podékovani a prezentujici..... 40

3. Publikace a prezentace realizované partnery /
skupinami / jednotlivymi institucemi................. 42

4. Publikace a prezentace tykajici se
vyzkumnych projektl.........ccccevevevcrincrinvneenneennen. 43
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1. Introduction

The Breast International Group (BIG), Alliance
Foundation Trials (AFT), Frontier Science and
Technology Research Foundation (FS), Institut
Jules Bordet (IJB) and Roche Products Limited
(Roche) are conducting a clinical trial entitled “A
phase III, multicentre, randomised, open-label
study comparing atezolizumab (anti-PD-L1
antibody) in combination with adjuvant
anthracycline/taxane-based chemotherapy versus
chemotherapy alone in patients with operable
triple-negative breast cancer” (the “Study”), and
this document outlines the Publication and
Presentation Policy for this Study.

The key principles outlined in this document are
based on the publication guidelines of the lead
partners in this Study (BIG Guidelines for
Publications and Presentations), and the
International Committee of Medical Journal
Editors (ICMJE) Uniform Requirements for
Manuscripts submitted to Biomedical Journals,
(www.JCMIJE.org).

The term “publication” applies to full manuscripts
and abstracts related to these manuscripts.

The term  “presentation”  includes  oral
presentations, posters, or poster discussions, and
their corresponding abstracts.

The term “Research Project” shall mean any study
or research project conducted outside the Protocol
using Study Data and/or (residual) Biological
Samples as specifically approved by the Steering
Committee.

2.  Publications and presentations on the
Study

2.1. Roles and responsibilities of Steering
Committee (SC) and Writing Committee
(WC)

The SC shall assign a WC for each publication and

presentation, and shall ensure that the main Study

Partners are appropriately represented in this

committee.

i ; AR
Fakultni nemocnice v Motole, i et

BIG 16-05/AFT-27/WO39391

1. Uvod

Breast International Group (BIG), Alliance
Foundation Trials (AFT), Frontier Science and
Technology Research Foundation (FS), Institut
Jules Bordet (IJB) a Roche Products Limited
(Roche) provadgji klinické hodnoceni s nazvem
,,Multicentricka, randomizovana, oteviena studie
faze I porovndvajici atezolizumab (protildtku
proti PD-L1) v kombinaci s adjuvantni
chemoterapii zaloZenou na antracyklinu/taxanu
oproti chemoterapii samotné u pacientd s
operabilnim trojit€ negativnim nadorem prsu‘‘(dale
jen ,,Studie”) a tento dokument uvadi pichled
Zasad publikace a prezentace tykajici se této
Studie.

Kli¢ové principy uvedené v tomto dokumentu jsou
zalozeny na pokynech k publikaci vedoucich
partnert v této Studii (Pokyny BIG pro publikace
a prezentace) a jednotnych poZadavcich komise
International Committee of Medical Journal
Editors (ICMJE) tykajicich se rukopist
predlozenych biomedicinskym casopistim
(www.ICMIJE.org).

Termin ,,publikace se vztahuje ke vSem
rukopisim a abstraktim tykajicim se téchto
rukopist.

Termin ,,prezentace* zahrnuje udstni prezentace,
vyveésky nebo diskuse v ramci vyvések a jim
odpovidajici abstrakty.

Termin ,,vyzkumny projekt” bude znamenat
jakoukoliv  studii nebo vyzkumny projekt
provadéné mimo Protokol s vyuZzitim Dat studie
a/nebo (zbyvajicich) Biologickych vzorki na
zékladg vyslovného schvaleni Ridicim vyborem.

2. Publikace a prezentace vztahujici se ke
Studii

2.1.  Role a zodpovédnosti Ridiciho vyboru
(RV) a Komise pro pisemnosti (KP)

RV piifadi KP ke kazdé publikaci a prezentaci a
zajisti, ze v této komisi budou nalezité zastoupeni
hlavni Partnefi studie.
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The composition of the WC may differ for each
publication and presentation, should be kept small
and should be controlled by the SC.

For each publication or presentation, the SC shall:

(a) Designate the individual(s) who
should lead the activities within each
WC (i.e. the principal author);

(b) For publications, propose and
approve authorship, including who
should serve as first and last author.
In general, the first author is
responsible for submission of that
particular publication and must
therefore be a member of the WC at
hand;

(c) For presentations, propose and
approve the individual who is to
make the presentation, as well as the
list of authors;

(d) Resolve any disagreements within
the WC about authorship.

The mandate of the WC shall be to:

(a) Prepare a high quality publication or
presentation on the topic/subject
matter assigned to it;

(b) Ensure that the Study Publications
and Presentations Policy is applied to
the publication and/or presentation
that is being prepared by it;

(c) Coordinate the related activities such
as liaison with the journal/conference
in which the publication/presentation
should appear or be made.

(d) And any specific task that the SC may
request.

Correspondence between the SC and the WC shall
be by email with specified “respond by” dates. The
SC Coordinator (assigned by BIG HQ) and the
Principal Author will be in charge of this
correspondence.

The WC cannot make amendments to the Study
Publications and Presentations Policy, but may
make proposals to the SC, which is the body with
the authority to amend the policy.

Fakultni nemocnice v Motole, PhD. MBA.
BIG 16-05/AFT-27/WQ039391

Slozeni KP se mlze u kazdé publikace a
prezentace liSit a mélo by byt udrzovano v malém
rozsahu a kontrolovano RV,

U kazdé publikace a prezentace RV:

(a) Urci osobu (osoby), ktera zajisti vedeni
aktivit v rdmci kazdé KP (tj. hlavni
autor);

(b) U publikaci navrhne a schvali autorstvi
v¢etné toho, kdo bude uveden jako
prvni a posledni autor. Prvni autor je
obecné odpovédny za predlozeni dané
konkrétni publikace, a musi byt proto
¢lenem KP, ktery je k dispozici;

(c) U prezentaci navrhne a schvali osobu,
kterd ma prezentaci uskutecnit, stejn¢
jako seznam autorti;

(d)  Vyfesi jakékoliv neshody v ramci KP
tykajici se autorstvi.

Povétenim KP bude:
(a) Pripravit vysoce kvalitni publikaci

nebo prezentaci tykajici se
tématu/pfedmétu, ktery ji  bude
pridélen;

(b) Zajistit, ze na ji pripravenou publikaci
a/nebo prezentaci budou aplikovany
Zasady publikaci a  prezentaci
tykajicich se Studie;

(c) Koordinovat souvisejici aktivity, jako
napi. soucinnost ¢asopisu/konference,
kde by méla byt publikace/prezentace
uvedena nebo uskutecnéna.

(d) A kazdy specificky ukol, ktery bude
vyzadovat RV.

Korespondence mezi RV a KP se uskutedni
prostfednictvim e-mailu s uvedenim dat ,,odpoveéd
do“. Za tuto korespondenci budou zodpovédni
Koordinator RV (uréeny ustfedim skupiny BIG) a
hlavni autor.

KP nesmi ¢init zmény Zasad publikaci a prezentaci
tykajicich se Studie, miize vSak predpokladat
navrhy RV, ktery je subjektem opravnénym
provadét zmény zésad.
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The SC will delegate those responsibilities to a
subset of its members to constitute a publication
and presentation subcommittee, that reports back
to the SC.

2.2. Publications and presentations

A distinction shall be made between
publications/presentations that are “major” and
those that are “exploratory”.

“Major” are those that report on the main research
questions, i.e. the Primary Objective and the
Secondary Objectives as defined in the Study
Protocol.

“Exploratory” are those that report on Exploratory
Objectives as described in the Study Protocol.

With regards to “exploratory” presentations or
publications, it is assumed that:

- They should not present unpublished

data from the primary research
questions related to the efficacy
parameters;

- They should not be presented or
published prior to the first major
publication of the Study, unless the SC
agrees otherwise;

Unless the SC approves otherwise, all publications
and presentations shall be based on analyses that
have used data from the IJB/CTSU Study database,
that use all relevant patients in that Study database,
and that have been performed by the Study’s
statistician(s).

It must be clearly stated in the publication or
presentation that the Study is sponsored by Roche
and taking place under the umbrella of BIG and in
collaboration with AFT, FS, IIB/CTSU.

Fakultni nemocnice v Motole, B
BIG 16-05/AFT-27/WQ039391

RV bude tyto odpovédnosti delegovat na
podskupinu svych ¢lenti a vytvofi podvybor pro
publikace a prezentace, ktery bude podavat zpravy
zpét RV.

2.2. Publikace a prezentace

Budou rozliSovany publikace/prezentace, které
jsou ,hlavni* a které jsou ,,vyzkumné*.

,Hlavni“ jsou ty, které poddvaji zprdvu o hlavnich
otdzkach studie, tj. o Primdrnim cili a
Sekundarnich cilech tak, jak jsou definoviny v
Protokolu studie.

,»Vyzkumné* jsou ty, které poddvaji zprdvu o
Vyzkumnych cilech, jak je popsano v Protokolu
studie.

Pokud jde o ,vyzkumné“ prezentace nebo

publikace, predpoklada se nasledujici:

- Nesméji prezentovat nepublikované
udaje ohledné primarnich vyzkumnych
otazek  tykajicich se  parametrl
ucinnosti;

- Nesmgji byt prezentovany nebo
publikovany pied prvni hlavni publikaci
Studie, pokud RV neudéli souhlas o
opaku.

Pokud RV neudéli souhlas o opaku, veskeré
publikace a prezentace budou zaloZeny na
analyzach, které vyuZzivaly idaje z databaze Studie
IJB/CTSU, které pouZivaji vSechny relevantni
pacienty v dané databdzi Studie a které byly
provedeny statistikem (statistiky) Studie.

V publikaci nebo prezentaci musi byt jasné
uvedeno, ze zadavatelem Studie je spoleCnost
Roche a Ze je uskutecnéna pod zastitou skupiny
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Prior to submission of a proposed publication or
presentation Roche, as sponsor of the Study, shall
have the right to review and comment on the
content of the material to be published or
presented. A timeframe mutually agreed upon
between the WC(s) and Roche should be defined
to complete the review. This timeframe should not
exceed thirty (30) calendar days for publications,
and fifteen (15) calendar days for presentations in
each case, from Roche’s receipt of the proposed
material. In the event that Roche requests for
removal of its Confidential Information from the
proposed publication or presentation, the
confidential information must be removed prior to
the submission or dissemination of the proposed
material. However, during this review period,
Roche may be granted an extension of the review
time (e.g., up to a maximum of ninety (90) calendar
days) from the original submission to Roche. This
is for the sole purpose of deciding on and
submitting any patent filing. If such a delay is
granted by the Study Partners, Roche will notify
the WC(s), which will then notify the principal
author and the SC.

2.3. Authorship, Acknowledgments and
Presenters

Authorship shall be based on the principles of

respect and fairness for all partners, groups,

investigators and countries/regions involved in the

Study. Authorship credit should follow the ICMJE

guidelines. In addition, the following

recommendations shall be considered:

- When allowed by a journal, authorship must be
on behalf of the overall Study team; however,
individual contributors must retain authorship
recognition. BIG HQ, AFT, FS, IJB/CTSU,
Roche, and other groups involved in the study,

Fakultni nemocnice v Motole, e e R
BIG 16-05/AFT-27/WQ039391

BIG a ve spolupraci se spolecnostmi AFT, FS a
IJB/CTSU.

Pted piedlozenim navrhované publikace nebo
prezentace bude mit spole¢nost Roche, jakozto
zadavatel Studie, pravo revidovat a okomentovat
obsah materialu, ktery ma byt publikovan ¢i
prezentovan. Za uc¢elem dokonceni revize musi byt
definovan casovy ramec oboustrann¢
odsouhlaseny KP a spole¢nosti Roche. Tento
casovy ramec v kazdém piipad€ nesmi piesadhnout
tficet (30) kalendainich dni v ptipadé publikaci a
patnact (15) kalendainich dni v pfipad¢ prezentaci
po¢inaje  prijetim  navrhovaného  materidlu
spole¢nosti Roche. V ptipadé, ze spole¢nost Roche
vyzaduje odstranéni Dutvérnych informaci z
navrhované publikace nebo prezentace, museji byt
davérné informace odstranény pied predlozenim
nebo Sifenim navrhovaného materialu. Béhem
obdobi revize vSak mize byt spolecnosti Roche
udéleno prodlouzeni doby revize (napi. az do
maxima devadesati (90) kalendafnich dni) od
puvodniho pfedloZeni spole¢nosti Roche. To lze
ucinit vyhradn€¢ za tcelem rozhodnuti o podani
piihlasky patentu a jejiho podani. Pokud je takové
zpozdéni Partnery studie udé€leno, spole¢nost
Roche bude informovat KP, kterd poté bude
informovat hlavniho autora a RV.

2.3.  Autorstvi, podékovani a prezentujici

Autorstvi bude zaloZeno na principech tcty a
spravedlnosti vi¢i vSem partnerdm, skupinam,
zkousejicim  lékafim a  zemim/regionim
zapojenym do Studie. Autorsky kredit by se mél
fidit pokyny ICMIJE. Kromé toho by méla byt
vzata v ivahu nasledujici doporuceni:

- Je-li to povoleno ze strany Casopisu, autorstvi
musi byt pfiznano celému Studijnimu tymu;
musi vSak byt zachovano uznani autorstvi
jednotlivych ptispévateld. BIG HQ, AFT, FS,
IJB/CTSU, Roche a dalsi skupiny zapojené do
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should be included at least in the
acknowledgment section.

- When individual authors are to be listed, the
maximum number of author positions allowed
by a journal should be filled.

- Prime authorship positions, especially in the
first “major” publication(s)/presentation(s),
shall be given to the Study Principal
Investigators and others who have provided
the most scientific leadership (e.g., clinical,
translational, or biostatistical expertise related
to Study hypotheses, Study design, protocol
writing, medical review, or SC members)
rather than those whose contributions have
been more administrative (e.g. Study
management).

- Prime authorship positions for “exploratory”
publications shall privilege those specialists
(e.g. imaging specialists, pathologists,
translational researchers, statisticians, others)
who have contributed substantially to that
research.

Other author positions will be reserved for:

- High recruiting sites, in order of recruitment
numbers, provided they have made a
significant contribution to the WC.

- Atleast one AFT representative
- Atleast one FS representative
- Atleast one [JB/CTSU representative

- Atleast one BIG HQ representative
- At least one Roche representative

- Collaborative groups, which, if allowed by the
journal, should be named as groups (with
individual  representatives  of  groups
mentioned in the acknowledgements);

- Young team members (e.g., fellows)
contributing significantly to the Study

- Any other Study partners not listed above, who
have significantly contributed to the Study.

Fakultni nemocnice v Motole, -";;-.r_?h-l'hl:-;ﬁ
BIG 16-05/AFT-27/W039391

studie by mély byt uvedeny alespon v c¢asti
pod€kovani.

- Pokud maji byt uvedeni jednotlivi autofi, mél
by byt naplnén maximalni pocet autorskych
pozic povolenych ¢asopisem.

- Hlavni autorské pozice, obzvlasté v pripadé
prvni ,hlavni* publikace (publikaci) /
prezentace (prezentaci), museji byt pridéleny
Hlavnim zkou$ejicim Studie a dalSim, ktefi
poskytli hlavni védecké vedeni (napf. klinické,
translacni nebo biostatistické odborné znalosti
tykajici se hypotéz Studie, designu Studie,
pisemné podoby protokolu, zdravotni kontroly
nebo ¢lenim RV), namisto tém, jejichz
ptispévky byly spiSe administrativnich razu
(napt. vedeni Studie).

- Hlavni  autorské pozice v  pfipadé
,»vyzkumnych* publikaci budou zvyhodiovat
ty odborniky (napt. odborniky na zobrazovani,
patology, transla¢ni vyzkumniky, statistiky a
dalsi), ktefi vyznamné pfispéli k tomuto
vyzkumu.

Dalsi autorské pozice budou vyhrazeny pro:

- Hlavni naborova zkousSejici pracovisté, a to
podle objemd naboru za piedpokladu, Ze
vyznamn¢ piispéla KP

- Alespori jednoho zastupce AFT
- Alespori jednoho zastupce FS
- Alesponi jednoho zastupce IJB/CTSU

- Alesporii jednoho zastupce ustiedi skupiny BIG
- Alespori jednoho zastupce spolec¢nosti Roche

- Spolupracujici skupiny, které, pokud je to
povoleno Casopisem, museji byt uvedeny jako
skupiny (jednotlivi zastupci skupin by méli byt
uvedeni v podékovani)

- Mladé ¢leny tymu (napf. spolupracovniky),
kteti vyznamné prispéli ke Studii

- Jakékoliv dalsi partnery Studie, ktefi nejsou
uvedeni vyse, ktefi vyznamné ptispéli ke Studii
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Those who are not accorded an authorship position
and have contributed to the Study should appear in
the acknowledgments. The number of
acknowledgments per participating entity (e.g.,
partners, groups, investigators and
countries/regions) shall depend on the journal rules
and be based on fair and practical considerations.

Authorship should be rotated across publications
and presentations, e.g., no individual should appear
“major”
publications; constituencies (e.g., institutions) on

as first author on consecutive
consecutive publications should be represented by

different individuals who contributed significantly.

If more than one individual would be appropriate
to represent a particular constituency on a
particular publication/presentation, but only one
author position can be allocated, it shall be the
constituency’s responsibility to make the selection,
whether by ‘lottery’ or other means acceptable to
the constituency.

For oral presentations, presenters shall be selected
by the SC and should be rotated across
presentations. A specific hierarchy of names shall
be defined by the SC, taking into account scientific
contribution, level of involvement during the
Study and the ability to give high quality oral
presentations and to respond to questions.

3. Publication and presentations by
Partners/Groups/Individual Institutions

After the publication of the results of the Primary
and Secondary Objectives, (or 12 months after the
completion of the study defined as xxx),
groups/individual institutions may be allowed to

Fakultni nemocnice v Motole, E T
BIG 16-05/ AFT-27/WO39391

Osoby, kterym neni udélena autorska pozice a
prispély ke Studii, by meély byt uvedeny v
pod¢€kovani. Pocet pod€kovani na zicastnénou
entitu (napf. partnefi, skupiny, zkousejici 1¢kafi a
zemé/regiony) bude zaviset na pravidlech ¢asopisu
a bude uveden s ohledem na spravedlivy a
prakticky pfistup.

Autorstvi musi byt v ramci riznych publikaci a
prezentaci uvadéno stfidavé, napf. Zadna osoba
nesmi byt uvedena jako prvni autor u po sobé
jdoucich ,hlavnich* publikaci; zi¢astnéné strany
(napf. instituce) museji byt u po sobé jdoucich
publikaci reprezentovany riznymi osobami, které
jsou vyznamnymi piispévateli.

Pokud u konkrétni publikace/prezentace existuje
vice nez jedna osoba vhodnd k tomu, aby
reprezentovala urcitou stranu, které vS§ak muze byt
pfidélena pouze jedna autorska pozice, bude za
vybér odpovédna dana strana, at’ uz jej uskute¢ni
formou ,losovani“ mnebo jinymi prostiedky
pfijatelnymi pro danou skupinu.

V pfipad¢ ustnich prezentaci budou prezentujici
vybirani RV a museji byt v ramci rtznych
prezentaci vybirani stiidavé. Konkrétni hierarchie
jmen bude definovana RV s ohledem na védecky
piispévek, uroven zapojeni v prubéhu Studie a
schopnost podavat vysoce kvalitn{ dstni prezentace
a reagovat na dotazy.

3. Publikace a prezentace realizované
partnery / skupinami / jednotlivymi
institucemi

Po publikovani  vysledkt ~ Primarnich a

Sekundarnich cilti (nebo 12 mésict po dokonceni

studie definovaném jako xxx) mize byt skupinam

/ jednotlivym institucim povoleno
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publish/present the data and results from their
site(s), provided the following conditions are met:

Prior to submission of a proposed publication or
presentation, Roche, as sponsor of the Study, shall
have the right to review and comment on the
content of the material to be published or
presented. The timeframe for review by the
Sponsor should not exceed thirty (30) calendar
days for publications, and fifteen (15) calendar
days for presentations in each case, from Roche’s
receipt of the proposed material. In the event that
Roche requests for removal of its Confidential
Information from the proposed publication or
presentation, the Confidential Information must be
removed prior to the submission or dissemination
of the proposed material. However, during this
review period, Roche may be granted an extension
of the review time (e.g., up to a maximum of ninety
(90) calendar days) from the original submission to
Roche. This is for the sole purpose of deciding on
and submitting any patent filing. If such a delay is
granted, Roche will notify BIG HQ, which will
then notify the principal author.

- The publication/presentation uses data
extracted from the IJB/CTSU Study database.

- The publication/presentation cannot be made
in the name of the Study, but should
acknowledge the source of the Study Data,
BIG and the other Study partners (AFT, FS,
1JB/CTSU)

4.  Publications and presentations on
Research Projects

The following principles apply for all proposed
abstracts, publications or presentations on research
projects:

Fakultni nemocnice v Motole,
BIG 16-05/AFT-27/WQ39391

publikovat/prezentovat udaje a vysledky z jejich
pracovisté (pracoviSt) za predpokladu, ze jsou
splnény nasledujici podminky:

Pted piedlozenim navrhované publikace nebo
prezentace bude mit spole¢nost Roche, jakozto
zadavatel Studie, pravo revidovat a okomentovat
obsah materidlu, ktery ma byt publikovan ¢i
prezentovan. Casovy ramec pro revizi ze strany
Zadavatele v kazdém piipadé nesmi piesahnout
tficet (30) kalendainich dni v ptipadé publikaci a
patnact (15) kalendatnich dni v pfipad¢ prezentaci
po¢inaje  pfijetim  navrhovaného  materidlu
spole¢nosti Roche. V ptipadé, ze spole¢nost Roche
vyzaduje odstranéni Dutvérnych informaci z
navrhované publikace nebo prezentace, museji byt
Duivérné informace odstranény pied predlozenim
nebo Sifenim navrhovaného materialu. Béhem
obdobi revize vSak mize byt spolecnosti Roche
udéleno prodlouzeni doby revize (napi. az do
maxima devadesati (90) kalendafnich dni) od
puvodniho pfedloZeni spole¢nosti Roche. To lze
ucinit vyhradné¢ za tcelem rozhodnuti o podani
ptihlasky patentu a jejtho podani. Pokud je takové
udéleno, spoleCnost Roche bude
informovat ustiedi skupiny BIG, které poté¢ bude
informovat hlavniho autora.

odlozeni

- Publikace/prezentace vyuZziva tdaje ziskané z
databdze Studie IJB/CTSU.

- Publikace/prezentace nesmi byt uskute¢néna
jménem Studie, musi vSak v podékovani
uvadét zdroj Dat studie, skupinu BIG a dalsi
partnery Studie (AFT, FS, IJB/CTSU)

4. Publikace a prezentace tykajici se
vyzkumnych projekti

Na veskeré navrhované abstrakty, publikace nebo

prezentace tykajici se vyzkumnych projektt se

vztahuji nésledujici principy:
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[] Prior to submission of a proposed

publication or presentation Roche, as
sponsor of the Study, shall have the right
to review and comment on the content of
the material to be published or presented.
The timeframe for review by Roche,
should not exceed thirty (30) calendar days
for publications, and fifteen (15) calendar
days for presentations in each case, from
Roche’s receipt of the proposed material.
In the event of a Roche request for removal
of its Confidential Information from the
proposed publication or presentation, the
confidential information must be removed
prior to the submission or dissemination of
the proposed material. However, during
this review period, Roche may be granted
an extension of the review time (e.g., up to
a maximum of ninety (90) calendar days)
from the original submission to Roche.
This is for the sole purpose of deciding on
and submitting any patent filing. If such a
delay is granted, Roche will notify BIG
HQ, which will then notify the principal
author of the Research Project publication

The Investigators of the Research Projects
should not present unpublished data from
the primary research questions related to
the efficacy parameters.

Abstracts, publications or presentations
should not be presented or published prior
to the first major publication of the Study,
unless the SC agrees otherwise.

Fakultni nemocnice v Motole, [k A
BIG 16-05/AFT-27/WO39391

[] Pifed piedlozenim navrhované publikace

nebo prezentace bude mit spolenost
Roche, jakoZto zadavatel Studie, pravo
revidovat a okomentovat obsah materialu,
ktery ma byt publikovan ¢i prezentovan.
Casovy ramec pro revizi ze strany
spole¢nosti Roche v kazdém piipadé
nesmi presahnout tficet (30) kalendainich
dni v pfipad¢ publikaci a patnact (15)
kalendafnich dni v pfipadé prezentaci
pocinaje piijetim navrhovaného materialu
spole¢nosti  Roche. V pfipadé, Ze
spole¢nost Roche vyzaduje odstranéni
Dtvérnych informaci z navrhované
publikace nebo prezentace, museji byt
davémé informace odstranény pred
piedloZenim nebo $ifenim navrhovaného
materialu. Bé&hem obdobi revize vSak
mize byt spolecnosti Roche udéleno
prodlouzeni doby revize (napf. az do
maxima devadesati (90) kalendainich dni)
od pavodniho predlozeni spolecnosti
Roche. To lze ucinit vyhradné za ucelem
rozhodnuti o podani pfihlasky patentu a
jejtho podéani. Pokud je takové odloZeni
udéleno, spolecnost Roche  bude
informovat ustiedi skupiny BIG, které
poté bude informovat hlavniho autora
publikace tykajici se Vyzkumného
projektu.

Zkousejici 1ékati Vyzkumnych projektt
nesméji prezentovat nepublikované tdaje
ohledn¢ primarnich vyzkumnych otazek
tykajicich se  parametrt  UCinnosti.

Abstrakty, publikace nebo prezentace
nesm&ji byt  prezentovany  nebo
publikovany pted prvni hlavni publikaci
Studie, pokud RV neudéli souhlas o
opaku.
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[] All publications and presentations must [] Veskeré publikace a prezentace museji v
acknowledge the source of the Study pod€kovani uvadét zdroj Dat studie /
Data/Biological Samples, BIG HQ, AFT, Biologickych vzorkd, ustfedi skupiny
FS, IJB/CTSU, and Roche. BIG, AFT, FS, IJB/CTSU a spolecnost

Roche.

[] Copies of all final manuscripts/abstracts [] Kopie kone¢nych rukopist/abstrakti
arising from the research project must be pramenicich z vyzkumného projektu
sent to the SC for information. museji byt pro informacni ucely zaslany

RV.
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EXHIBIT E / PRILOHA E L o
SPECIAL ARRANGEMENTS ON PERSONAL DATA PROCESSING / ZVLASTNI UJEDNANI
O ZPRACOVANI OSOBNICH UDAJU

1. Processing of personal data of the
Contracting Parties or their representatives:

1.1. The Contracting Parties may, within the
framework of their activities, process data on their
employees (and, potentially, other persons) who
take part in transactions carried out on the basis of
this Agreement (henceforth “Data subject”). These
data may be, in compliance with the valid legal
regulations, in particularRegulation of
theEuropean Parliament and of the Council (EU)
2016/679 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 (henceforth the “Directive”)
on personal data (henceforth the “Data”). For the
avoidance of doubt, it is determined that the Data
are also confidential information under this
Agreement.

1.2. The Contracting Parties represent that the
execution of this Agreement establishes, where
necessary, the authorization of each Contracting
Party to process Data that may be made mutually
available in the necessary scope, and to do so for
the purpose of cooperation and mutual
performance rendered under this Agreement.

1.3. Each Contracting Party is also required to
ensure that rights of Data subjects, in particular the
right to the preservation of human dignity, are not
infringed upon and is required to protect Data
subjects from unauthorized intrusion into their
private and family life. This Contracting Party may
in no way use or make such Data available to any
third party, unless otherwise agreed herein.

1.4. Each Contracting Party is further required
technically and administratively to ensure
protection of the Data and to take measures
preventing unauthorized access to these data,
preventing their alteration, destruction or loss, their

1. Zpracovani osobnich tdajit smluvnich stran,
piipadné jejich zastupcu:
1.1. Smluvni strany v ramci své Cinnosti

mohou zpracovavat udaje o svych zaméstnancich,
piipadné dalSich osobach, které se podili na plnéni
zaloZzeném touto Smlouvou (ddle jako ,,Subjekt
udajia®). Tyto tdaje mohou byt dle ptislusnych
pravnich predpisti, zejména nafizeni EP a Rady
(EU) 2016/679 o ochran¢ fyzickych osob v
souvislosti se zpracovanim osobnich udaji o a
volném pohybu téchto udaji a o zruSeni smérnice
95/46/ES (dale jen ,Natizeni®), osobnimi udaji
(dale jen ,,Udaj’e“). Pro vylouceni pochybnosti se

stanovi, ze Udaje jsou zdroven duaveérnymi
informacemi dle této Smlouvy.
1.2. Smluvni strany prohlasuji, Ze uzavienim

této Smlouvy vznikd, tam, kde je to zapotiebi,
opravnéni kazdé ze smluvnich stran zpracovavat
Udaje, které mohou byt v nezbytné nutném
rozsahu vzajemné zpfistupnéné, a to za ucelem
spoluprace a vzajemného plnéni poskytovaného na
zaklade této Smlouvy.

1.3. Kazda smluvni strana je pfitom povinna
dbat, aby Subjekt udaji neutrpél Gjmu na svych
pravech, zejména na prdvu na zachovéni lidské
dastojnosti, a také dbat na ochranu pied
neopravnénym zasahovanim do jeho soukromého
a osobniho Zivota. Tato smluvni strana nesmi v
74dném piipads takové Udaje jakkoli vyuZit, ani je
nesmi poskytnout zadné tieti osobé, neni-li

dohodnuto v této Smlouve jinak.
1.4. Kazda ze smluvnich stran je rovnéz
povinna  zajistit technické a organizacni

zabezpeeni ochrany Udajii a piijmout takové
opatieni, aby nemohlo dojit k neopravnénému
piistupu k t€émto Udajim, k jejich zméné, zni¢eni

Revised January 2016

Page 46 of 49



%% PRAHEALTHSCIENCES

Confidential

Republic/Institution & Investigator Clinical Trial Agreement

unauthorized transmission, unauthorized
processing or any other misuse thereof.

1.5. The Contracting Parties further undertake
to protect the Data from unauthorized access by
preventing unauthorized persons from accessing
their premises in which Data of the other
Contracting Party are stored, and by password-
protecting the computers on which the Data are
stored or otherwise processed.

1.6. Each Contracting Party undertakes
immediately to inform the other Contracting
Partyof any suspected breach of Data security.

1.7. Any other information concerning the
processing of Data on the Provider’s
representatives or Data of the Investigator in the
meaning of Art. 13 of the Regulationis set out in
the General Privacy Policy for Business
Partnersfound on the Provider's website
(http://www.fnmotol.cz/pravo-na-
informace/prohlaseni-o-zpracovani-osobnich-
udaju-gdpr/). The Provider undertakes to inform
the concerned Data subjects within the scope of
this information on the processing of their Data by
the Sponsor in order to comply with the
requirements of the Regulation to inform Data
subjects of the processing of their Data.

2. Arrangements on the processing of personal
data of study subjects, where applicable:

. For clarity, Sponsor is not entrusting the Provider
with the processing of any Data.

2.2. In accordance with Protocol requirements,
personal data are obtained from source
documentation (e.g. medical documentation of
study subjects, medical reports from examinations)
and/ordirectly from study subjects (e.g. based on
interviews and/or questionnaires) by the
Investigator and/or other members of the study
staff and are input by these persons in
pseudonymized form in CRFs made available to
the Study Sponsor, the companyHoffman-La

Fakultni nemocnice v Motole, P oL
BIG 16-05/AFT-27/W0O39391

¢i Ztrate, neopravnénym prenosiim,
neopravnénému zpracovani, jakoz i k jinému

zneuZziti téchto Udajiu.
1.5. Smluvni strany se dale zavazuji chrénit
Udaje ptfed pfistupem nepovolanych osob

zamezenim pristupu neopravnénych osob do svych
prostor, ve kterych jsou Udaje druhé smluvni
strany uchovavany, jakoz 1 zabezpeCenim
pocitatn, na kterych budou Udaje uchovavany
nebo jinak zpracovavany, prostfednictvim hesla.

1.6. Smluvni strany se zavazuji neprodlené
informovat druhou smluvni stranu o jakémkoliv
podezfeni  poruseni  zabezpeCeni  Udaja.

1.7. Jakékoli dalsi informace o zpracovéni
Udaji  zastupcti  Poskytovatele, nebo Udaji
Zkousejiciho ve smyslu ¢l. 13 Nafizeni jsou
uvedeny v tzv. Obecnych zasadach ochrany
osobnich pro obchodni partnery, dostupnych na
webovych strankach Poskytovatele
(http://www.fnmotol.cz/pravo-na-
informace/prohlaseni-o-zpracovani-osobnich-
udaju-gdpr/ ). Poskytovatel se zavazuje dotCené
Subjekty udaji v rozsahu téchto informaci o
zpracovani jejich Udaji Zadavatelem informovat
tak, aby byly splnény pozadavky Nafizeni na
informovani  Subjektu Udaji o zpracovani
jeho/jejich Udajt.

2. Ujednani o zpracovani osobnich udaji
subjekt  hodnoceni, je-li  aplikovatelné:

Pro srozumitelnost Zadavatel nesmi povétit
Poskytovatele zpracovanim Zadnych Udaja.

2.2. Osobni udaje jsou ziskdvdny podle
pozadavki Protokolu ze zdrojové dokumentace
(napt. zdravotnicka dokumentace subjektl

hodnoceni, 1¢ékatské zpravy z vySetfeni) a/nebo
pfimo od subjektli hodnoceni (napt. na zaklade¢
rozhovort a/nebo dotaznikll) Zkousejicim a/nebo
dal$imi ¢leny studijniho tymu a témito osobami
jsou vkladany v pseudonymizované podobé do
CRF zptistupnénych zadavateli Studie, spolecnosti
Hoffman-La Roche Ltd., ktery je dale
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Fakultni nemocnice v Motole,
Roche Ltd., to further process these data  zpracovava tak, Ze je zejména tiidi, vyhodnocuje a
byclassifying, evaluating and storing them.  uchovdva. Osobni tdaje jsou dile zpracovivany

Personal data are also processed by authorized
persons of the Sponsor coming to the Provider’s
site to verify compliance between the records in the
CRFs and the source documentation in the
presence and with the cooperation of the
Investigator and/or other members of the study
staff.

2.3. The Provider undertakes to process
Personal data for the necessary period required to
execute the purpose of this Agreement, but at most
for as long as it is required to keep these data in
order to comply withits legal obligations (unless
another purpose and legal basis for their further
retention is given); after completion of the Study,
the Provider is obliged to handle the personal data
in compliance with its obligations under applicable
law.

24. The Provider is obliged to process the
Personal data in compliance with this Agreement.
During processing, the Provider is also required to
ensure the processed Personal data are
protectedpursuant to the Regulation, namely the
processor:

a) is authorized, in the course of performing
the subject matter of this Agreement,to process
Personal data only to the extent necessary for due
performance of the subject matter of this
Agreement, which includes processing in
compliance with the Protocol and any other
Sponsor instructions;

b) is not authorizedto entrust even a part of the
processing of Personal data in the course of
performing the subject matter of this Agreement to
another person without the prior written consent of
the Sponsor. If the processing of Personal data is
entrusted to another person, the Provider is
responsible for this person ensuring the Personal
data are protected to the same extent as the
Provider is obliged under this Agreement;

tak, ze prostfednictvim povéfenych osob
Zadavatele dochdzi na pracovisti Poskytovatele k
ovétovani shody mezi zaznamy v CRF a zdrojové
dokumentaci za pritomnosti a sou¢innosti
Zkousejiciho a/nebo dalsich ¢lent studijniho tymu.

2.3. Poskytovatel se zavazuje Osobni udaje
zpracovavat po nezbytnou dobu vyZadovanou pro
naplnéni Gcéelu této Smlouvy, maximalné vsak po
dobu, po kterou je povinen tyto idaje uchovivat za
ucelem splnéni povinnosti vyplyvajicich z
pravnich piedpist (ledaze je dan jiny ucel a pravni
zaklad pro jejich del§i uchovavani), pficemz plati,
Ze po ukonceni provadéni Studie je Poskytovatel
povinen s Osobnimi udaji naklddat podle platnych
pravnich predpist.

24. Poskytovatel je povinen zpracovivat
Osobni udaje v souladu s touto Smlouvou. V
pribéhu zpracovani je rovnéz povinnen zajistit
ochranu zpracovavanych Osobnich Udaji podle
Natizeni, zejména:

a) je opravnén v ramci plnéni predmétu této
Smlouvy zpracovdvat Osobni udaje pouze Vv
rozsahu nezbytném pro fadné plnéni predmétu této
Smlouvy, coZ zahrnuje i zpracovdni v souladu
Protokolem a pfipadné dal§imi pokyny Zadavatele;

b) neni opravnén zpracovani Osobnich udaju
v ramci plnéni pfedmétu této Smlouvy svéfit, a to
ani z¢asti, jiné osobé bez predchoziho pisemného
souhlasu Zadavatele. V piipad¢€ svéfeni zpracovani
Osobnich udajt jiné osobé odpovida Poskytovatel
za to, ze tato osoba zajisti ochranu Osobnich udaju
ve stejném rozsahu jako je Poskytovatel povinen
podle této Smlouvy;
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c) to impose duty of confidentiality on all
persons involved in the processing of personal
data;

d) technically and administratively to ensure
protection of the Personal data and to adopt
measures preventing unauthorized access to these
Personal data, preventing their alteration,
destruction or loss, their unauthorized
transmission, unauthorized processing or any other
misuse thereof. These measures shall include, in
particular, setting up mechanismsof control for
entry to premises where the Personal data are
processed, control of physical access and access
rights to the Personal data, separate processing,
control of disclosure of the Personal data,
andcontrol of systems accessibility (including
restoring system access);

e) The Provider undertakes to take appropriate
specific measures for the purpose of the technical
and administrative security of the Personal data in
the shortest possible time-frame, in particular what
will be necessary to meet the requirements of the
valid legislation on the protection of personal data
and/or to avoid unauthorized or accidental access
to Personal data.

2.5 Sponsor confirms that it will abide in all
respects with all applicable laws and regulations,
including the GDPR.

L R T

Fakultni nemocnice v Motole, | NEGNzN-::: ey
BIG 16-05/ AFT-27/ WU393U1

c) zavazat mlcenlivosti veskeré osoby
podilejici se na zpracovani osobnich udaju;

d) zajistit technické a organizacni zabezpeceni
Osobnich udaju a pfijmout takova opatfeni, aby
nemohlo dojit k neopravnénému piistupu k témto
Osobnim tdajam, k jejich zméné, zniCeni ¢i ztrate,
neopravnénym pfenostim, neopravnénému
zpracovani, jakoZz i k jinému zneuziti téchto
Osobnich tdaji. Mezi tato opatfeni patii zejména
nastaveni opatfeni zaji$t'ujici kontrolu vstupu do
prostor, kde dochdzi ke zpracovani Osobnich
udaju, kontrolu pfistupu a piistupovych opravnéni
k Osobnim udajim, odd€lené zpracovani, kontrolu
zptistupniovani ~ Osobnich ~ 0daju,  kontrolu
dostupnosti systému (v¢etné obnoveni dostupnosti
systémtl);

e) Poskytovatel se zavazuje pfijmout v co
nejkrat§im mozném casovém horizontu pfimétena
specificka opatifeni za ucelem technického a
organiza¢niho zabezpefeni Osobnich udaju,
zejména takova, ktera budou nezbytna ke splnéni
pozadavka prislusnych pravnich ptedpisi v oblasti
ochrany osobnich tidaji a/nebo aby nemohlo dojit
k neopravnénému nebo nahodilému piistupu k
Osobnim udajim.

2.5 Zadavatel potvrzuje, Ze ve vSech ohledech
bude dodrzovat vSechny platné zakony a piedpisy,
vcetné GDPR.
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	- ensure that PRA is able to attend the inspection if PRA notifies the Site that it wants to attend;
	- ensure that the regulatory authority is able to conduct the inspection; and
	- give PRA a copy of any recommendations and measures provided by the regulatory authority and details of any steps taken to comply with those recommendations and measures.
	(i) not disclose, copy or record in any form any part of the Confidential Information except as is strictly necessary to comply with its obligations in relation to the Study, and 
	(ii) subject to paragraph (a), not directly or indirectly exploit the Confidential Information in any way for its or any other person’s benefit, profit or advantage.
	(c) Povolená odtajnění
	(c) Permitted disclosure
	Bez ohledu na výše uvedené může Řešitelské pracoviště Důvěrné informace použít nebo odtajnit:
	- odtajnit Důvěrné informace svým zaměstnancům pouze v rozsahu potřebném k tomu, aby tyto osoby mohly vykonávat své povinnosti v rámci Studie a
	- zajistit, aby všichni zaměstnanci, kterým odtajní Důvěrné informace, s informacemi zacházeli jako s důvěrnými a neučiní nic, co by představovalo porušení ustanovení této části 4 Smluvní stranou.

	Notwithstanding the above, the Site may use or disclose Confidential Information:
	- only disclose Confidential Information to its employees to the extent necessary for those persons to perform their obligations in relation to the Study, and
	- ensure that any employee to whom it discloses Confidential Information keeps that information confidential and does not do anything which, if done by a Party, would be a breach by the Party of this Section 4.

	(e) Zákonem požadované odtajnění
	- okamžitě uvědomit ROCHE prostřednictvím PRA o podrobnostech požadovaného odtajnění a
	- poskytnout ROCHE prostřednictvím PRA veškerou přiměřeně potřebnou pomoc, aby jí/jim umožnila podniknout dostupné kroky, aby se odtajnění předešlo nebo aby bylo zajištěno, že k němu dojde s výhradou závazku důvěrnosti.

	(e) Legally required disclosure
	- immediately notify ROCHE through PRA,of the particulars of the required disclosure, and
	- provide ROCHE through PRA,with all assistance reasonably necessary to enable it/them to take any steps available to it to prevent disclosure or to ensure that it occurs subject to an obligation of confidence.

	(f) Vrácení informací
	1. Na žádost ROCHE/PRA musí Řešitelské pracoviště okamžitě:
	- vrátit všechny Důvěrné informace, které má ve svém držení nebo pod svou kontrolou, odtajňujícímu subjektu (ROCHE, PRA);
	- zničit všechny Důvěrné informace, které má ve svém držení nebo pod svou kontrolou, nebo
	- vymazat všechny Důvěrné informace v případě strojově čitelných záznamů.


	(f) Return of information
	1. The Site must immediately at the request of ROCHE, PRA:
	- return all Confidential Information in its possession or control to the disclosing entity (ROCHE, PRA);
	- destroy all Confidential Information in its possession or control, or
	- delete all Confidential Information in the case of machine readable records.

	2. When the Site has complied with its obligations mentioned here above, it must certify to the disclosing entitythat it has returned, destroyed or deleted all Confidential Information.
	- umožní PRA účast na kontrole, pokud PRA oznámí Řešitelskému centru, že má zájem o účast;
	- umožní regulačnímu orgánu provedení kontroly; a
	- poskytne PRA kopii doporučení a opatření poskytnutých regulačním orgánem a podrobné informace o všech opatřeních přijatých za účelem splnění těchto doporučení a opatření.
	(i) uchovat v tajnosti, nekopírovat ani v žádné formě nezaznamenávat Důvěrné informace s výjimkou velmi nutných případů dodržovat povinnosti vyplývající ze Studie a 
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