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CLINICAL TRIAL AGREEMENT
Protocol # MT-18

This Clinical Trial Agreement (“Agreement”)
dated as of the date of last signature and effective
as of 3.November 2020 (“Effective Date”)
between

Syneos Health UK Limited with principal offices
located in the United Kingdom at Farnborough
Business Park, 1 Pinehurst Road, Farnborough,
Hampshire, GU14 7BF, United Kingdom,
including its affiliates, subsidiaries, and
specifically its parent company Syneos Health,
LLC (“CRO”)

and

ALK-Abello A/S with principal offices located in
Denmark at Bege Allé 6-8, 2970 Hersholm,
Denmark (“Sponsor”)

and

Oblastni nemocnice Kolin a.s,- Nemocnice
Stredoceského kraje , with a place of business at
Zizkova 146, 280 02 Kolin, Czech Republic
Iden.number : 27256391, Tax Iden.number:
CZ27256391 represented
, director (“Institution”)

and

with a place of business at
Alergologicka a imunologicka poradna, Oblastni
nemocnice Kolin, Zizkova 146, 280 02 Kolin,
Czech Republic (“Principal Investigator”).

“Party” means CRO, Sponsor, Institution or
Principal Investigator equally, and “Parties” shall
mean all of them.

BACKGROUND

By separate agreement, Sponsor has engaged
Syneos Health, LLC together with Syneos Health
UK Limited, a contract research organization, with
a principal place of business in the United States at
1030 Sync Street, Morrisville, North Carolina
27560 USA acting as an independent contractor, to

SMLOUVA O KLINICKEM HODNOCENI
C. protokolu MT-18

Tato smlouva o klinickém hodnoceni (dale jen
ssmlouva“)  datovana  kdatu  posledniho
ptipojeného podpisu a ucinna od 3.listopadu 2020
(dale jen ,,datum G¢innosti*) uzaviena mezi

spoleénosti Syneos Health UK Limited se sidlem
ve Velké Britanii na adrese Farnborough Business
Park, 1 Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, Velka Britanie, vcetné jejich
pridruzenych a dcefinych spole¢nosti a zejména
jeji materské spole¢nosti Syneos Health, LLC (dale
jen ,,CRO)

a

spolecnosti ALK-Abello A/S se sidlem v Dansku
na adrese Bage Allé 6-8, 2970 Hersholm, Dansko
(dale jen ,,zadavatel)

a

Oblastni nemocnice Kolin a.s.- Nemocnice
Stiedoteského kraje, se sidlem na adrese Zizkova
146, 280 02 Kolin, Ceska republika , 1C:27256391,
DIC: CZ27256391 , zastoupena:

(dale jen ,,zdravotnické zaiizeni®)

se sidlem na adrese,
Alergologickd a imunologickd poradna, Oblastni
nemocnice Kolin, Zizkova 146, 280 02 Kolin,
Ceska republika (dale jen , hlavni zkouSejici®).

Pojem ,,smluvni strana“ oznacuje rovnym dilem
CRO, zadavatele, zdravotnické zatizeni ¢1 hlavniho

zkousejictho a pojem ,smluvni strany“ je
oznacuje vSechny.
ZAKLADNI INFORMACE

Na zakladé samostatné smlouvy zadavatel najal
spole¢nost Syneos Health, LLC spole¢né se
spolecnosti Syneos Health UK Limited, smluvni
vyzkumnou organizaci, se sidlem ve Spojenych
statech americkych na adrese 1030 Sync Street,
Morrisville, North Carolina 27560, Spojené staty
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provide clinical research services to Sponsor and to
act on behalf of Sponsor for the purposes of
transferring certain obligations in connection with
this Agreement, said obligations including but not
limited to monitoring of the Trial and negotiations
and execution of the Agreement and payment
administration for services performed and
described hereunder.

Sponsor wishes to sponsor a multi-center clinical
trial with Sponsor Drug (hereinafter defined)
HDM-SLIT-tablet, encoded MT-18 entitled “A 28-
day, single-armed, open-label trial to evaluate
safety of the house dust mite (HDM) sublingual
allergy immunotherapy (SLIT) tablet in adolescent
subjects (12-17 years of age) with HDM allergic
rhinitis/rhinoconjunctivitis (AR/C) with or without
asthma” (“Protocol”) to be conducted at Institution
(“Trial”) to involve patients participating in the
Trial (“Trial Subjects”). The Protocol is
incorporated into this Agreement by way of
reference as Attachment A and the term Protocol
refers to the Protocol successive versions of the
Protocol and Protocol amendments.

Institution and Principal Investigator have
reviewed information regarding the Sponsor Drug
and the Protocol and wish to conduct the Trial.
The Parties agree as follows:

1. Investigators and Research Staff.

1.1 Principal Investigator. The Principal
Investigator, being an employee of the Institution,
will be responsible for the direction of the Trial in
accordance with applicable Institution policies.
The Trial will be conducted under the supervision
of the Principal Investigator at the Institution.

americké, ktera plsobi jako nezavisly smluvni
partner, aby zadavateli poskytovala sluzby
klinického vyzkumu a jednala jménem zadavatele
pro ucely prevodu urcitych povinnosti v souvislosti
s touto smlouvou, pficemz tyto povinnosti se mimo
jiné tykaji monitorovani klinického hodnoceni a
jednani a uzavieni smlouvy a spravy plateb za
provedené sluzby popsané v tomto dokumentu.

Zadavatel se chce stat zadavatelem
multicentrického  klinického  hodnoceni s
hodnocenym pfipravkem (definovanym nize)
HDM-SLIT-tablet, zakédovanym MT-18, s

nazvem ,28 denni, jednoramenna, oteviena
klinicka studie ke zhodnoceni bezpecnosti
sublingvalni  tabletové  formy  alergenové

imunoterapie (SLIT) s obsahem alergenti z roztoct
domaciho prachu (HDM) u dospivajicich subjektt
(ve véku  12-17 let) s  alergickou
rinitidou/rinokonjunktivitidou zptisobenou HDM s
astmatem nebo bez né&j*“ (dale jen ,,protokol*),
které bude provadéno ve zdravotnickém zafizeni
(dale jen ,Kklinické hodnoceni®) a budou se ho
ucastnit pacienti v klinickém hodnoceni (dale jen
,,subjekty Klinického hodnoceni®). Protokol je
zaClenén do této smlouvy odkazem jakozto Pfiloha
A a vyraz protokol odkazuje na nasledné verze
protokolu a dodatky protokolu.

Zdravotnické zafizeni a hlavni zkouSejici
piezkoumali informace tykajici se 1éku zadavatele
i protokol a pieji si provadet klinické hodnoceni.

Smluvni strany se dohodly nasledovné:

1. ZkouSejici 1ékafi a vyzkumny personal.

1.1 Hlavni zkouSejici. Hlavni zkouSejici, jakoZzto
zameéstnanec  zdravotnického zafizeni, bude
zodpovédny za fizeni hodnoceni v souladu s
platnymi  zasadami zdravotnického zafizeni.
Klinické hodnoceni bude provadéno pod dohledem
hlavniho zkouSejiciho ve zdravotnickém zatizeni.
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1.2 Facilities, Sub-investigators and Research
Staff. Institution and Principal Investigator will
ensure that only individuals who are appropriately
trained and qualified assist in the conduct of the
Trial as sub-investigators or research staff (sub-
investigators and research staff collectively
referred to as “Research Staff”). All members of
the Research Staff shall at all relevant times be an
employee of Institution or Principal Investigator or
working under a contract with Institution or
Principal Investigator to retain trial-related duties
and functions. Principal Investigator may delegate
duties and responsibilities to Research Staff only to
the extent permitted by Applicable Law
(hereinafter defined) governing the Trial conduct,
as described below. Principal Investigator shall
personally supervise the conduct of the Trial by the
Research Staff to the full extent contemplated by
the Protocol and ICH GCP (hereinafter defined).
Institution and Principal Investigator shall ensure
that facilities appropriate to the Trial and a
sufficient number of Research Staff are available
and continue to be available under the Trial to
enable the performance of the Trial efficiently and
in accordance with the obligations under this
Agreement.

1.3 Obligations of Institution and Principal

1.2  Prostory. SpoluzkousSejici a vyzkumny
personal. Zdravotnické zatizeni a hlavni zkouSejici
zajisti, aby se na provadéni klinického hodnoceni
jako spoluzkousejici nebo vyzkumny personal
(spoluzkousejici a vyzkumny personal budou dale
spolecné oznacovani jako ,,vyzkumny personal®)
podilely pouze fadné proskolené a kvalifikované
osoby. VSichni ¢lenové vyzkumného personalu
budou v relevantni obdobi zaméstnancem
zdravotnického zafizeni nebo hlavniho
zkouSejiciho nebo budou vykonavat ¢innost na
zakladé smlouvy se zdravotnickym zatizenim nebo
hlavnim zkousSejicim, aby zachovali povinnosti a
funkce souvisejici s klinickym hodnocenim.
Hlavni zkouSejici muze povérit vyzkumny
personal povinnostmi a odpovédnostmi pouze v
rozsahu povoleném platnymi zakony
(definovanymi nize), které upravuji provadéni
klinického hodnoceni, jak je popsano nize. Hlavni
zkousejici bude osobné dohlizet na provadéni
klinického hodnoceni ze strany vyzkumného
personalu v plném rozsahu zamysleném v
protokolu a ICH SKP (definovano nize).
Zdravotnické zatizeni a hlavni zkouSejici zajisti,
aby prostory odpovidajici klinickému hodnoceni a
dostate¢ny pocet ¢lend vyzkumného personalu byli
k dispozici a zustali k dispozici pro Kklinické
hodnoceni, aby bylo mozné provadét klinické
hodnoceni u¢inn¢ a v souladu se zavazky v této
smlouve.

1.3 Povinnosti zdravotnického zafizeni a hlavniho

Investigator.

a. Institution shall ensure that Principal
Investigator has sufficient time to conduct and
complete the Trial and that Principal Investigator
will not serve as an investigator or other significant
participant in any clinical trial for another sponsor
if such activity might adversely affect his/her
ability to perform his/her obligations under this
Agreement.

b. Institution and Principal Investigator will ensure
that Research Staff is informed of and agree to
abide by all terms of this Agreement applicable to
the activities they perform.

c. Institution and Principal Investigator will assume
all those responsibilities assigned under all
applicable laws, rules, regulations, guidelines and
standards including, without limitation, all relevant

ZkousSejiciho.

a. Zdravotnické zafizeni zajisti, aby m¢l hlavni
zkousejici dostatek ¢asu k provadéni a dokonceni
klinického hodnoceni, a hlavni zkouSejici nebude
ve funkci zkouSejiciho ani jiného vyznamného
ucastnika  klinického hodnoceni pro jiného
zadavatele, pokud by takovd cinnost mohla
nepfizniveé ovlivnit jeho schopnost provadét své
povinnosti podle této smlouvy.

b. Zdravotnické zatizeni a hlavni zkousejici zajisti,
aby byl vyzkumny personal informovan o vSech
podminkéch této smlouvy tykajicich se Cinnosti,
které provadi.

c. Zdravotnické zafizeni a hlavni zkouSejici na sebe
vezmou veskeré povinnosti vymezené platnymi
zakony, pravidly, natizenimi, pokyny a standardy,
mimo jiné vcetné Mezindrodni konference o
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International Conference on Harmonization of
Technical Requirements for Registration of
Pharmaceuticals for Human Use Topic E6/R2:
Guidelines on Good Clinical Practice together with
such other good clinical practice requirements as
are specified in Directive 2001/20/EC of the
European Parliament and the Council of 4 April
2001 relating to medicinal products for human use
and in guidance published by the European
Commission pursuant to such Directive, or such
successor provisions in force at the time of
performance of the Trial (including, but not limited
to, the Regulation No 536/2014 of the European
Parliament and of the Council of 16 April 2014
which is set to replace the Directive when the
Regulation comes into application) (collectively
“ICH GCP”) guidelines and standards and the
World Medical Association Declaration of
Helsinki “Ethical Principles for Medical Research
Involving Human Subjects” (2013), all applicable
laws and guidance relating to clinical trials of
medicines and all applicable laws relating to
human rights, supply of medicines legislation,
legislation relating to human tissue and biological
samples, and all applicable laws relating to the
confidentiality, privacy and security of Trial
Subject information as in effect at any given time,
inclusive but not limited to the EU General Data
Protection Regulation (“GDPR”), (collectively
“Applicable Law”).

d. Institution and Principal Investigator shall
without delay inform Sponsor or CRO in the event
of circumstances arising in the course of
performing the Trial, which in a material way
might affect the completion of the Trial, and assist
CRO or Sponsor in analyzing the impact of the
circumstances.

e. Institution and Principal Investigator shall upon
completion of the Trial (whether prematurely or
otherwise) co-operate with and provide
information to Sponsor or CRO, as appropriate, for
enabling Sponsor to produce a report of the Trial
detailing the methodology, results and containing
an analysis of the results and drawing appropriate
conclusions.

1.4 No Substitution. Institution and Principal
Investigator may not reassign the conduct of the
Trial to a different Principal Investigator without

harmonizaci technickych pozadavkl na registraci
farmaceutickych vyrobkl pro pouziti u lidi, téma
E6/R2: Pokyny pro spravnou klinickou praxi spolu
s dalSimi takovymi pozadavky na spravnou
klinickou praxi, jez jsou specifikovany ve smérnici
2001/20/ES Evropského parlamentu a Rady ze dne
4. dubna 2001 v souvislosti s 1é¢ivymi pripravky
pro pouziti u lidi a v pokynech vydanych
Evropskou komisi podle této smérnice, ptipadné
jejich nasledna ustanoveni platnda v okamziku
provadéni klinického hodnoceni (mimo jiné véetné
natizeni ¢. 536/2014 Evropského parlamentu a
Rady ze dne 16. dubna 2014, které nahrazuje
smérnici, jakmile vstupuje v platnost nafizeni)
(souhrnng jen ,,ICH SKP*) a pokyny a standardy a
Helsinska deklarace Svétové 1ékatrské asociace
,Etické zasady pro lékaisky vyzkum zahrnujici
lidské bytosti“ (2013), vSechny platné zakony a
pokyny tykajici se klinickych hodnoceni s 1é¢ivymi
piipravky a veSkeré platné zakony tykajici se
lidskych prav, zasobovani 1éCivymi piipravky,
zakony tykajici se vzorkl lidské tkané a
biologickych vzorkli a vSechny platné zakony
tykajici se duvérnosti, soukromi a zabezpeceni
udaju subjektd klinického hodnoceni, které jsou
platné v konkrétnim case, mimo jiné vcletné
Obecného nafizeni o ochrané udajd EU (
,GDPR*), (souhrnné jen ,,platné zakony*).

d. Zdravotnické zatizeni a hlavni zkousejici budou
bez prodleni informovat zadavatele a CRO, pokud
vyvstanou skute¢nosti v pribéhu klinického
hodnoceni, které by mohly zisadnim zplsobem
ovlivnit dokoncCeni klinického hodnoceni, a
nabidnou souc¢innost CRO nebo zadavateli pfi
analyzovani dopadu téchto skute¢nosti.

e. Zdravotnické zatizeni a hlavni zkousejici budou
po dokonceni klinického hodnoceni (pfedCasné
nebo jinak) spolupracovat se zadavatelem nebo
CRO, dle situace, a poskytnou mu informace, ¢imz
zadavateli umozni vytvorit zpravu z klinického
hodnoceni s podrobnym popisem metodologie,
vysledki a s obsahem analyzy vysledki a
vyvozenim zaveéra.

1.4. Zakaz vymény. Zdravotnické zatizeni a hlavni
zkousejici nesmi povéfit provadénim klinického
hodnoceni jiného hlavniho zkouSejiciho bez
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replacement Principal Investigator will be required
to agree to the terms and conditions of this
Agreement in a separate writing. In the event
Sponsor does not approve a replacement Principal
Investigator, Sponsor or CRO, may terminate this
Agreement in accordance with the termination
provisions below.

2. Protocol. Institution and Principal Investigator
shall conduct the Trial in accordance with the
Protocol and Applicable Law and the terms and
conditions of the approval of the IEC and the RA
(IEC and RA hereinafter defined).

2.1 Amendments. The Protocol may be modified
only by a written amendment (“Protocol
Amendment”), signed by Sponsor and the Principal
Investigator. If applicable, the Parties acknowledge
that Protocol Amendments are also subject to
approval by the responsible Independent Ethics
Committee (“IEC”) and/or Regulatory Authority
(“RA”). Sponsor may instruct a deviation from the
Protocol on an emergency basis for the safety of
the Trial Subjects. Institution and/or Principal
Investigator will notify the responsible IEC and/or
RA as soon as practicable but, in any event, no later
than five (5) business days after the deviation is
implemented. Any emergency deviation will be
followed by written Protocol Amendment.

2.2 Emergency  Deviations/Urgent  Safety

Jakykoli nahradni hlavni zkousSejici bude muset
pisemné souhlasit s podminkami této smlouvy v
samostatném  dokumentu. Pokud zadavatel
nahradniho hlavniho zkousejiciho neschvali, mize
zadavatel nebo CRO tuto smlouvu vypoveédét v
souladu s ustanovenimi o ukonceni uvedenymi
nize.

2. Protokol. Zdravotnické =zafizeni a hlavni
zkousSejici budou provadét klinické hodnoceni v
souladu s protokolem a platnymi zakony a
podminkami souhlasu NEK a KU (NEK a KU jsou
definovany nize).

2.1 Dodatky. Protokol mize byt ménén pouze
pisemnym dodatkem (dale jen ,dodatek
protokolu®) podepsanym zadavatelem a hlavnim
zkou$ejicim. Strany potvrzuji, Ze v relevantnich
pfipadech dodatky protokolu podléhaji také
souhlasu odpovédné nezavislé etické komise (dale
jen ,,NEK“) a/nebo kontrolniho ufadu (dale jen
,KU“). Zadavatel miZe v naléhavém piipads
sohledem na bezpecnost subjektl klinického
hodnoceni dat pokyn k odchylce od protokolu.
Zdravotnické zafizeni a/nebo hlavni zkousSejici
uvédomi odpovidajici NEK a/nebo KU, co nejdiive
to bude mozné, ale v Zadném piipadé ne pozdgji
nez pét (5) pracovnich dni od okamziku, kdy dojde
k odchylce. Po odchylce v naléhavé situaci bude
nasledovat pisemny dodatek protokolu.

2.2 Odchylky v naléhavé situaci / naléhava

Measures. If the Principal Investigator determines
that it is necessary to deviate from the Protocol on
an emergency basis for the safety of the Trial
Subjects, Institution and/or Principal Investigator
will notify Sponsor on a documented basis and the
responsible IEC and/or RA as soon as practicable
but, in any event, no later than two (2) business
days after the deviation is implemented.

3. IEC and RA. The Principal Investigator and
Institution shall obtain and maintain all approvals
from the RA and IEC for the conduct of the Trial
and the terms of the Protocol, including the
informed consent form and other required
documentation prior to the commencement of the
Trial. Principal Investigator and Institution shall
keep the Sponsor and/or CRO informed of the
progress of RA and IEC board submissions. The
Principal Investigator shall deliver a copy of such

bezpecnostni opatieni. Pokud hlavni zkouSejici
rozhodne, zZe je nezbytné odchylit se od protokolu
v naléhavé situaci sohledem na bezpecnost
subjektd  klinického hodnoceni, zdravotnické
zafizeni a hlavni zkouSejici zdokumentované
uvédomi zadavatele a piislugnou NEK a/nebo KU,
co nejdiive to bude mozné, ale v zadném piipade
ne pozdéji nez dva (2) pracovni dny od okamziku,
kdy dojde k odchylce.

3. NEK a KU. Hlavni zkousejici a zdravotnické
zaiizeni ziskaji a uschovaji veskeré souhlasy KU a
NEK s provadénim klinického hodnoceni a
podminkami  protokolu, vcetné¢ formulafe
informovaného souhlasu a jinych pozadovanych
dokumentd, a to jesté¢ pred zahajenim klinického
hodnoceni. Hlavni zkousSejici a zdravotnické
zatizeni budou informovat zadavatele a/nebo CRO
o vyvoji navrhi komisim KU a NEK. Hlavni
zkousejici doruc¢i kopii souhlasu (souhlasi)
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approval(s) to the Sponsor and/or CRO, and upon
request provide the Sponsor with all
correspondence relating to such submissions. The
Parties will ensure that the Trial is initiated only
after both the Trial and the informed consent form
(“ICF”) are approved by an IEC and/or RA that
complies with all Applicable Law. The Parties will
further ensure that the Trial is subject to continuing
oversight by the IEC and/or RA throughout its
conduct.

4. Sponsor Drug. Sponsor will provide Institution
with sufficient quantities of the Sponsor product
that is being studied (“Sponsor Drug”) to conduct
the Trial at no cost to the Institution and Principal
Investigator. If required by the Protocol and unless
otherwise agreed, Sponsor will also provide
placebo or comparator drug (“Comparator
Drug”) at no cost to the Institution and Principal
Investigator.

4.1 Custody and Dispensing. Institution and
Principal Investigator will adhere to Applicable
Law requiring careful custody and dispensing of
Sponsor Drug or Comparator Drug, as well as
appropriate documentation of such activities.

4.2 Control. Institution and Principal Investigator
will maintain appropriate control of supplies of
Sponsor Drug or Comparator Drug and will not
administer or dispense it to anyone who is not a
Trial Subject, or provide access to it to anyone
except Research Staff.

4.3 Use. Institution and Principal Investigator will
use Sponsor Drug or Comparator Drug only as
specified in the Protocol. Any other use of Sponsor
Drug or Comparator Drug constitutes a material
breach of this Agreement.

4.4 Ownership of Sponsor Drug. Sponsor Drug is
and remains the property of Sponsor. Sponsor
grants Institution and Principal Investigator no
express or implied intellectual property rights in
the Sponsor Drug or in any methods of making or
using the Sponsor Drug.

zadavateli a/nebo CRO a na zadost poskytne
zadavateli veskerou korespondenci tykajici se
téchto navrhi. Smluvni strany zajisti, aby bylo
klinické hodnoceni zahajeno az potom, kdy
klinické hodnoceni i formulaf informovaného
souhlasu (déle jen ,,JCF*) schvali NEK a/nebo KU
pti dodrZeni platnych zakonti. Smluvni strany dale
zajisti, Ze klinické hodnoceni bude podléhat
pribéznému dohledu NEK a/nebo KU béhem celé
doby jeho provadéni.

4. Pripravek zadavatele. Zadavatel poskytne
zdravotnickému zafizeni dostate¢né mnozstvi
vyrobku zadavatele, ktery je zkouman (
,pripravek zadavatele*), k provadéni klinického
hodnoceni, a to bezplatné pro zdravotnické zatizeni
a hlavniho zkousejiciho. Pokud to protokol
vyzaduje a pokud nebylo dohodnuto jinak,
zadavatel doda téz placebo nebo srovnavaci
ptipravek ( ,srovmavaci pripravek), a to
bezplatné pro zdravotnické zafizeni a hlavniho
zkousejiciho.

4.1 Uschova a vydej. Zdravotnické zafizeni a
hlavni zkousejici budou dodrzovat platné zakony
vyzadujici pe¢livou tGschovu a vydej ptipravku
zadavatele a srovnavaciho ptipravku i prislusné
dokumentace tykajici se téchto ¢innosti.

4.2 Kontrola. Zdravotnické zafizeni a hlavni
zkouSejici  budou odpovidajicim  zptsobem
kontrolovat zasoby pfipravku zadavatele a
srovndvaciho pfipravku a nebudou je podavat ¢i
vydavat nikomu, kdo neni subjektem klinického
hodnoceni, ani k nim neumozni pfistup nikomu s
vyjimkou vyzkumného personalu.

4.3 Pouziti. Zdravotnické =zafizeni a hlavni
zkousejici budou pfipravek zadavatele Ci
srovndvaci ptipravek pouzivat pouze tak, jak je
uvedeno v protokolu. Jiné pouziti ptipravku
zadavatele ¢i srovnavaciho ptipravku zaklada
skutkovou podstatu podstatného poruseni této
smlouvy.

4.4 Vlastnictvi pfipravku zadavatele. Ptipravek
zadavatele je a zlOstdvda majetkem zadavatele.
Zadavatel neudéluje zdravotnickému zafizeni ani
hlavnimu zkouSejicimu zadna vyslovna ani
implicitni prava duSevniho vlastnictvi k ptipravku
zadavatele ani k jakymkoli zptsobiim jeho vyroby
nebo pouzivani.
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4.5 Payment for Sponsor Drug or Comparator
Drug. Institution and Principal Investigator will not
charge a Trial Subject or third-party payer for
Sponsor Drug or Comparator Drug or for any
services reimbursed by Sponsor or its designee
under this Agreement.

5. Financial Arrangements. Compensation for
services provided under this Agreement will be
made by way of payments in accordance with
Attachment B (Payment Terms) and Attachment C
(Financial ~ Arrangements Worksheet). It is
expressly understood, that this compensation
covers any transfer of rights and licenses pursuant
to Section 15 of this Agreement. All Parties
acknowledge that to the best of their knowledge
amounts set forth in Attachment C (i) represent fair
market value of the services provided by Institution
and Principal Investigator for conducting the Trial,
and (ii) have not been determined in a manner that
takes into account any other business otherwise
generated between Sponsor and Institution. All
amounts are inclusive of all direct, indirect,
overhead and other costs, including laboratory and
ancillary service charges, and will remain firm for
the duration of the Trial, unless otherwise agreed in
writing by the Parties. Neither the Institution nor
the Principal Investigator will directly or indirectly
seek or receive compensation from Trial Subjects
or third-party payers for any material, treatment or
service that is required by the Protocol and
provided or paid by Sponsor or its designee,
including, but not limited to, Sponsor Drug,
Comparator Drug, Trial Subject screening,
infusions, physician and nurse services, diagnostic
tests, and Sponsor Drug and/or Comparator Drug
administration. Once the designated payees have
been paid for the performance of the Trial, neither
CRO nor Sponsor shall have any further obligation
or liability whatsoever to pay Principal Investigator
or Institution. Nothing contained in this Agreement
shall be construed in any manner as an obligation
or inducement for Institution to recommend that
any person or entity purchase Sponsor's products or
those of any entity affiliated with Sponsor.

45 Uhrady za piipravek zadavatele nebo
srovnavaci pfipravek. Zdravotnické zafizeni ani
hlavni zkouSejici nebude subjektu klinického
hodnoceni nebo platci tfeti strany uctovat
ptipravek zadavatele nebo srovnavaci pripravek
ani jiné sluzby hrazené zadavatelem nebo jeho
povétenou osobou podle této smlouvy.

5. Finanéni ujednani. Odména za sluzby
poskytované podle této smlouvy bude vyplacena v
souladu s ptilohou B (Platebni podminky) a
ptilohou C (Tabulka finanénich ujednani).
Vyslovné se rozumi, Ze tato odmeéna se vztahuje na
veskeré prevody prav a licenci podle bodu 15 této
smlouvy. VSechny strany berou na védomi, Ze s
jejich nejlepsim védomim ¢astky uvedené v priloze
C (i) predstavuji spravedlivou trzni hodnotu sluzeb
zajistovanych zdravotnickym zafizenim a hlavnim
zkousSejicim za provadéni klinického hodnoceni a
(i) nebyly stanoveny zpusobem, ktery bere v
uvahu jakoukoli jinou podnikatelskou ¢innost jinak
vzniklou mezi zadavatelem a zdravotnickym
zafizenim. VeSkeré Castky jsou uvedeny véetné
vSech pfimych, nepfimych, reZijnich a jinych
nakladi, vCetné poplatkti za laboratorni a jiné
dopliikkové sluzby, a zlstanou po dobu trvani
klinického hodnoceni beze zmény, nebude-li
pisemné mezi stranami dohodnuto jinak.
Zdravotnické zafizeni ani hlavni zkouSejici
nebudou pfimo ¢i nepfimo usilovat o odménu ani
odménu neobdrzi od subjektd klinického
hodnoceni nebo platct tietich stran za jakykoli
materidl, 1ébu ¢i sluzbu, které vyzaduje protokol a
které poskytuje nebo hradi zadavatel nebo jeho
poveéfena osoba, mimo jiné vcetné piipravku
zadavatele, srovnavaciho pfipravku, screeningu
subjektu klinického hodnoceni, infuzi, sluzeb
lékate a zdravotni sestry, diagnostickych testd a
podani ptipravku zadavatele a/nebo srovnavaciho
ptipravku. Jakmile bude uréenym piijemcim
plateb  proplaceno  provadéni  klinického
hodnoceni, nebudou mit CRO ani zadavatel Zadnou
dal§i povinnost ¢i zavazek provadét uhrady
hlavnimu zkouSejicimu nebo zdravotnickému
zafizeni. Nic z toho, co je obsazeno v této smlouve,
nemize byt vyklddano zplsobem, ktery
naznacoval  zavazek nebo pobidku  pro
zdravotnické zatizeni, aby doporucovalo jakékoliv
osob¢ nebo subjektu ndkup piipravkt zadavatele

nebo ptipravki kteréhokoliv subjektu
ptidruzeného k zadavateli.
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6. Trial Subject Enrollment. Institution and
Principal Investigator have agreed to enroll 10
Trial Subjects in the Trial in accordance with the
Protocol and in accordance with IEC and/or RA
approval and any timelines specified in Attachment
E (Timelines). Sponsor may (i) discontinue Trial
Subject enrollment by written notice to Institution
or Principal Investigator, or (ii) with the agreement
of Institution or Principal Investigator increase the
number of subjects to be recruited.

7. Informed Consent. Principal Investigator shall
ensure that the ICF approved by Sponsor, IEC
and/or RA is signed on behalf of each Trial Subject
before the first Trial related procedure starts for the
Trial Subject. Only patient information sheets and
ICF approved by Sponsor and IEC and/or RA may
be used in the Trial. Principal Investigator shall
provide detailed explanation of the Trial as
approved by the IEC to the Trial Subjects.

8. Adverse Events and ICH GCP Breaches.

6. Nabor subjektd klinického hodnoceni.
Zdravotnické zatizeni a hlavni zkousejici souhlasi
s tim, Ze provedou nabor 10 subjektti klinického
hodnoceni do klinického hodnoceni v souladu s
protokolem a v souladu se souhlasem NEK a/nebo
KU a s ¢asovou osou uvedenou v ptiloze E (Casova
osa). Zadavatel mize (i) ukoncit nabor subjekt do
klinického hodnoceni pisemnym oznamenim

zdravotnickému zafizeni nebo hlavnimu
zkousejicimu, nebo  (ii)) se  souhlasem
zdravotnického zafizeni nebo hlavniho

zkousejicitho zvysit pocet subjektl, které budou
registrovany.

7. Informovany souhlas. Hlavni zkousejici zajisti,
aby byl ICF schvaleny zadavatelem, NEK a/nebo
KU podepsan jménem kazdého subjektu
klinického hodnoceni dfive, nez bude u subjektu
klinického hodnoceni zahajen prvni postup
souvisejici s klinickym hodnocenim. V klinickém
hodnoceni mohou byt pouzivany pouze informace
pro pacienta a ICF schvalené zadavatelem a NEK
a/nebo KU. Hlavni zkousejici podrobn& objasni
klinické hodnoceni schvalené NEK subjektim
klinického hodnoceni.

8. Nezadouci piithody a poruSeni ICH SKP.

Institution and Principal Investigator will report
adverse events experienced by Trial Subjects at any
time in accordance with instructions in the Protocol
and Applicable Law. Institution and Principal
Investigator shall promptly after becoming aware
of any potential Serious Breach (hereinafter
defined) of ICH GCP or the Protocol inform
Sponsor's trial manager, and in no event later than
twenty-four (24) hours after becoming aware of the
potential Serious Breach. A “Serious Breach” is
defined as a breach likely to affect to a significant
degree the safety and rights of a subject or the
reliability and robustness of the data generated in
the Trial.

9. Records. Institution and Principal Investigator
shall ensure that complete, adequate and accurate
records of the status and progress of the Trial, all
Trial patient information and all other data and
information related to the Trial, including but not
limited to case report forms, informed consent
forms and any documents deemed essential
documents as defined in ICH GCP section 8 and in
the applicable national regulations, are maintained.

Zdravotnické zafizeni a hlavni zkousSejici kdykoli
oznami nezadouci pfihody zjisténé u subjektt
Klinického hodnoceni v souladu s pokyny
v protokolu a platnymi zdkony. Zdravotnické
zafizeni a hlavni zkouSejici informuji ihned poté,
co se dozvi o mozném =zavazném poruseni
(definovaném nize) ICH SKP nebo protokolu,
vedouciho klinického hodnoceni zadavatele,
pfitom to ale nebude pozdéji nez dvacet Ctyti (24)
hodin poté, co se dozvi o mozném zavazném
poruseni. Za ,zavazné poruSeni se povazuje
poruseni, které =ziejm¢é¢ vyznamné ovlivni
bezpecnost a prava subjektti nebo spolehlivost a
silu udajii vytvotenych v klinickém hodnoceni.

9. Ziznamy. Zdravotnické zafizeni a hlavni
zkousejici zajisti uchovavani uplnych,
pfiméfenych a pfesnych zdznamt o stavu a vyvoji
klinického hodnoceni, vSechny udaje pacientl v
klinickém hodnoceni a veSkera dalsi data a
informace tykajici se klinického hodnoceni, mimo
jiné vcetn€é zaznamy subjekti  hodnoceni,
formuldfe informovaného souhlasu a veSkeré
dokumenty, povazované za zdsadni dokumenty
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Source data must be attributable, legible,
contemporaneous, original, accurate and complete.
Changes to source data must be traceable, must not
obscure the original entry and must be explained if
necessary (e.g. via an audit trail). Institution and
Principal Investigator shall implement procedures
to ensure the integrity of the trial-related duties and
functions performed and any data generated under
the Trial. Principal Investigator shall ensure that
completed case report forms shall be entered into
the eCRF system provided by CRO or Sponsor
within a reasonable time period and in accordance
with the Protocol.

10. Personal Data Protection and Privacy. The
Parties recognize a common goal of securing all
Personal Data (hereinafter defined) and holding
such information in confidence and protecting it
from unauthorized disclosure. The Parties
represent and warrant that they will comply with
the provisions of Applicable Law relating to the
confidentiality, privacy and security of such
Personal Data. The Parties undertake to cooperate
in good faith to address any issue relating to the
processing of Personal Data and to ensure
compliance under Applicable Law.

“Personal Data” is defined as any information
relating to an identified or identifiable natural
person as further defined in the applicable data
protection laws.

10.1 Authorization to Use and Disclose Health

podle definice bodu 8 v ICH SKP a platnych
narodnich ptedpisti. Zdrojové udaje musi byt
pritaditelné, Citelné, soucasné, ptivodni, presné a
uplné. Zmény zdrojovych idaji musi byt mozné
vysledovat, nesmi zakryvat plvodni zapis a v
piipadé potieby je musi byt nutné objasnit (napt. v
auditnim zdznamu). Zdravotnické zatizeni a hlavni
zkousejici zavedou postupy, které budou zajistovat
integritu povinnosti souvisejicich s klinickym
hodnoceni a provadénych funkei a veSkerych udaji
vytvorenych v klinickém hodnoceni. Hlavni
zkousSejici zajisti, ze vypInéné zaznamy subjektl
hodnoceni budou zapsany do systému eCRF, ktery
poskytne CRO nebo zadavatel v pfiméfené Thuté a
v souladu s protokolem.

10. Ochrana osobnich udaji a soukromi. Strany
uznavaji spole¢ny cil zabezpecit v§echny osobni
udaje (definované nize), zachovavat ml¢enlivost
0 nich a chranit je pted neopravnénym ptredanim.
Smluvni strany prohlasuji a zarucuji, ze budou
dodrzovat ustanoveni platnych zakonl tykajicich
se mléenlivosti, ochrany soukromi a zabezpeceni
takovych osobnich udaji. Smluvni strany se
zavazuji ke spolupraci v dobré vite, pokud bude
tteba vyreSit jakékoli problémy tykajici se
zpracovani osobnich udaji a zajistit dodrzovani
platnych zakont.

,Osobni udaje” jsou definovany jako veskeré
informace tykajici se identifikované nebo
identifikovatelné fyzické osoby, ktera je blize
vymezena v platnych zakonech o ochran€ osobnich
udajt.

10.1 Opravnéni pouzivat a zpfistupfiovat zdravotni

Information of Trial Subjects. Institution and
Principal Investigator shall provide an appropriate
privacy notice to each Trial Subject and obtain a
written privacy authorization from each Trial
Subject, complying with Applicable Law, which
will enable Institution and Principal Investigator to
provide Sponsor and other persons and entities
designated by Sponsor, which may be located in a
jurisdiction other than where the Trial Subject is
located, access to completed case report forms
(“CRFs™), source documents and all other
information required by the Protocol. If such an
authorization is separate from the ICF, Institution
and Principal Investigator will only use the
authorization that is approved by Sponsor, IEC
and/or RA (if applicable).

informace _ subjektd  klinického  hodnoceni.
Zdravotnické zafizeni a hlavni zkousSejici bude
odpovidajicim  zpisobem informovat kazdy
subjekt hodnoceni a ziska pisemny souhlas se
zpracovanim osobnich udaji od kazdého subjektu
klinického hodnoceni, ktery bude spliiovat
podminky  platnych  zdkoni a  umozni
zdravotnickému zatizeni a hlavnimu zkousSejicimu
poskytnout zadavateli a jinym osobam a subjektim
stanovenym zadavatelem, které se mohou nachazet
v jiné soudni ptisobnosti, nez je subjekt klinického
hodnoceni, pfistup k vyplnénym zdznamim
subjekti  hodnoceni ( ,,CRF*), zdrojové
dokumentaci a veSkerym dal$im informacim
vyzadovanym protokolem. Pokud je tento souhlas
nezavisly na ICF, zdravotnické zatizeni a hlavni
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10.2 Subject to arrangements set out in the ICF
signed by each Trial Subject, Personal Data of the
Trial Subject shall not be disclosed to Sponsor or
CRO save where this is permitted by applicable
data protection laws and necessary to satisfy the
requirements of the Protocol or in relation to a
claim or proceeding brought by a Trial Subject in
connection with the Trial. Any disclosure of
Personal Data related to Trial Subject shall comply
with applicable data protection laws.

10.3 In respect of the processing of Personal Data
related to the Trial Subjects, Institution and
Sponsor are both considered independent
controllers of Personal Data in their own right,
considering the level of independence, professional
expertise and responsibilities involved in the Trial;
and CRO is considered as a data processor subject
to a separate data processing agreement between
Sponsor and CRO. As used in this Agreement,
‘controller' and 'processor' shall have the meanings
given to them in GDPR.

10.4 Institution shall notify Sponsor immediately
in writing (but in no event later than two (2) days
from the date in which he/she is aware of it) of any
data security breach (as defined in the applicable
data protection laws).

10.5 Personal Data of Principal Investigator and
the Research Staff.

a. Prior to and during the course of the Trial,
Sponsor may collect and process Personal Data
relating to Principal Investigator and the Research
Staff in accordance with applicable data protection
laws and as further set out in the privacy clauses
included in Attachments F (Information Sheet) and
G (Information Sheet).

b. Principal Investigator will hereby sign
Attachment F. Institution agrees to comply with
the duty to inform the Research Staff of Sponsor’s
receipt of their Personal Data by providing them
with a copy of the information sheet set out in

zkouSejici pouziji vyhradn¢ souhlas, ktery schvali
zadavatel, NEK a/nebo KU (dle situace).

10.2 Na zaklad¢ ujednani ve formulati ICF
podepsaném  kazdym subjektem  klinického
hodnoceni osobni udaje subjektli klinického
hodnoceni nebudou piedany zadavateli ani CRO, s
vyjimkou situaci, kdy je to povoleno platnymi
zakony o ochran¢ osobnich udaji a nezbytné k
naplnéni pozadavkl protokolu nebo v souvislosti s
narokem nebo fizenim vyvolanym subjektem
klinického hodnoceni v souvislosti s klinickym
hodnocenim. Veskeré zptistupnéni osobnich udaji
subjektu klinického hodnoceni bude provadéno v
souladu s platnymi zakony o ochrané¢ osobnich
udaju.

10.3 S ohledem na zpracovani osobnich tdaju
subjektd  klinického hodnoceni zdravotnické
zafizeni a zadavatel jsou povazovani za nezavislé
spravce osobnich udaju, dle svého rozhodnuti, po
zvazeni miry nezavislosti, odbornosti a povinnosti
v klinickém hodnoceni; a CRO se povazuje za
zpracovatele idaji na zakladé samostatné smlouvy
0 zpracovani udaji mezi zadavatelem a CRO.
Vyrazy ,,spravce’ a ,,zpracovatel” pouzivané v této
smlouvé maji vyznam definovany v nafizeni
GDPR.

10.4. Zdravotnické zatizeni bude zadavatele ihned
pisemn¢ informovat (ale ne pozd¢&ji nez dva [2] dny
od data zjisténi ptipadu) o veskerych poruSeni v
zabezpeCeni udaju (definovanych v platnych
zakonech o ochrané osobnich udajt).

10.5. Osobni udaje hlavniho zkouS$ejiciho a
vyzkumného personalu.

a. Pfed zahdjenim klinického hodnoceni a v jeho
pribéhu mize zadavatelem shromazdovat a
zpracovavat osobni udaje tykajici se hlavniho
zkousejiciho a vyzkumného personalu v souladu s
platnymi zakony o ochran¢ osobnich udajt a jak je
nize wuvedeno v ujednanich o soukromi
zaClenénych do piilohy F (Informace) a G
(Informace).

b. Hlavni zkousejici timto podepiSe pfilohu F.
Zdravotnické zatizeni se zavazuje splnit povinnost
informovat vyzkumny personal o pfijeti jejich
osobnich udaji ze strany zadavatele, a to tak, ze jim
ptredlozi kopii informaci uvedenych v ptiloze G a
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Attachment G and ensuring a copy of the signed
Attachment G will be provided to Sponsor within
fifteen (15) days after the Effective Date of this
Agreement. Institution and Sponsor will be
independent data controllers as regards the
Personal Data of Principal Investigator and
Research Staff.

10.6 Personal Data of signatories and

administrative employees of the Parties (other than

zajisti, ze kopie podepsané piilohy G bude
predlozena zadavateli ve Thiuté patnacti (15) dni od
data ucinnosti této smlouvy. Zdravotnické zatizeni
a zadavatel budou nezavislymi spravci udaji s
ohledem na osobni udaje hlavniho zkousejiciho a
vyzkumny personal.

10.6 Osobni udaje signataiu a administrativnich
pracovniku smluvnich stran (s vyjimkou hlavniho

Principal Investigator and Research Staff).

a. The Personal Data of the signatories of
Institution and CRO included in this Agreement
and the Personal Data of the administrative
employees of Institution (other than Principal
Investigator and Research Staff) and CRO
necessary in order to develop this Agreement will
be processed by Sponsor with the purpose of
signing and performing the present Agreement and
based on the need to perform the contract.

b. Such Personal Data may be shared with (i)
Sponsor’s data processors, which can be affiliates
and other companies belonging to its group of
companies, as well as third party suppliers and
service providers, with (ii) other data controllers
that belong to its group of companies and with (iii)
other third parties in order to comply with any
subpoena, court order or other legal process or
obligation, to comply with a request from ethics
committees, foreign national health authorities,
regulators, governmental request or any other
legally enforceable demand. In all these cases, the
third parties may be located in countries outside the
European Economic Area (“EEA”) that may not be
considered as providing an adequate level of
protection of Personal Data; in these cases,
Sponsor will rely on appropriate safeguards such as
Privacy Shield for the case of companies located in
USA, binding corporate rules/standard contract
clauses or on the need to perform the contract with
Institution and/or CRO. More information to this
respect can be requested by writing to the addresses
indicated in the heading of this Agreement.

c. Sponsor will inform the signatories and
administrative employees of Institution and CRO
that their Personal Data will be stored for a
maximum period of twenty-five (25) years after the
Trial is finished, and that they may write to the

zkou$ejiciho a vyzkumného personélu).

a. Osobni udaje signatait zdravotnického zafizeni
a CRO uvedené v této smlouvé a osobni tdaje
administrativnich ~ pracovnikd  zdravotnického
zatizeni (s vyjimkou hlavniho zkousSejiciho a
vyzkumného persondlu) a CRO, které jsou
nezbytné k vytvofeni této smlouvy, budou
zpracovany zadavatelem pro ucely podepsani a
realizace stavajici smlouvy a na zakladé potieby
realizovat smlouvu.

b. Tyto osobni udaje mohou byt piedany (i)
spravcim Udaji zadavatele, coz mohou byt
piidruzené spole¢nosti a jiné spole¢nosti nalezejici
do jeho skupiny spole¢nosti, ale i dodavatelé tieti
strany a poskytovatelé sluzeb, (ii) jinymi spravci
udaju, kteti patii do jeho skupiny spole¢nosti, a (iii)
jinymi téetimi stranami, pro ucely splnéni obsilky,
soudniho pifikazu nebo jiného zakonného postupu
nebo zavazku, vyplnéni zadosti od etické komise,
cizich narodnich zdravotnich uradd, kontrolnich
organt, vladnich Zadosti nebo jinych zakonem
vynutitelnych pozadavkid. Ve vSech téchto
ptipadech se mohou tfeti strany nachizet mimo
Evropsky hospodaisky prostor ( ,,EHP*), kde se
nemusi poskytovat odpovidajici urovenn ochrany
osobnich udaji; v takovych pfipadech bude
zadavatel spoléhat na pfislusné zaruky, naptiklad
Stit soukromi v piipadé spole¢nosti se sidlem v
USA, zéavazna korporatni pravidla / standardni
smluvni dolozky nebo na potiebu provadet
smlouvu se zdravotnickym zatizenim a/nebo CRO.
O dalsi informace k tomuto bodu lze pozadat
pisemné na adresach uvedenych v hlavicce této
smlouvy.

c. Zadavatel bude informovat signatiie a
administrativni ~ pracovniky  zdravotnického
zatizeni a CRO o tom, ze jejich osobni tdaje budou
uchovavany nejvySe dvacet pét (25) let po
dokonceni klinického hodnoceni a Ze mohou
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address indicated in the heading of this Agreement
in order to exercise his/her rights of access,
rectification, erasure, restriction of processing and
objection at any time. If the signatories or
administrative employees of Institution and CRO
require more information on the processing of their
Personal Data, they may write to the addresses
indicated in the heading of this Agreement. The
Data Protection Officer of Sponsor can be
contacted by sending an email to
dpo.alk@bechbruun.com. In case the signatories or
administrative employees of Institution or CRO
consider that data protection regulations have been
breached in the context of this processing activity,
they will be able to make a complaint within a Data
Protection Authority; a list on EU’s data protection
authorities can be found herein:
https://ec.europa.eu/justice/article-
29/structure/data-protection-
authorities/index_en.htm.

d. Institution and CRO will inform the signatories
and their administrative employees that their data
will be shared with Sponsor and encourage them to
visit the Sponsor Privacy Notice
(https://www.alk.net/terms-and-
conditions/privacy-notice) for more details on how
the Sponsor processes Personal Data and the
specific rights of data subjects.

e. Institution and the Principal Investigator shall
process personal data relating to Sponsor’s and/or
CRO’s employees/contractors only to the extent,
and in such a manner as is necessary for the
purposes of this Agreement. The Institution and the
Principal Investigator shall not transfer Personal
Data relating to Sponsor’s and/or CRO’s
employees/contractors to a third party without the
prior written consent of Sponsor or CRO, as
applicable.

11. Financial Disclosure. Principal Investigator
agrees on the request of Sponsor or CRO on behalf
of Sponsor to provide all information to Sponsor or
CRO necessary to comply with any disclosure
requirements mandated by any competent health
authority (including, if applicable, the US FDA),
including any information required to be disclosed
in connection with any financial relationship
between Sponsor and its affiliates and respective
agents and Principal Investigator and any sub-

napsat na adresu uvedenou v hlavicce této
smlouvy, aby kdykoli uplatnili své pravo na
pfistup, opravu, vymaz, omezeni zpracovani a
namitku. Pokud signatafi nebo administrativni
pracovnici zdravotnického zatizeni a CRO budou
vyzadovat podrobnéjsi informace o zpracovani
jejich osobnich udaji, mohou napsat na adresy
uvedené v hlavicce této smlouvy. Povéfence pro
ochranu osobnich udaji zadavatele muZete
kontaktovat e-mailem na
dpo.alk@bechbruun.com. V piipadé, Ze signatafi
nebo administrativni pracovnici zdravotnického
zafizeni nebo CRO se budou domnivat, Ze natizeni
o ochran¢ osobnich udaji byla porusena v ramci
tohoto zpracovani, budou moci vznést stiznost k
ufadu pro ochranu osobnich daji; seznam tradd
pro ochranu osobnich udaji v EU naleznete zde:
https://ec.europa.eu/justice/article-
29/structure/data-protection-
authorities/index_en.htm.

d. Zdravotnické zafizeni a CRO budou informovat
signatafe a jejich administrativni pracovniky o tom,
ze jejich udaje budou predany zadavateli, a vyzvou
je k nahlédnuti do oznameni o ochrané osobnich
udaju zadavatele (https://www.alk.net/terms-and-
conditions/privacy-notice), kde naleznou
podrobnosti o tom, jak zadavatel zpracovava
osobni udaje a o konkrétnich pravech subjektt
udaju.

e. Zdravotnické zatizeni a hlavni zkousejici budou
zpracovavat  osobni  udaje  tykajici  se
zaméstnancti/dodavateli zadavatele a/nebo CRO
pouze v rozsahu a zpisobem, které jsou nezbytné
pro ucely této smlouvy. Zdravotnické zatizeni a
hlavni zkouSejici nepfedaji osobni udaje tykajici se
zaméstnancti/dodavateli zadavatele a/nebo CRO
zadné treti strané bez predchoziho pisemného
souhlasu CRO, bude-1i to relevantni.

11. Zvefejnéni financnich informaci. Hlavni
zkousejici souhlasi s pozadavkem zadavatele nebo
CRO jménem zadavatele o poskytnuti vSech
informaci zadavateli nebo CRO, pokud budou
nezbytné k naplnéni pozadavkll na zvefejnéni
finan¢nich informaci na piikaz jakéhokoli
kvalifikovaného zdravotniho ufadu (mimo jiné
vcetné amerického uradu FDA), vcetné veskerych
informaci, jejichz zvefejnéni se vyzaduje Vv
souvislosti s financnim vztahem mezi zadavatelem
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investigator involved in the Trial and between any
other agent or employee of Principal Investigator
and Sponsor. This disclosure requirement may
require disclosure of information involving
immediate family members of those involved in the
Trial.

12. Confidential Information. During the course of
the Trial, Institution and Principal Investigator may
receive or generate information that is confidential
to Sponsor or a Sponsor affiliate.

12.1 Definition. Except as specified below,
confidential information (“Confidential
Information”) includes all information, data or
materials provided by Sponsor or CRO, or
generated by Institution or Principal Investigator
under this Agreement, Arising Intellectual
Property (hereinafter defined) and all data
collected during the Trial, including without
limitation protocols, investigator's brochure, any
Trial supplies, results, CRFs, reports, technical and
economic information, the existence or terms of
this or other Trial agreements with the Sponsor or
CRO, commercialization and Trial strategies, trade
secrets and know-how disclosed by Sponsor to
Institution or Principal Investigator directly or
indirectly, whether in writing, electronic, oral or
visual transmission, or which is developed under
this Agreement.

12.2 Exclusions. Confidential Information does not
include information that is in the public domain
prior to disclosure by Sponsor or CRO; becomes
part of the public domain during the term of this
confidentiality obligation by any means other than
breach of this Agreement by Institution or Principal
Investigator; is already known to Institution or
Principal Investigator at the time of disclosure and
is free of any obligations of confidentiality; or is
obtained by Institution or Principal Investigator,
free of any obligations of confidentiality from a
third party who has a lawful right to disclose it.

a jeho ptidruzenymi spole¢nostmi a piislusnymi
zastupci a hlavnim zkouSejicim a veSkerymi
spoluzkousejicimi podilejicimi se na klinickém
hodnoceni a mezi dalsimi zastupci nebo
zameéstnanci hlavniho zkousSejiciho a zadavatele.
Tyto pozadavky na zvefejnéni financnich
informaci mohou vyZzadovat zvetejnéni informaci,
které se tykaji nejblizSich rodinnych c¢lend osob,
které jsou zapojeny do klinického hodnoceni.

12. Duvérné informace. Béhem provadéni
klinického hodnoceni mohou zdravotnické zatfizeni
a hlavni zkouSejici ziskat ¢i vytvofit informace,
které jsou divérnymi informacemi zadavatele nebo
jeho ptidruzené spolecnosti.

12.1 Vymezeni pojmi. Kromé toho, co je uvedeno
nize, zahrnuji davérné informace (dale jen
,divérné informace®) veSkeré informace, udaje
nebo materidly poskytnuté zadavatelem a/nebo
CRO, nebo vyvinuté zdravotnickym zatizenim
nebo hlavnim zkou$ejicim v ramci této smlouvy,
vznikajici dusevni vlastnictvi (definované nize) a
veSkeré tudaje shromazdéné béhem klinického
hodnoceni, mimo jiné v¢etné protokold, souboru
informaci pro zkousejiciho, materialu pro klinické
hodnoceni, vysledkti, formulafi CRF, zprav,
technickych a ekonomickych informaci, existence
¢i podminek této smlouvy ¢i jinych smluv
0 klinickém hodnoceni se zadavatelem nebo CRO,
strategie komercializace a strategie klinického
hodnoceni, obchodnich tajemstvi a know-how
sdélenych zadavatelem zdravotnickému zatizeni
nebo hlavnimu zkousejicimu pfimo ¢i neptimo, at’
jiz pisemné, elektronicky, ustné ¢i vizudlnim
ptedanim, nebo téch, které jsou vyvinuty podle této
smlouvy.

12.2 Vyjimky. Duvérné informace nezahrnuji
informace, které jsou vefejn¢ dostupné pied jejich
sdélenim zadavatelem ¢i CRO; stanou se soucasti
vetejné¢ dostupnych informaci béhem doby
platnosti tohoto zdvazku davéernosti jakymkoliv
jinym zptsobem, nez je poruSeni této smlouvy
zdravotnickym zafizenim ¢i hlavnim zkousSejicim;
jiz jsou zndmy zdravotnickému zafizeni i
hlavnimu zkousejicimu v dobé jejich sdé€leni a jsou
prosty jakychkoli zavazki didvérnosti nebo jsou
ziskany zdravotnickym zafizenim ¢i hlavnim
zkousejicim a prosty jakychkoli zavazkl
duveérnosti vuci treti stran€, ktera ma zakonné
pravo je sdélovat.

PI: | Institution: Oblastni nemocnice Kolin a.s. | ALK-Abell A/S | MT-18

Hlavni zkousSejici:

| Zdravotnické zafizeni: Oblastni nemocnice Kolin | ALK-Abello A/S | MT-18

Doc Name: Global Tripartite CTA (CRO) | Doc Final: 3.November 2020
Nazev dokumentu: Celosvetova trojstranna smlouva o klinickém hodnoceni (CRO) | Zavéreéna verze dokumentu:

3.listopadu 2020

13/51




Confidential | Duvérné

12.3 Obligations of Confidentiality. Unless
Sponsor provides prior written consent, Institution
and Principal Investigator shall maintain in strict
confidence all Confidential Information and may
not use Confidential Information for any purpose
other than that authorized in this Agreement, nor
may Institution or Principal Investigator disclose
Confidential Information to any third party except
as authorized in this Agreement or as required by
Applicable Law. Institution may solely disclose
Confidential Information, as authorised hereunder,
to officers, directors and employees of Institution
involved in the Trial, including Principal
Investigator and the Research Staff, hospital
authorities and independent ethics
committees/institutional review boards on a need-
to-know basis and only if the aforementioned
parties are bound or obligated by provisions of
confidentiality no less strict than imposed upon
Institution under this Agreement. Institution shall
be liable for any breach of this Agreement by any
of its officers, directors, employees, including
Principal Investigator and the Research Staff.

12.4 Disclosure Required by Law. If disclosure of
Confidential Information beyond that expressly
authorized in this Agreement is required by
Applicable Law, that disclosure does not constitute
a breach of this Agreement so long as Institution
and Principal Investigator notify Sponsor in
writing as far as possible in advance of the
disclosure so as to allow Sponsor to take legal
action to protect its Confidential Information,
discloses only that Confidential Information
required to comply with the legal requirement, and
continues to maintain the confidentiality of this
Confidential Information with respect to all other
third parties.

12.5 Survival of Obligations. For Confidential
Information other than Trial Data (hereinafter
defined) and Biological Samples (hereinafter
defined) analysis data, these obligations of nonuse
and nondisclosure survive termination of this
Agreement and continue for a period of fifteen (15)
years after termination. Permitted uses and
disclosures of Trial Data are described in
Section 16 (Publications) of this Agreement.

12.3 Zavazek zachovani mléenlivosti. Jestlize
neposkytne zadavatel predchozi pisemny souhlas,
zdravotnické zafizeni a hlavni zkousejici budou
uchovavat veskeré diveérné informace jako prisné
divérné a nesmi pouzit diuvérné informace k
jakémukoli jinému ucelu, nez k némuz jsou touto
smlouvou opravnéni, ani je nesmi sdélit jakékoli
tfeti strané s vyjimkou toho, jak jsou touto
smlouvou opravnéni, ¢i jak je vyZzadovano platnym
zakonem. Zdravotnické zafizeni mize pouze
pfedavat duvérné informace, jak je k tomu
opravnéno touto smlouvou, zastupctiim, vedoucim
pracovnikim a zaméstnancim zdravotnického
zafizeni podilejicim se na klinickém hodnoceni,
véetné hlavniho zkousejictho a vyzkumného
personalu, organi nemocnice a nezavislé etické
komise / institucionalni revizni komise pouze v
pfipadé nutnosti a pouze pokud vySe uvedené
strany budou vazany nebo pro n¢ budou povinné
platit ustanoveni o mléenlivosti, ktera nebudou
mén¢ piisnd nez ustanoveni, ktera se vztahuji na
zdravotnické zafizeni podle této smlouvy.
Zdravotnické zatizeni bude odpovidat za veSkera
poruseni této smlouvy ze strany svych zastupci,
vedoucich pracovnikdi, zaméstnanci, vcetné
hlavniho zkousejiciho a vyzkumného personalu.

12.4 Ptedani informaci vyzadované ze zékona.
Jestlize platny zakon vyzaduje sdéleni divérnych
informaci nad ramec vyslovného povoleni touto
smlouvou, nezaklada takové sdéleni skutkovou
podstatu  poruSeni této  smlouvy, pokud
zdravotnické zafizeni a hlavni zkousejici pisemné
pfedem informuji o sdéleni zadavatele co mozna
nejdiive, aby toto umoznilo zadavateli podniknout
pravni kroky scilem ochrénit jeho davérné
informace, sdé€li pouze ty diivérné informace, které
jsou pozadovany, aby bylo vyhovéno zakonnému
pozadavku, a dale budou zachovéavat divérnost
téchto divérnych informaci ve vztahu ke vSem
dal§im tfetim stranam.

12.5 Pietrvani zavazkd. U davérnych informaci,
kromé dat z klinického hodnoceni (definovanych
nize) a dat z analyzy biologickych vzorki
(definovanych nize), pretrvaji zavazky nepouziti a
zachovani mlcenlivosti i po ukonceni této smlouvy
a budou platné po dobu patnacti (15) let od jejiho
ukonCeni. Povolené pouziti a predani udaji
klinického hodnoceni je popsano v bodu 16 této
smlouvy (Publikovani).
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12.6 Return of Confidential Information. If
requested by Sponsor or CRO in writing,
Institution and Principal Investigator will return all
Confidential Information, at Sponsor’s expense,
except that required to be retained at the Institution
by Applicable Law. However, Institution and
Principal Investigator may retain a single archival
copy of the Confidential Information for the sole
purpose of determining the scope of obligations
incurred under this Agreement.

13. Trial Data, Biological Samples, and Records.

13.1 Trial Data. During the course of the Trial,
Institution and Principal Investigator will collect
and submit certain data to Sponsor or its agent, as
specified in the Protocol. This includes CRFs (or
their equivalent) or electronic data records, as well
as any other documents or materials created for the
Trial and required to be submitted to Sponsor or its
agent, such as X-ray, magnetic resonance imaging
(“MRI”), or other types of medical images,
electrocardiogram (“ECG”),
electroencephalography (“EEG”), or other types of
tracings or printouts, or data summaries
(collectively “Trial Data”). Institution and
Principal Investigator will ensure accurate and
timely collection, recording, and submission of
Trial Data.

a. Ownership of Trial Data. Subject to Institution’s
and/or Principal Investigator’s right to publish any
Trial Data and the non-exclusive license that
permits certain uses, Sponsor is the exclusive
owner of all Trial Data.

b. Non-Exclusive License. Sponsor grants
Institution and Principal Investigator a royalty free
non-exclusive license, with no right to sublicense,
to use Trial Data for internal non-commercial
research or educational purposes.

c. Medical Records. Medical records relating to
Trial Subjects that are not submitted to Sponsor
may include some of the same information as is

12.6 Vraceni davérnych informaci. Pokud to bude
pisemné vyzadovat zadavatel nebo CRO, vrati
zdravotnické zafizeni a hlavni zkouSejici veskeré
divérné informace, na naklady zadavatele, s
vyjimkou téch, které museji byt uchovavany ve
zdravotnickém zatizeni podle platnych zakont.
Nicméné zdravotnické zatizeni a hlavni zkousejici
si mohou ponechat jednu archivni kopii diveérnych
informaci vyluéné pro ucel stanoveni rozsahu
zavazku vzniklych podle této smlouvy.

13. Udaje z klinického hodnoceni, biologické
vzorky a zdznamy.

13.1 Udaje z klinického hodnoceni. V priib&hu
klinického hodnoceni budou zdravotnické zafizeni
a hlavni zkouSejici shromazd’ovat a predkladat
zadavateli nebo jeho zastupci urcité udaje tak, jak
je uvedeno v protokolu. Patii sem formulafe CRF
(nebo jejich obdoba) nebo elektronické zaznamy
udaji, ale i veSkeré dalsi dokumenty nebo
materialy vytvorené v ramci klinického hodnoceni,
které je nutné predat zadavateli nebo jeho zastupci,
napi. RTG snimky, snimky pofizené magnetickou
rezonanci ( ,,MR®), pfip. jiné druhy lékatskych
snimkt,  elektrokardiogramy ( ,EKG%),
elektroencefalogramy ( ,,EEG*) nebo jiné druhy
zaznami ¢i vytiski nebo datovych souhrnt
(souhrnné¢ dale jen ,uUdaje 2z klinického
hodnoceni®). Zdravotnické =zafizeni a hlavni
zkousejici zajisti pfesné a v€asné shromdzdéni,
zaznamenani a predlozeni udaji z klinického
hodnoceni.

a. Vlastnictvi udaji z klinického hodnoceni.
Krom¢ prava zdravotnického =zafizeni a/nebo
hlavniho zkouSejictho na zvefejnéni 1udaji
klinického hodnoceni a nevylu¢né licence, ktera
umoziuje urcité zplsoby pouziti, je vyluénym
majitelem 1daji klinického hodnoceni zadavatel.

b. Nevyluéna licence. Zadavatel udéluje
zdravotnickému zatizeni a hlavnimu zkousSejicimu
nevylu¢nou licenci bez autorskych poplatkl, bez
prava na sublicencovani, k pouzivani udaji z
klinického hodnoceni pro interni nekomer¢ni
vyzkum nebo vzdélavaci ucely.

C. Zdravotni zaznamy. Zdravotni zaznamy tykajici
se subjektii klinického hodnoceni, které¢ nebyly
predlozeny zadavateli, mohou obsahovat n€které
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included in Trial Data; however, Sponsor makes no
claim of ownership to those documents or the
information they contain.

13.2 Biological Samples. If so specified in the
Protocol, Institution and Principal Investigator may
collect and provide to Sponsor or its designee
Biological Samples from Trial  Subjects
(“Biological Samples™).

a. Use. Institution and Principal Investigator will
not use Biological Samples collected under the
Protocol in any manner or for any purpose other
than that described in the Protocol or the ICF.

b. Sample Data. Sponsor or its designees will test
Biological Samples as described in the Protocol.
Unless otherwise specified in the Protocol, Sponsor
will not provide the results of such tests (“Sample
Data”) to the Institution or Principal Investigator
or Trial Subject. Sample Data will be treated as
Trial Data; therefore, if Sponsor provides Sample
Data to the Institution or Principal Investigator,
that data will be subject to the permitted use of
Trial Data as outlined in this Agreement. Sponsor
is entitled to store, handle and process the
Biological Samples in accordance with the
Protocol and the Trial Subject’s consent.

13.3 Records. Institution and Principal Investigator
will retain all records and documents pertaining to
the Trial under storage conditions conducive to
their stability and protection, for the longest of:
(i) twenty five (25) years after termination of the
Trial unless Sponsor authorizes, in writing, earlier
destruction; or (ii) as otherwise required by
Applicable Law. Upon the expiry of the retention
period, Institution shall notify Sponsor, and
Institution and Principal Investigator further agree
to permit Sponsor to ensure that the records are
retained for a longer period if necessary, at
Sponsor’s expense, under an arrangement that
protects the confidentiality of the records (e.g.,
secure off-site storage). During the retention
period, the Institution shall allow for inspections of

stejné informace, které jsou zahrnuty mezi udaji z
klinického hodnoceni; nicméné, =zadavatel si
nevyhrazuje narok na vlastnictvi téchto dokumentti
nebo informaci, které obsahuji.

13.2 Biologické vzorky. Pokud je to uvedeno v
protokolu, zdravotnické zafizeni a hlavni
zkouSejici mohou shromazd’'ovat a predavat
zadavateli nebo jeho povéfené osobé biologické
vzorky  subjekti  klinického hodnoceni (
,,biologické vzorky*).

a. Pouziti. Zdravotnické zafizeni a hlavni
zkousSejici nebudou pouzivat biologické vzorky
odebrané¢ na zakladé protokolu zadnym jinym
zpusobem nebo k zadnému jinému ucelu, nez je
popsano v protokolu nebo formulati ICF.

b. Udaje o vzorcich. Zadavatel nebo jeho uréené
osoby provedou testy biologickych vzorka tak, jak
je popsano v protokolu. Neni-li v protokolu
uvedeno jinak, nebude zadavatel poskytovat
vysledky takovych testd ( ,,idaje o vzorcich™)
zdravotnickému zatizeni, hlavnimu zkouSejicimu,
ani subjektu klinického hodnoceni. S tdaji
0 vzorcich se musi zachazet jako studaji z
klinického hodnoceni; jestlize tedy zadavatel
poskytne zdravotnickému zafizeni nebo hlavnimu
zkous$ejicimu udaje o vzorcich, budou dané tdaje
podléhat ustanovenim pro povolené pouziti udaji z
klinického hodnoceni, jak je popsano v této
smlouvé. Zadavatel je opravnén uchovavat,
naklddat a zpracovavat biologické vzorky v
souladu s protokolem a souhlasem subjektu
klinického hodnoceni.

13.3 Zaznamy. Zdravotnické zafizeni a hlavni
zkousejici budou uchovavat veskeré zadznamy a
dokumenty tykajici se klinického hodnoceni za
podminek umoznujicich jejich stabilitu a ochranu,
a to po delsi obdobi z nésledujicich: (i) dvacet pét
(25) let po ukonceni klinického hodnoceni, pokud
zadavatel pisemné nerozhodne o diivej$im zniCeni;
nebo (ii) jak to vyzaduji platné zdkony. Po uplynuti
obdobi uchovavani zdravotnické zatizeni uvédomi
zadavatele a zdravotnické zafizeni a hlavni
zkousejici dale souhlasi s tim, Ze umozni zadavateli
zajistit, aby byly tyto zadznamy v ptipad¢ potieby
na naklady zadavatele uchovavany po delsi dobu,
na zakladé dohody zajistujici ochranu divérnosti
zaznami (napf. bezpe¢né misto uloZzeni mimo
pracovis§té). Béhem obdobi uchovavani umozni
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all such records by Sponsor and its authorized
representatives and RA and other governmental
authorities.

14. Inspections and Audits.

14.1 Access. Upon reasonable request, Sponsor,
authorized representatives of Sponsor, and/or
authorized representatives of the RA may, during
and after the Trial, during regular business hours:
(i) examine and copy: all CRFs and other Trial
records (including, but not limited to, Trial Subject
records and medical charts, Trial Subject ICF
documents, and Sponsor Drug and Comparator
Drug receipt and disposition logs); (ii) examine
and inspect the facilities and other activities
relating to the Trial or the IEC; and (iii) observe the
conduct of the Trial.

14.2 Notice. Institution and/or  Principal
Investigator shall: (i) inform Sponsor and CRO as
soon as practicable of any effort or request by the
government, the RA or other persons to inspect or
contact the Institution, Principal Investigator or
Research Staff with regard to the Trial; (ii) provide
Sponsor and CRO with a copy of any
communications sent by such persons; and
(iii) provide Sponsor the opportunity to participate
in any proposed or actual responses by Principal
Investigator or Institution to such communications
and to make reasonable efforts to ensure that
Sponsor may be present or represented during any
such visit, and if Sponsor so elects, at its expense,
to have the conduct and control of any action
arising therefrom. The existence of such rights in
favour of Sponsor shall not impose any obligation
on Sponsor and shall not relieve Institution or
Principal Investigator of any of their obligations
under this Agreement.

14.3 Cooperation. Institution and Principal
Investigator will ensure the full cooperation of the
Research Staff and IEC members with any such
inspection and will ensure timely access to
applicable records and data. Institution and/or
Principal Investigator will promptly resolve any
discrepancies that are identified between the Trial
Data and the Trial Subject’s medical records.

zdravotnické zafizeni prohlidky veskerych téchto
zdznamu ze strany zadavatele a jeho povéfenych
zastupc a KU a jinych vladnich organt.

14. Inspekce a audity.

14.1 Ptistup. Po piiméfené zadosti mohou
zadavatel, povéfeni zastupci zadavatele a/nebo
povéfeni zastupci KU, béhem klinického
hodnoceni a po jeho skonceni, a béhem b&zné
pracovni doby: (i) zkoumat a kopirovat: vSechny
formulafe CRF a dal§i zdznamy z klinického
hodnoceni (mimo jiné vcetné¢ zdznami subjekt
klinického hodnoceni a 1ékafskych zaznamd,
dokumentd ICF subjektti hodnoceni a zdznami o
ptijeti a nakladani s piipravkem zadavatele a
srovnavacim  pfipravkem;  (ii) zkoumat a
kontrolovat provozovnu a jiné ¢innosti tykajici se
klinického hodnoceni nebo NEK; a (iii) pozorovat
provadéni klinického hodnoceni.

14.2 Oznamovani. Zdravotnické zafizeni a/nebo
hlavni zkousSejici budou: (i) jak to bude mozné,
informovat zadavatele a CRO o jakékoli snaze ¢i
pozadavku ze strany statnich organt, KU nebo
jingych osob kontrolovat nebo kontaktovat
zdravotnické zafizeni, hlavniho zkousejiciho nebo
vyzkumny personal ohledné klinického hodnoceni;
(ii) predkladat zadavateli a CRO kopie veskerych
sdéleni zaslanych témito osobami; a (iii) umozni
zadavateli podilet se na navrhovanych ¢i
skutecnych odpovédich hlavniho zkousejiciho
nebo zdravotnického zatfizeni na takova sdéleni a
pfiméfenym zplsobem zajistit, aby zadavatel mohl
byt béhem takové navstévy ptitomen ¢i zastoupen,
a pokud se tak zadavatel rozhodne, na jeho
naklady, umozni provadeéni a kontrolu veskerych
krokii z toho vyplyvajicich. Existence takovych
prav ve prospéch zadavatele nepfedstavuj
povinnost zadavatele a nezbavuje zdravotnické
zafizeni ani hlavniho zkouSejicitho jejich
povinnosti podle této smlouvy.

14.3 Spoluprace. Zdravotnické zatizeni a hlavni
zkousejici zajisti uplnou spolupraci vyzkumného
personalu a ¢lentt NEK pfi jakékoli takové inspekci
a zajisti v€asny ptistup k prislusSnym zaznamtim a
udajim. Zdravotnické zafizeni a/nebo hlavni
zkousejici neprodlené vyiesi veskeré
nesrovnalosti, které budou zjistény mezi udaji z
klinického hodnoceni a zdravotnimi zaznamy
subjekti klinického hodnoceni.
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15. Intellectual Property Rights.

15.1 The Parties agree that Intellectual Property
Rights (hereinafter defined) and Know How
(hereinafter defined) arising from or related to the
Trial, the Trial Sponsor Drug and/or the Protocol
(“Arising Intellectual Property”) shall forthwith be
disclosed by the Principal Investigator or the
Institution to Sponsor and shall belong to and be
the sole property of Sponsor or such other company
as Sponsor may nominate without further
obligations. Institution and Principal Investigator
will assign all interest in any such Arising
Intellectual Property to Sponsor, free of any
obligation or consideration beyond that provided
for in this Agreement. Institution and Principal
Investigator shall, at the request and expense of
Sponsor, execute any documents or acts as Sponsor
may reasonably require in order to fully and
effectively transfer all Arising Intellectual Property
to Sponsor. Institution and Principal Investigator
will provide reasonable assistance to Sponsor in
filing and prosecuting any patent applications
relating to Arising Intellectual Property, at
Sponsor’s expense. For the avoidance of doubt, it
is understood that the Sponsor shall have exclusive
ownership of all data and compilations of data
generated in the performance of the Trial,
excluding Source Data end Source Documents as
defined in sections 1.51 and 1.52 of ICH GCP, and
shall have the exclusive right to use all data and
compilations of data for any purpose, including but
not limited to, the right to use data and information
in submission to governmental or regulatory
authorities.

For the purposes of this Agreement:

“Intellectual Property Rights” shall mean patents,
trademarks, copyrights, rights to extract
information from a database, design rights, utility
models and all rights or forms of protection of a
similar nature or having equivalent or the similar
effect to any of them which may subsist anywhere
in the world, whether or not any of them are

15. Prava duSevniho vlastnictvi.

15.1 Smluvni strany se dohodly, ze prava
dusevniho vlastnictvi (definovand nize) a know-
how (definované nize) vzniklé béhem klinického
hodnoceni nebo s nim souvisejici, hodnoceny
piipravek zadavatele a/nebo protokol (dale jen
,»vzniklé dusevni vlastnictvi®) hlavni zkousSejici
anebo zdravotnické zafizeni neprodlené pieda
zadavateli a bude nalezet a bude ve vyhradnim
vlastnictvi zadavatele nebo takové jiné spolecnosti,
kterou zadavatel povéfi bez dalSich zavazki.
Zdravotnické zatizeni a hlavni zkouSejici postoupi
zadavateli veskera subjektivni prava k jakémukoli
takovému vzniklému duSevnimu vlastnictvi bez
jakychkoli dalSich zavazkt ¢i Ghrad nad ramec
toho, co je v této smlouvé uvedeno. Zdravotnické
zafizeni a hlavni zkouSejici na Zadost a naklady
zadavatele vyhotovi veskeré dokumenty nebo
podniknou kroky, které mize zadavatel pfiméfené
pozadovat k uplnému a ucinnému pirevodu
vzniklého dusevniho vlastnictvi na zadavatele.
Zdravotnické zafizeni a hlavni zkouSejici
poskytnou zadavateli pfiméfenou sou¢innost pii
podavani a soudnim domahani se jakychkoli
patentovych  prihlasek  vztahujicich se ke
vzniklému duSevnimu vlastnictvi, a to na naklady
zadavatele. Aby se piedeslo pochybnostem, rozumi
se, ze zadavatel bude vyhradnim vlastnikem
veSkerych udaji a souhrni Gdaji vzniklych pfi
provadéni klinického hodnoceni, s vyjimkou
zdrojovych udaji a zdrojovych dokumentd, jez
jsou definované v bodech 1.51 a 1.52 ICH SKP, a
bude mit vyhradni pravo pouzivat veskeré tidaje a
souhrny tudaji k libovolnému tcelu, mimo jiné
véetné prava pouzivat udaje a informace pfii
ptedkladani navrhti vlddnim nebo regula¢nim
organiim.

Pro ucely této smlouvy:

»Prava dusevniho vlastnictvi“ predstavuji patenty,
obchodni znamky, autorské prava, prava na ziskani
udaji z databaze, prava k planim, modelim
uzite¢nosti a veSkerym praviim nebo zplsobim
ochrany obdobné povahy nebo s obdobnym nebo
podobnym  ucinkem  jako  kterykoli z
vyjmenovanych prvkl, jez mohou existovat

registered and including applications for | kdekoli na svété, bez ohledu na piipadnou
registration of any of them. registraci a véetn¢ zadosti o registraci kteréhokoli
z nich.
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“Know How” shall mean all technical and other
information which is not in the public domain,
including, but not limited to, information
comprising or relating to concepts, discoveries,
trade secrets, analyses, improvements, data,
designs, formulae, ideas, inventions, methods,
models, procedures, trial reports, drawings, plans,
designs for experiments and tests and results of
experimentation  and  testing, processes,
specifications and techniques, laboratory records,
clinical data, case report forms, manufacturing
data, information contained in submissions to
regulatory authorities, clinical protocols and
information relating to chemical and biological
materials.

15.2 To the extent that Arising Intellectual
Property contains copyrights, Institution and
Principal Investigator shall irrevocably and
exclusively transfer such rights to Sponsor as and
when they arise during the development of the
Arising Intellectual Property. The extent and
purpose of such transfer of copyrights is not limited
in any way and Sponsor may exercise all rights
transferred in any manner and in the context of any
activity whatsoever. The copyrights transferred
include the right to reproduce, adapt, represent and
market all or part of the Arising Intellectual
Property, using any means and supporting media,
in whatever form, whether known or unknown,
existing or future, at the time of execution of the
Agreement. The transfer of copyrights is
worldwide and for the duration of the legal
protection offered for the rights pertaining to the
Arising Intellectual Property and including any
term extension which could be added for such
duration of the legal protection offered for the
rights pertaining to the Arising Intellectual
Property.

15.3 Institution and Principal Investigator shall
ensure that the Trial is only undertaken by persons
who are employed by Institution or working under
a contract which provides for the assignment to
Sponsor by such persons of all Arising Intellectual
Property created by them during the course of their
duties owed to the Institution under such contract.

,»Know-how* oznacuje vSechny technické a jiné
informace, které nejsou verejné znamy, mimo jiné
véetn¢ informaci zahrnujicich nebo vykazujicich
souvislost s koncepty, objevy, obchodnimi
tajemstvimi, analyzami, zlepSenimi, Udaji, navrhy,
vzorci, myslenkami, vynalezy, metodami, modely,
postupy, zpravami z klinického hodnoceni,
nakresy, plany, navrhy na experimenty a testy a
vysledky experimentovani a testovani, procesy,
specifikacemi a  technikami, laboratornimi
zaznamy, klinickymi udaji, zdznamy subjektl
hodnoceni,  vyrobnimi  1udaji, informacemi
obsazenymi v oznamenich kontrolnim ufadim,
klinickymi protokoly a informacemi tykajicimi se
chemickych a biologickych materiald.

15.2 Pokud vzniklé duSevni vlastnictvi obsahuje
autorska prava, zdravotnické zatizeni a hlavni
zkousSejici prevedou nevratné a vyhradné tato prava
na zadavatele, jakmile béhem vyvoje vzniklého
dusevniho vlastnictvi vzniknou. Rozsah a tucel
tohoto pfevodu autorskych prav neni nijak omezen
a zadavatel muze uplatnit veSkera pievedena prava
libovolnym zptisobem a v ramci jakékoli ¢innosti.
Pfevedena autorskd prava zahrnuji pravo na
reprodukci, adaptaci, zastoupeni a uvedeni na trh
celého nebo Casti vzniklého dusevniho vlastnictvi
za pouziti libovolnych prostredks a podpory médii,
v libovolné podob¢, at’ uz zndmé nebo neznamé,
existujici nebo budouci, v okamziku uzavieni
smlouvy. Pfevod autorskych prav je celosvétovy a
na dobu zdkonné ochrany nabizené pro prava
tykajici se wvzniklého duSevniho vlastnictvi a
zahrnujici veskeré prodlouzeni, které mtze byt
ptidano k dobé trvani zakonné ochrany nabizené
pro prava tykajici se vzniklého duSevniho
vlastnictvi.

15.3 Zdravotnické zafizeni a hlavni zkousSejici
zajisti, aby se na klinickém hodnoceni podilely
pouze osoby zaméstnané zdravotnickym zatizenim
nebo vykonavajici ¢innost na zakladé smlouvy,
ktera zajiStuje postoupeni veskerého vzniklého
duSevniho  vlastnictvi témito osobami na
zadavatele, pokud toto vzniklé dusevni vlastnictvi

vytvoii v prubéhu plnéni povinnosti pro
zdravotnické zatizeni podle jejich smlouvy.
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154 In the event that any of the Arising
Intellectual Property cannot be assigned to the
Sponsor as set forth in this Section 15 due to rules
of Czech legislation which cannot be dispensed
with by agreement by the Parties, the Institution
and the Principal Investigator hereby grant Sponsor
free of charge an unlimited worldwide, irrevocable,
exclusive license to all types of use of the Arising
Intellectual Property, including the right to
sublicense or assign to a third party a license, which
the Sponsor is entitled, but not obliged, to use.

16. Publications.

16.1 Sponsor does not object to publication by
Institution or Principal Investigator of the results of
the Trial based on information collected or
generated by Institution and Principal Investigator,
whether or not the results are favorable to the
Sponsor Drug. However, to ensure against
inadvertent disclosure of Confidential Information
or unprotected inventions, Institution and Principal
Investigator will provide Sponsor an opportunity to
review any proposed publication or other type of
disclosure before it is submitted or otherwise
disclosed as further described below.

16.2 Sponsor shall be furnished with copies of (i)
any proposed publication and (ii) any proposed
presentation if required by Sponsor, at least sixty
(60) days in advance of the submission of such
proposed publication or presentation to a journal,
editor, or other third party. Sponsor has the right to
review and comment any such publication or
presentation within sixty (60) days of receipt.
Institution and Principal Investigator agree that all
reasonable comments made by Sponsor will be
incorporated into the publication or presentation.
Furthermore, Principal Investigator and Institution
agree that Institution and Principal Investigator
shall, at Sponsor's request, exclude or delete any
Confidential Information, except trial results
generated hereunder, from the proposed
publication or presentation.

16.3 Sponsor will review the presentations and
publications for accuracy (thus avoiding potential
discrepancies with submissions to health

15.4. V ptipadé, ze jakékoli vzniklé dusevni
vlastnictvi nemiize byt pfedano zadavateli dle bodu
15 s ohledem na ustanoveni ¢eské legislativy, od
kterych nelze dohodou stran upustit, zdravotnické
zatizeni a hlavni zkouSejici poskytnou zadavateli
neomezenou, celosvétovou, neodvolatelnou,
vyhradni licenci na vSechny typy vyuziti
vznikajiciho duSevniho vlastnictvi, véetn¢ prava
sublicencovani anebo postoupeni licence tieti
strang, které je zadavatel opravnén, ale ne povinen,
vyuZzit.

16. Publikovani.

16.1 Zadavatel nema namitky proti tomu, aby
zdravotnické zatizeni nebo hlavni zkousSejici
publikovali vysledky klinického hodnoceni za
zaklad¢  informaci  shromazdénych  nebo
vytvorenych zdravotnickym zatfizenim a hlavnim
zkousejicim, bez ohledu na to, zda jsou vysledky
pro pripravek zadavatele pfiznivé nebo ne.
Nicméné, aby se =zabranilo neumyslnému
zverejnéni divérnych informaci nebo
nechranénych vynalezli, poskytne zdravotnické
zafizeni a hlavni zkouSejici zadavateli prilezitost
navrhovanou publikaci nebo jinou formu
zvefejnéni vysledkd pred jejich odevzdanim do
tisku nebo jinym zvefejnénim zkontrolovat, jak je
dale popsano nize.

16.2 Zadavatel dostane kopie (i) veSkerych
navrhovanych publikaci a (ii) veskerych
navrhovanych prezentaci, pokud je bude zadavatel
vyzadovat, nejméné Sedesat (60) dni pied
odeslanim navrhované publikace nebo prezentace
do casopisu, editorovi nebo jiné treti strané.
Zadavatel ma pravo na kontrolu a okomentovani
takové publikace nebo prezentace ve lhiité Sedesati
(60) dni od pfijeti. Zdravotnické zatizeni a hlavni
zkousejici souhlasi, Ze vSechny pfimerené
komentare zadavatele budou zahrnuty do publikace
nebo prezentace. Dale hlavni zkouSejici a
zdravotnické zafizeni souhlasi, Ze zdravotnické
zafizeni a hlavni zkousSejici na zadost zadavatele
vylouci nebo vymazou veskeré ditvérné informace
z navrhované publikace nebo prezentace, s
vyjimkou  vysledki  klinického  hodnoceni
vytvorenych v souladu s timto dokumentem.

16.3 Zadavatel prezkouma prezentace a publikace
s hlediska ptesnosti (¢imz zamezi piipadnym
nesrovnalostem s navrhy pro zdravotni tfady),
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authorities), verify that Confidential Information is
not being inadvertently divulged and provide any
relevant  supplementary information.  Upon
Sponsor’s request, Institution and Principal
Investigator shall delay a publication or
presentation for six (6) months from Sponsor’s
receipt of the publication or presentation to permit
Sponsor to file a patent application or take other
steps as necessary to protect the Confidential
Information (including trial results) of Sponsor.

16.4 If part of a multi-center Trial, Institution and
Principal Investigator agree that the first
publication is to be a joint publication involving all
Trial sites. Principal Investigator is free to decline
to participate or be listed as an author in the joint
publication. If a joint manuscript has not been
submitted for publication within eighteen (18)
months of completion or termination of the Trial at
all participating Trial sites, Institution and/or
Principal Investigator are free to publish
separately, subject to the other requirements of this
Agreement, the results of the Trial generated or
collected by the Institution (but not the results of
any other Trial location).

17. Publicity. No Party will use the name of another
Party or any of its employees for promotional or
advertising purposes without written permission
from the other Party. However, Sponsor reserves
the right to identify the Principal Investigator and
Institution in association with a listing of the
Protocol in the National Institutes of Health (NIH)
Clinical Trials Data Bank, other publicly available
listings of ongoing clinical trials, or other patient
recruitment services or mechanisms or as
otherwise set out in the Privacy notice included in
Attachment F and G.

18. Indemnification.

18.1 Sponsor’s Indemnification. Subject to
Sections 18.2 18.3 and 18.4, Sponsor agrees to
indemnify Institution, the Principal Investigator
and the Research Staff (collectively the “Institution
Indemnified Parties) against losses, damages and
liabilities (collectively “Losses™) that they may
suffer as the result of any third party claim made or
brought by or on behalf of a Trial Subject (or its
dependants) against the Institution Indemnified

overi, zda nebyly divérné informace nevratné
zvefejnény, a poskytne veskeré relevantni
dopliujici informace. Na Zzadost zadavatele
zdravotnické zatizeni a hlavni zkousSejici odlozi
publikaci nebo prezentaci o Sest (6) mésici od
piijeti publikace nebo prezentace zadavatelem,
¢imz umozni zadavateli vznést patentovou zadost
nebo pifijmout jiné kroky nezbytné k ochrané
diveérnych informaci (v€etné vysledkd klinického
hodnoceni) zadavatele.

16.4  Je-li  klinické hodnoceni  soucasti
multicentrického klinického hodnoceni, souhlasi
zdravotnické zatizeni a hlavni zkouSejici, Ze prvni
publikaci bude spole¢na publikace zahrnujici
vSechna pracovisté klinického hodnoceni. Hlavni
zkousSejici miize odmitnout ucastnit se na spolecné
publikaci ¢i byt uveden jako autor. Pokud nedojde
k ptedlozeni spole¢ného rukopisu k uvetejnéni do
osmnacti (18) mésict od dokonceni nebo ukonceni
hodnoceni na vSech zacastnénych pracovistich
klinického hodnoceni, jsou zdravotnické zafizeni
a/nebo hlavni zkouSejici opravnéni publikovat
samostatné pti dodrzeni dalSich pozadavkl této
smlouvy vysledky klinického hodnoceni vytvorené
nebo ziskané zdravotnickym zatfizenim (ale ne
vysledky z jinych center klinického hodnoceni).

17. Propagace. Zadna strana nepouZije nazev druhé
strany nebo jejich zaméstnanci pro propagacni
nebo reklamni G¢ely bez pisemného svoleni druhé
strany. Zadavatel si nicmén€ vyhrazuje pravo
uvadét jméno hlavniho zkousejiciho v souvislosti s
registraci protokolu v databazi narodnich ustavi
pro klinicka hodnoceni ve zdravotnictvi, v dal§ich
vetejné¢ dostupnych registrech probihajicich
klinickych hodnoceni nebo jinych sluzbach ci
mechanismech zamétenych na nabor pacient nebo
jak je jinak uvedeno v oznameni o ochrané
soukromi uvedeném v ptiloze F a G.

18. Odskodnéni

18.1 OdSkodnéni ze strany zadavatele. Na zaklad¢
bodu 18.2, 18.3 a 18.4 zadavatel souhlasi, ze
odskodni  zdravotnické  zafizeni,  hlavniho
zkousejiciho a vyzkumny personal (souhrnné dale
jen ,odskodnované osoby  zdravotnického
zafizeni®) vi¢i ztratdm, Skodam a odpovédnosti
(souhrnng dale jen ,,ztraty*), jez mohou utrpét v
diisledku naroku treti strany vzneseného subjektem
klinického hodnoceni (nebo ¢lenem jeho rodiny)
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Parties for bodily injury or death to such Trial
Subject arising solely out of (i) the Trial Subject’s
use of the Sponsor Drug when used in strict
accordance with the Protocol, any related Trial
documentation and Sponsor’s written instructions
concerning the use of the Sponsor Drug, or (ii) a
clinical intervention or procedure required for by
the Protocol to which the Trial Subject would not
have been exposed but for its participation in the
Trial.

18.2 Sponsor’s indemnity according to Section O
shall not apply to any such aforementioned claims:

a. To the extent such bodily injury or death is
caused by the negligent or wrongful acts or
omissions or breach of any of the Institution
Indemnified Parties’ statutory duties or acts or
omissions of the Trial Subject; or

b. To the extent that such bodily injury or death is
most probably caused by the failure of any of the
Institution Indemnified Parties to conduct the Trial
in full accordance with this Agreement, the
Protocol, any related Trial documentation or
Sponsor’s written instructions concerning the use
of the Sponsor Drug; or

c. Unless promptly following receipt of notice of
such claim, Institution has informed Sponsor in
writing of the claim or proceeding and, upon the
request and expense of Sponsor, provides Sponsor
with sole authority to defend and settle the claim
using legal representation of Sponsor’s own
choice; or

d. If any of the Institution Indemnified Parties has
made any admission in respect of such claim
prejudicial to the defence of it without the prior
written consent of Sponsor; or

e. If any of the Institution Indemnified Parties has
agreed to the settlement or compromise of such
claim or proceeding without the prior written
consent of Sponsor.

nebo jeho jménem vici odSkodinovanym osobam
zdravotnického zafizeni za télesnou Ujmu nebo
umrti subjektu klinického hodnoceni vyhradné v
diusledku (i) uzivani ptipravku zadavatele
subjektem klinického hodnoceni, kdy toto uzivani
probéhlo prisné v souladu s protokolem, veskerymi
dokumenty souvisejicimi s klinickym hodnocenim
a pisemnymi pokyny zadavatele tykajicimi se
uzivani ptipravku zadavatele, nebo (ii) klinického
zakroku nebo postupu vyzadovaného protokolem,
ktery by subjekt klinického  hodnoceni
nepodstoupil, kdyby se neucastnil klinického
hodnoceni.

18.2 Odskodnéni zadavatele podle bodu 0 se
nevztahuje na jakékoli vySe uvedené naroky:

a. Pokud takova telesna ujma nebo umrti byly
zpusobeny nedbalosti nebo protipravnim jednanim
nebo opomenutim nebo poruSenim zakonnych
povinnosti né¢které z odSkodiovanych osob
zdravotnického zatizeni nebo kondnim nebo
opomenutim subjektu klinického hodnoceni; nebo

b. Pokud takova télesna Gjma nebo umrti vznikly
pravdépodobné v disledku neprovadéni klinického
hodnoceni zcela v souladu s touto smlouvou,
protokolem, veskerymi dokumenty souvisejicimi s
klinickym hodnocenim nebo pisemnymi pokyny
zadavatele tykajicimi se wuzivani pfipravku
zadavatele ze strany odskodiovanych osob
zdravotnického zafizeni; nebo

c. Pokud ihned po pfijeti ozndmeni o takovém
naroku zdravotnické zafizeni neinformovalo
pisemn¢ zadavatele o naroku nebo fizeni a na
zadost a ndklady zadavatele neposkytne zadavateli
vyhradni pravomoc k obhajobé¢ a urovnani naroku
pomoci pravniho zastoupeni dle volby zadavatele;
nebo

d. Pokud nékterd z odSkodiiovanych osob
zdravotnického zafizeni pfipusti takovy narok,
¢imz poSkodi obhajobu, a to bez piedchoziho
pisemného souhlasu zadavatele; nebo

e. Pokud néktera z odSkodiovanych osob
zdravotnického zatizeni souhlasila s urovnanim
nebo kompromisem takového naroku nebo fizeni
bez ptedchoziho pisemného souhlasu zadavatele.
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18.3 The Institution Indemnified Parties shall, if
requested by Sponsor, give assistance to Sponsor
as may be required for the Sponsor’s efficient
conduct and prompt handling of any claim by Trial
Subjects.

18.4 Limit of Liability of CRO. The Parties agree
that CRO expressly disclaims any and all liability
whatsoever towards Institution or Principal
Investigator in connection with the Sponsor Drug
or the Protocol except to the extent that such
liability arises from CRO’s negligent act, omission
or willful misconduct.

18.5 Institution’s Indemnification. Institution
agrees to indemnify Sponsor, its affiliates,
directors, employees, agents and subcontractors
against all claims, proceedings, costs and expenses
resulting from (i) a failure to adhere to the terms of
this Agreement, the Protocol, any other written
instruction of Sponsor, (ii) the negligent acts or
omissions or any misuse of the Sponsor Drug by
Institution, its agents, Principal Investigator or the
Research Staff, (iii) a breach of applicable national
or international laws, regulations or administrative
directives and guidelines applicable to the
performance of the Trial; save to the extent that any
such claim, proceeding, cost or expense is the
result of negligence on the part of Sponsor, its
affiliates, directors or employees or a material
breach of the obligations of Sponsor under this
Agreement. Sponsor shall promptly notify
Institution of any such claim. In the event of
Institution providing such indemnity, Sponsor shall
permit Institution, at Institution's cost and expense,
to handle and control such claim.

18.6 Limitation of Liability. No Party shall have
any liability towards the other Parties for any
indirect, special, incidental or consequential
damages of any kind including, but not limited to
the loss of business opportunity, loss of the use of
any data or information, or loss of revenue, savings
or profit in connection with or arising out of this
Agreement, even if the other Parties shall have
been advised of the possibility of such damages.
The limitation of liability shall not apply, if the
damages result from breach of the confidentiality

18.3 Odskodnované osoby zdravotnického zatizeni
poskytnou na zadost zadavatele soucinnost
zadavateli, coz mize byt vyzadovano k u¢innému
postupu zadavatele a bezprostfednimu feSeni pfi
naroku subjektu klinického hodnoceni.

18.4 Omezeni odpovédnosti CRO. Smluvni strany
souhlasi, Ze CRO vyslovné odmita veSkerou
odpovédnost vic¢i zdravotnickému zatizeni nebo
hlavnimu zkous$ejicimu v souvislosti s piipravkem
zadavatele nebo protokolem, s vyjimkou situaci,
kdy tato odpovédnost vyplyva z nedbalosti,
opomenuti nebo tmyslného pochybeni CRO.

18.5 Odskodnéni ze strany zdravotnického
zatizeni. Zdravotnické zafizeni souhlasi, Ze
odskodni zadavatele, jeho pfidruzené spole¢nosti,
vedouci pracovniky, zameéstnance, zastupce a
subdodavatele vuci veSkerym naroktim, fizenim,
nakladim a vydajim v désledku (i) nesplnéni
podminek této smlouvy, protokolu, veSkerych
pisemnych pokynt zadavatele, (ii) nedbalosti nebo
opomenuti nebo nespravného pouzivani ptipravku
zadavatele zdravotnickym zafizenim a jeho
zastupci, hlavnim zkouSejicim nebo vyzkumnym
personalem, (iii) poruSeni platnych narodnich a
mezinarodnich zakon, piedpist nebo
administrativnich smérnic a pokynd platnych k
provadéni klinického hodnoceni; s vyjimkou
situaci, kdy takovy narok, fizeni, naklad nebo
vydaj vznikne v diasledku nedbalosti na strané
zadavatele, jeho pfidruzenych spole¢nosti,
vedoucich pracovnikli nebo zaméstnancii nebo
zasadniho poruseni povinnosti zadavatele podle
této smlouvy. Zadavatel neprodlené informuje
zdravotnické zafizeni o takovém naroku. Pokud
zdravotnické zafizeni poskytne odskodnéni,
zadavatel umozni zdravotnickému zafizeni, na
naklady a vydaje zdravotnického zatizeni, feSit a
fidit tento narok.

18.6 Omezeni odpovédnosti. Zadna smluvni strana
neni odpovédna vici dal§im strandm za jakékoli
nepiimé, zvlastni, nahodné nebo nasledné skody
jakéhokoli druhu, mimo jiné vcetn¢ ztraty
obchodni piileZitosti, ztraty pouzivani jakychkoli
udajii nebo informaci nebo ztraty pifijmt, uspor
nebo uslého zisku v souvislosti nebo v disledku
této smlouvy, a to i pokud byla se smluvnimi
stranami moznost takovych Skod konzultovana.
Omezeni odpoveédnosti neplati, pokud Skody
vzniknou v disledku poruseni ustanoveni o
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provisions in Section 12, gross negligence or wilful
misconduct or, if the limitation of liability is
prohibited by law.

19. Termination.
19.1 Termination Conditions. This Agreement

terminates upon the earlier of any of the following
events:

a. IEC and/or RA Rejection. If, through no fault of
Institution or Principal Investigator, the Trial is
never initiated because of IEC and/or RA
disapproval, this Agreement can be terminated by
any Party immediately.

b. Trial Completion. For purposes of this
Agreement, the Trial is considered complete after
conclusion of all Protocol-required activities for all
enrolled Trial Subjects; receipt by Sponsor or CRO
of all relevant Protocol-required data, Trial
documents and Biological Samples; and receipt of
all payments due to Institution or CRO.

c. Early Termination of the Agreement. If the
Agreement is terminated early as described below,
the Agreement will terminate after receipt by
Sponsor or CRO of all relevant Protocol-required
data, Trial documents and Biological Samples and
receipt of all payments due to Institution or CRO.

(1) Termination of this Agreementupon Notice.
Sponsor reserves the right to terminate this
Agreement for any reason upon fourteen (14)
calendar days’ written notice to Institution and
Principal Investigator. Upon receipt of such notice,
Institution and Principal Investigator agree to
promptly terminate conduct of the Trial, to the
extent medically permissible, for all Trial Subjects.

(2) Immediate Termination of Trial and/or this

mlcCenlivosti v bodé 12, hrubé nedbalosti nebo
zamérného pochybeni nebo pokud omezeni
odpovédnosti zakazuje zakon.

19. Ukonceni.
19.1 Podminky ukonéeni. Platnost této smlouvy

ukonéi kterakoli z nasledujicich udalosti, ktera
nastane nejdfive:

a. Zamitavé stanovisko NEK a/nebo KU. Pokud
nebude klinické hodnoceni vibec zahijeno z
diivodu zamitavého stanoviska NEK a/nebo KU
bez pochybeni zdravotnického =zafizeni nebo
hlavniho zkousejiciho, tato smlouva mize byt
ihned vypovézena libovolnou stranou.

b. Dokonéeni klinického hodnoceni. Pro tcely této
smlouvy je hodnoceni povazovano za dokoncené
po dokonéeni vSech protokolem pozadovanych
¢innosti u vSech zafazenych subjektd klinického
hodnoceni; po pfijeti vSech ptisluSnych protokolem
pozadovanych 1udaji, dokumentd hodnoceni a
biologickych vzorki zadavatelem nebo CRO a po
piijeti vSech plateb dluznych zdravotnickému
zatizeni nebo CRO.

C. PiedCasné ukonceni smlouvy. Jestlize je
smlouva piedéasné ukoncena, jak je popsano nize,
skon¢i platnost smlouvy poté, co zadavatel nebo
CRO obdrzi veSkera prislusnd protokolem
pozadovanad  data, dokumenty  klinického
hodnoceni a biologické vzorky, a po pfijeti vSech
plateb dluznych zdravotnickému zatizeni nebo
CRO.

(1) Ukonceni smlouvy na zikladé vypovédi.
Zadavatel si vyhrazuje pravo ukon¢it tuto smlouvu
zjakéhokoli divodu pfedanim pisemného
oznameni zdravotnickému zafizeni a hlavnimu
zkousejicimu s vypovédni lhitou Ctrnacti (14)
kalendafnich dni. Po pfijeti této vypovédi
zdravotnické zatizeni a hlavni zkousSejici souhlasi,
ze ihned ukon¢i provadéni klinického hodnoceni,
jak to bude z l1ékatského hlediska mozné, u vSech
subjektd klinického hodnoceni.

(2) Okamzité ukonceni klinického hodnoceni

Agreement by Sponsor. Sponsor further reserves
the right to terminate the Trial and/or this
Agreement immediately upon written notification
to Institution and Principal Investigator for causes

a/nebo této smlouvy ze strany zadavatele.
Zadavatel si dale vyhrazuje pravo ukoncit klinické
hodnoceni a/nebo tuto smlouvu okamzité na
zaklad¢ pisemného ozndmeni zdravotnickému
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that include (i) failure to enroll Trial Subjects at a
rate sufficient to achieve Trial performance goals;
(if) material unauthorized deviations from the
Protocol or reporting requirements;  (iii)
circumstances that in Sponsor’s opinion pose risks
to the health or wellbeing of Trial Subjects; (iv) if
Principal  Investigator ~ terminates  his/her
relationship with Institution and no acceptable
replacement is found within twenty (20) days; or
(v) regulatory agency actions relating to the Trial
or the Sponsor Drug or Comparator Drug.

(3) Immediate Termination of Trial by Institution

zafizeni a hlavnimu zkouSejicimu z divodu, jez
zahrnuji (i) nedostatecny nabor subjektd klinického
hodnoceni v rozsahu potiebném k dosazeni cil
provadéni klinického hodnoceni; (ii) podstatné
nepovolené odchylky od protokolu nebo
pozadavku tykajicich hlaseni; (iii) okolnosti, které
podle zadavatele ptedstavuji riziko pro zdravi ¢i
dobry stav subjektd klinického hodnoceni; (iv)
pokud hlavni zkouSejici ukon¢i vztah se
zdravotnickym zatizenim a ve lhité dvaceti (20)
dni neni nalezena pfijatelnd nahrada; nebo (v)
kroky regula¢niho ufadu tykajici se klinického
hodnoceni nebo piipravku zadavatele ¢i
srovnavaciho ptipravku.

(3) Okamzité ukoneni hodnoceni ze strany

and/or_Principal Investigator. Institution and/or
Principal Investigator reserve the right to terminate
the Trial immediately upon notification to Sponsor
and/or CRO if requested to do so by the responsible
IEC and/or RA or if such termination is required to
protect the health of Trial Subjects.

(4) Termination upon material breach. Each Party
may terminate this Agreement with immediate
effect upon written notice to the other Parties if a
Party commits a material breach of its obligations
under this Agreement and (if the breach is capable
of remedy) fails to remedy such breach within
thirty (30) days after receipt of written notice
giving full details of the breach and the non-
breaching Party's intent to terminate this
Agreement due to said breach.

19.2 Payment upon Termination. If the Agreement
is terminated early in accordance with this
Agreement, Sponsor or its designee will provide a
termination payment equal to the amount owed for
work already properly performed in accordance
with this Agreement up to and including the
effective date of termination, in accordance with
Attachment B, less payments already made. The
termination  payment  will include any
non-cancelable expenses, other than future
personnel costs, so long as they were properly
incurred and prospectively approved by Sponsor,
and, only to the extent such costs cannot reasonably
be mitigated. If the Trial was never initiated
because of disapproval by the IEC and/or RA,

zdravotnického  zafizeni  anebo  hlavniho
zkousejiciho. Zdravotnické zafizeni a/nebo hlavni
zkousejici si vyhrazuji pravo ukoncit hodnoceni
okamzité na zakladé oznameni zadavateli a/nebo
CRO, jestlize je od n&j odpovédnou NEK a/nebo
KU pozadovano, aby tak uginil, &i je-li takovéto
ukonceni vyzadovano z divodi ochrany zdravi
subjektd klinického hodnoceni.

(4) Ukonceni z diivodu zasadniho poruSeni. Kazda
smluvni strana mize vypovédét tuto smlouvu s
okamzitou ucinnosti po pisemném oznameni
dal$im smluvnim stranam, pokud strana zavaznym
zpusobem porusi své zavazky podle této smlouvy a
(pokud v ptipadé, kdy lze porusSeni napravit)
nenapravi toto poruseni do tticeti (30) dni po piijeti
pisemného ozndmeni s uvedenim uplnych
podrobnosti porusSeni, pficemz strana, kterd se
poruseni nedopustila, ma v umyslu vypovédet tuto
smlouvu z diivodu uvedeného poruseni.

19.2 Platba pfii ukonceni. Je-li smlouva pred¢asné
ukongena Vv souladu s touto smlouvou, zadavatel
nebo jeho povéirend osoba provede zavérecnou
platbu rovnajici se castce dluzné za jiz tadné
odvedenou praci v souladu s touto smlouvou, a to
az do a v¢etné dne Gcinnosti ukonéeni v souladu
s ptilohou B, od niz budou odecteny jiz provedené
platby. Zavérecna platba bude zahrnovat jakékoliv
nezrusitelné vydaje, kromé budoucich naklad na
zameéstnance, pokud fadn€ vznikly a vyhledové je
schvalil zadavatel, a to pouze do té miry, do které
nelze takové ndklady pfiméfené omezit. Jestlize
nebylo klinické hodnoceni viibec zahdjeno
z diivodu zamitavého stanoviska NEK a/nebo KU,
proplati zadavatel nebo jeho povéfend osoba
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Sponsor or its designee will reimburse designated
payees for IEC fees and for any other expenses that
were prospectively approved, in writing, by
Sponsor. Should Institution already have received
payments in excess of the actual amounts due, such
monies shall be returned forthwith to Sponsor or
CRO within thirty (30) days of termination of the
Agreement.

19.3 Obligations upon Termination. Upon
termination, Institution and Principal Investigator
shall immediately stop enrolling Trial Subjects,
and subject to protecting Trial Subject’s safety,
cease Trial activities and perform its normal Trial
completion responsibilities. Unless Sponsor and/or
CRO on behalf of Sponsor instructs otherwise in
writing, Institution and Principal Investigator will
promptly return all materials supplied by Sponsor
and/or CRO, at Sponsor’s expense, for Trial
conduct, including CRFs, and any Sponsor and/or
CRO-supplied Equipment (hereinafter defined),
Confidential Information and Arising Intellectual
Property. Institution will return and/or destroy any
unused Sponsor Drug or Comparator Drug, as
applicable, at Sponsor’s expense.

20. Insurance.

20.1 Unless Institution is self-insured or unless
other terms of insurance are required by law,
Institution shall maintain during the performance
of this Agreement and for three (3) years after the
termination of this Agreement, Commercial
General Liability Insurance, including Products
and Professional Liability coverage, in amounts not
less than EURO 1,000,000 per occurrence and
EURO 1,000,000 per accident for bodily injury and
death and property damage liability insurance with
limits of not less than EURO 1,000,000 per
occurrence and EURO 1,000,000 per accident.
Such insurance policies shall be issued by insurers
having an A.M. Best rating of at least A-VIII or be
otherwise acceptable to Sponsor. Upon request,
Institution shall provide satisfactory evidence of its
insurance or self-insurance and unless Institution is
self-insured, shall provide to Sponsor thirty (30)
days prior written notice of any cancellation in its

uréenym piijemcim plateb vesSkeré poplatky NEK
a veSkeré dalsi vydaje, které byly vyhledove
zadavatelem  pisemn¢  schvaleny.  Pokud
zdravotnické zatizeni jiz obdrZelo platby nad
ramec skutecné dluzné castky, tyto finanéni
prosttedky vrati zadavateli nebo CRO do tficeti
(30) dni od vypoveédi smlouvy.

19.3 Povinnosti po ukonéeni platnosti smlouvy. Po
vypovedi smlouvy zdravotnické zatizeni a hlavni
zkousejici prestanou ihned registrovat subjekty
klinického hodnoceni a z didvodu zajiSténi
bezpecnosti subjektd klinického hodnoceni ukonci
¢innosti souvisejici s klinickym hodnocenim a
bude provadét bé&zné povinnosti pii ukonéeni
klinického hodnoceni. Pokud zadavatel a/nebo
CRO jménem zadavatele neuvedou pisemné jinak,
zdravotnické zafizeni a hlavni zkouSejici
neprodlené vrati veSkery material dodany
zadavatelem a/nebo CRO, na naklady zadavatele, k
provadéni klinického hodnoceni, véetné formulatri
CRF a veskerého vybaveni dodaného zadavatelem
a/nebo CRO (definovaného nize), divernych
informaci a vzniklého duSevniho vlastnictvi.
Zdravotnické zafizeni na naklady zadavatele vrati
anebo pripadné zlikviduje veskeré nepouzité 1éky
zadavatele ¢i srovnavaci 1éky.

20. Pojisténi.

20.1 Pokud neni zdravotnické  zafizeni
samopojisSténé nebo pokud zédkon nevyzaduje jiné
podminky pojisténi, zdravotnické zatizeni povede
be&hem provadéni této smlouvy a po dobu tii (3) let
po ukonceni této smlouvy obchodni celkové
pojisténi odpovédnosti, vEetné pojisténi vyrobki a
profesni odpovédnosti, v Castce ne nizSi nez
1000 000 EUR za piihodu a 1 000000 EUR za
nest’astnou ndhodu s télesnou Gjmou nebo tmrtim,
a dale pojisténi skod na majetku s limity nejméné
1000 000 EUR za piihodu a 1 000000 EUR za
nestastnou nahodu. Tyto pojistky vydaji
pojistovny s ratingem A. M. Best nejméné A-VIII
nebo jinak pfijatelné pro zadavatele. Na zadost
poskytne zdravotnické zatizeni uspokojivy doklad
pojisténi nebo samopojisténi a pokud zdravotnické
zafizeni nebude samopojiSténo,  poskytne
zadavateli oznameni o zruseni poji§téni ve lhuté
triceti (30) dni. Pokud zdkon vyzaduje jiné

coverage. If other insurance is required by law, | pojisténi,  zdravotnické zafizeni informuje
Institution shall inform Sponsor of such legal
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requirements and shall certify in writing that it
complies with these requirements.

20.2 Principal Investigator carries medical liability
insurance (or Institution carries medical liability
insurance covering him) and details and evidence
of the coverage will be provided to Sponsor upon
request.

20.3 Sponsor will secure and maintain in full force
and effect insurance coverage in respect of its

potential liability towards Trial Subjects in
accordance with Applicable Law.
21. Debarment, Exclusion, Licensure and

zadavatele o takovém zakonném pozadavku a
pisemné osvedci, Ze tyto pozadavky splnilo.

20.2 Hlavni zkouSejici ma sjednano pojiSténi
odpovédnosti za zdravotni Skodu (nebo ma
pojisténi  odpovédnosti za zdravotni Skodu
zdravotnické zafizeni, které jej kryje) a na
vyzadani zadavatele poskytne podrobnosti a
dikazy o svém kryti.

20.3 Zadavatel zabezpeci a zachova pln¢ platné a
ucinné pojistné kryti s ohledem na piipadnou
odpovédnost vici subjektiim klinického hodnoceni
v souladu s platnymi zakony.

21. Zékaz Cinnosti, vyloudeni, licence a odpovéd'.

Response. Institution represents that to the best of
its knowledge that neither it nor any member of the
Research Staff or Principal Investigator are
debarred, excluded, disqualified, restricted or
prevented under any healthcare or medicines law
from taking part in clinical research activities and
the Institution will not knowingly use in any
capacity the services of any person who is so
restricted or prevented under any such laws with
respect to the service being performed under this
Agreement; and no data produced by any such
person in any previous clinical trial have been
rejected because of concern as to its accuracy or
bona fide nature. During the term of this
Agreement and for one (1) year thereafter, the
Institution and Principal Investigator  will
immediately notify the Sponsor if they become
aware of any such debarment, exclusion,
disqualification, restriction or prevention being
applied to the Principal Investigator or any member
of the Research Staff. Institution represents that it
and, to the best of its knowledge, the Principal
Investigator are not the subject of any past or
pending governmental or regulatory investigation,
inquiry, warning or enforcement action, including
a government-mandated corporate integrity
agreement and has not violated any applicable
anti-kickback or false claims laws or regulations
related to its conduct of research that has not been
disclosed to the Sponsor. Institution will promptly
notify Sponsor if it becomes aware of any such
action regarding compliance with ethical, scientific
or regulatory standards for the conduct of research
if such action relates to events or activities that
occurred prior to or during the period in which the
Trial was conducted. Institution and Principal

Zdravotnické zafizeni prohlasuje, ze dle svého
nejlepsiho védomi ani ono ani ¢len vyzkumného
personalu nebo hlavni zkousejici nemaji zakazanou
¢innost, nejsou vylouceni, zbaveni kvalifikace,
omezeni ani jim zdravotni ufad nebo zdravotnicky
zakon o nebrani v podileni se na cinnostech
klinického vyzkumu. Zdravotnické zafizeni
védomé nevyuzije v zadném rozsahu sluzeb osoby,
ktera ma ptekazku nebo zakaz ¢innosti podle téchto
zakont s ohledem na sluzbu provadénou podle této
smlouvy; a dale Zadné udaje vytvoiené takovou
osobou v piredchozim klinickém hodnoceni nebyly
odmitnuty z diivodu pochyb o jejich piesnosti a
bona fide podstaté. Béhem platnosti této smlouvy a
po dobu jednoho (1) roku po ukonéeni jeji platnosti
zdravotnické zafizeni a hlavni zkouSejici ihned
uvédomi zadavatele, pokud se dozvi o néjakém
takovém zakazu, vylouceni, zbaveni kvalifikace
omezeni nebo piekazce pro hlavniho zkousejiciho
nebo ¢lena vyzkumného personalu. Zdravotnické
zafizeni prohlasuje, ze ani ono, a dle jeho
nejlepsitho védomi ani hlavni zkouSejici nebyli
pfedmétem probéhlého ¢i hroziciho vysetfovani
statnim ¢i kontrolniho orgdnem, dotazovani,
varovani nebo vymahaciho prostiedku, vcetné
smlouvy o bezihonnosti korporace vyzadované
vladou, a ze neporusili zadné platné zékony ci
pfedpisy o nezdkonnych provizich nebo
nepravdivych tvrzenich tykajicich se provadéni
vyzkumu, o nichz zadavatel nebyl informovan.
Zdravotnické  zafizeni bude  bezodkladné
informovat zadavatele, jestlize se dozvi o krocich
v souvislosti s dodrzovanim etickych, védeckych ¢i
regulacnich standardii pro provadéni vyzkumu,
jestlize se takovy krok bude tykat skutecnosti nebo
Cinnosti z doby pfed provadénim klinického
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Investigator understand that such debarment,
exclusion,  disqualification,  restriction  or
prevention; or any such action regarding
compliance with ethical, scientific or regulatory
standards may result in the immediate termination
of this Agreement.

22. Assignment and Delegation. The Parties agree
that Sponsor may at any time and upon written
notice to Institution and Principal Investigator (i)
assign or otherwise transfer all or any part of its
rights or obligations under this Agreement to an
affiliate or a third party without the prior consent
of the other Parties, and/or (ii) assume the
obligations and rights of CRO or substitute CRO
with another independent contractor. None of the
rights or obligations under this Agreement will be
assigned or subcontracted by Institution or
Principal Investigator to another without the prior
written consent of Sponsor, and the express
agreement of Institution, Principal Investigator,
CRO, and the requisite new assignee or
subcontractor.  Principal Investigator and/or
Institution must notify Sponsor, in advance, prior
to moving to another location. This Agreement will
bind and inure to the benefit of the successors and
permitted assigns of the Sponsor.

23. Equipment. Sponsor may provide, or arrange
for a vendor to provide, certain equipment for use
by Institution and Principal Investigator during the
conduct of the Trial (“Equipment”). Equipment
use, ownership and disposition terms are further
outlined in Attachment D (Equipment Use,
Ownership & Disposition).

24. Anti-Bribery and Anti-Corruption Laws.
Institution and Principal Investigator shall not and
shall not permit or induce employees, agents,
consultants or other representatives, whether
directly or indirectly, to engage in any activity that
is prohibited by (i) United States Foreign Corrupt
Practices Act of 1977, as in effect at any given
time, (ii) the UK Bribery Act 2010, as in effect at
any given time, and (iii) any other applicable anti-
corruption  legislation  (collectively  “Anti-

hodnoceni nebo v priubéhu jeho provadéni.
Zdravotnické zafizeni a hlavni zkouSejici jsou
srozumeéni, ze takovy zakaz Cinnosti, vylouceni,
zbaveni kvalifikace, omezeni nebo piekazka v
¢innosti nebo jakykoli jiny krok souvisejici s
dodrzovanim  etickych,  v&deckych  nebo
regula¢nich standardi mulze vést k okamzité
vypovedi této smlouvy.

22. Postoupeni prav a delegovani povinnosti.
Smluvni strany souhlasi, ze =zadavatel mulze
kdykoli a po pisemném oznameni zdravotnickému
zafizeni a hlavnimu zkouSejicimu (i) postoupit
nebo jinak prevést vesSkera prava nebo zavazky
(nebo jejich c¢ast podle) této smlouvy na
pridruzenou spoleCnost nebo tfeti stranu bez
ptedchoziho  pisemného  souhlasu  dalSich
smluvnich stran, a/nebo (ii) pfevzit zavazky a
prava CRO nebo nahradni CRO od jiného
nezavislého smluvniho partnera. Zdravotnické
zafizeni ani hlavni zkouSejici nepostoupi Zadné
zZ prav ¢i povinnosti podle této smlouvy zadné treti
stran¢ ani neuzavie smlouvu se subdodavatelem
bez ptedchoziho pisemného souhlasu zadavatele
avyslovné dohody zdravotnického zafizeni,
hlavniho zkous$ejiciho, CRO a ptislusného nového
pravniho nastupce ¢i subdodavatele. Hlavni
zkouSejici a/mebo zdravotnické zafizeni musi
pifedem informovat zadavatele, nez se prestéhuje
na jiné misto. Tato dohoda bude vazat vSechny
pravni nastupce a povolené nabyvatele zadavatele
a vstoupi v platnost v jejich prospéch.

23. Vybaveni. Zadavatel mize zdravotnickému
zafizeni a hlavnimu zkouSejicimu poskytnout
urcité vybaveni k pouzivani v pritbéhu provadéni
klinického hodnoceni, piip. zajistit dodavatele,
ktery je poskytne (déle jen ,,vybaveni). Pouzivani,
vlastnictvi a odevzddni vybaveni je pfedmétem
ustanoveni v piiloze D (PouZivani, vlastnictvi a
odevzdani vybaveni).

24. Protiuplatkdiské a protikorupéni zdkony.
Zdravotnické zafizeni a hlavni zkouSejici se
nezapoji do jiné ¢innosti, kterou zakazuje (i)
americky zakon o zahrani¢nich korupcnich
praktikdich z roku 1977, v platném znéni, (ii)
britsky zakon o uplatkatstvi z roku 2010, v platném
znéni, a (iii) veSkeré dalsi platné protikorupéni
zakony (souhrnné¢ dale jen ,,protikorupéni
zakony*), a ani to neumozni nebo k tomu
nenavedou své zaméstnance, zastupce, poradce
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Corruption Laws”).  Without limiting the
foregoing, Institution and Principal Investigator
warrant that neither they nor any Research Staff
shall make any payment, either directly or
indirectly, of any money or other consideration
("Payment”), to any government or political party
officials, officials of international organizations,
candidates for public office, or representatives of
other businesses or persons acting on behalf of any
of the foregoing (collectively “Officials””) where
such Payment would constitute violation of any
Anti-Corruption Laws. In no event shall
Institution, Principal Investigator, or any Research
Staff make any Payment either directly or
indirectly to Officials if such Payment is for the
purpose of influencing decisions or actions with
respect to the subject matter of this Agreement or
any other aspect of Sponsor’s business. Institution
and Principal Investigator shall report any violation
of this Section 24 promptly to Sponsor and shall
respond to any inquiries about any potential
violations and make appropriate records available
to Sponsor upon request. At any time upon the
request of Sponsor, Institution and Principal
Investigator shall promptly certify in writing their
ongoing compliance (and the compliance of all
other Research Staff) with the warranties contained
in this Section 24. Breach of this Section 24 shall
be deemed a material breach of this Agreement.

25. Survival of Obligations. Obligations relating to
Financial Arrangements, Personal Data Protection
and Privacy, Confidential Information, Trial Data,
Biological Samples, Records, Intellectual Property
Rights, Publications, Publicity, Debarment,
Exclusion, Licensure and Response, and
Indemnification survive termination of this
Agreement, as do any other provision in this
Agreement or its Attachments that by its nature and
intent remains valid after the term of the
Agreement.

26. Entire Agreement. This Agreement contains
the complete understanding of the Parties and will,
as of the Effective Date, supersede all other
agreements between the Parties concerning the
specific Trial. This Agreement may only be
extended, renewed or otherwise amended in
writing, by the mutual consent of the Parties. No
waiver of any term, provision or condition of this
Agreement, or breach thereof, whether by conduct
or otherwise, in any one or more instances will be

nebo jiné zastupce, at pfimo ¢i nepiimo. Bez
omezeni vySe uvedeného ustanoveni zdravotnické
zatizeni a hlavni zkousejici zaruc€uji, Ze ani oni ani
vyzkumny personal neprovedou zadnou platbu, at’
ptimo ¢i neptimo, zadnych finan¢nich ¢astek nebo
protihodnot (dale jen ,platba®) ptedstavitelim
vlady nebo politické strany, predstavitelim
mezinarodnich organizaci, kandidatim na vetejny
ufad nebo zastupctim jinych podnikd nebo osob
jednajicich jménem vyse jmenovanych (souhrnné
dale jen ,,pfedstavitelé”), kdy takova platba by
piedstavovala poruseni nékterého protikorupéniho
zakona. V zadném piipad¢ neprovede zdravotnické
zafizeni, hlavni zkouSejici ani vyzkumny personal
zadnou platbu, pfimo ¢i nepiimo, piedstavitelim,
pokud tucéelem takové platby by bylo ovlivnit
rozhodnuti nebo kroky s ohledem na pfedmét této
smlouvy nebo jinou stranku podnikani zadavatele.
Zdravotnické zafizeni a hlavni zkousSejici nahlasi
jakékoli poruseni tohoto bodu 24 zadavateli a
budou reagovat na veSkeré dotazy o mozném
poruseni a povedou piislusné zaznamy, které
budou zadavateli na Zadost ptistupné. Kdykoli po
zadosti zadavatele zdravotnické zafizeni a hlavni
zkousejici neprodlené pisemné osveéd¢i prabézné
dodrzovani (a dodrZovani i ze strany vyzkumného
personalu) zaruk uvedenych v tomto bodé 24.
Poruseni tohoto bodu 24 bude povazovano za
zavazné poruseni této smlouvy.

25. Pietrvani zavazkt. Zavazky tykajici se
finan¢nich ujednani, ochrany osobnich tudaji a
soukromi, ditvérnych informaci, udaji klinického
hodnoceni, biologickych vzorkli, zdznami, prav
dusevniho vlastnictvi, publikaci, propagace,
zakazu ¢innosti, vylouceni, licenci a odpovidani a
zbaveni odpovédnosti pretrvaji po ukonceni
platnosti této smlouvy, stejné¢ tak jako dalsi
ustanoveni v této smlouve ¢i jejich ptilohach, které
svou povahou a zamérem zdstavaji platnymi po
skon¢eni doby platnosti této smlouvy.

26. Celd smlouva. Tato smlouva obsahuje uplnou
dohodu smluvnich stran a nahradi ke dni ti€innosti
veskeré dalsi dohody mezi stranami tykajici se
konkrétniho hodnoceni. Tato smlouva muze byt
prodlouzena, obnovena ¢i jinak zménéna pouze
pisemné na zakladé vzijemného souhlasu
smluvnich stran. Zadné zfeknuti se jakékoli
podminky ¢i ustanoveni této smlouvy nebo jejich
poruseni, at’ jiz na zaklad¢ jednani, nebo jinak,
V jakémkoli jednom ¢i vice ptipadech nebude
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deemed to be or construed as a further or
continuing waiver of any such term, provision or
condition, or any prior, contemporaneous or
subsequent breach thereof, of any other term,
provision or condition of this Agreement whether
of a same or different nature.

27. Conflict with Attachments. To the extent that
terms or provisions of this Agreement conflict with
the terms and provisions of the Protocol, the terms
and provisions of this Agreement will control
except that the terms and provisions of the Protocol
will control for the scientific conduct of the Trial
and the treatment of the Trial Subjects unless
expressly agreed in writing between the Parties.

28. Invalidity/Severability. The provisions of this
Agreement are separable and if any provision of
this Agreement, or part thereof, is or becomes
illegal, invalid or unenforceable in any respect in
any jurisdiction, this shall not affect the legality,
validity or enforceability of such provisions in any
other jurisdiction or the legality, validity or
enforceability of the remaining provisions of this
Agreement in that or any other jurisdiction. If any
provision is or becomes illegal, invalid or
unenforceable, the Parties shall faithfully
renegotiate and replace any such provision with a
legal, valid or enforceable provision which
conforms as closely as possible to their original
intent.

29. Relationship of the Parties. The relationship of
Institution and Principal Investigator to Sponsor is
one of independent contractor and not one of
partnership, agent and principal, employee and
employer, joint venture, or otherwise.

30. Force Majeure. Neither Party will be liable for
delay in performing or failure to perform
obligations under this Agreement if such delay or
failure results from circumstances outside its
reasonable control (including, without limitation,
any act of God, governmental action, strike,
terrorism, bioterrorism, lock-out or other form of
industrial action) promptly notified to the other
Party (“Force Majeure”). Any incident of Force
Majeure will not constitute a breach of this

povazovano za dalsi ¢i trvalé zreknuti se jakékoli
takové podminky ¢i ustanoveni, nebo jakéhokoli
predchoziho, soucasného ¢€i pozdé€jsiho poruseni
jakékoli podminky ¢i ustanoveni této smlouvy, at
jiz stejné, ¢i odlisné povahy, ani tak nebude
vykladano.

27. Rozpor s prilohami. Pokud jsou podminky nebo
ustanoveni této smlouvy v rozporu s podminkami
a ustanovenimi protokolu, budou podminky a
ustanoveni této smlouvy nadfazené, s vyjimkou
toho, Ze podminky a ustanoveni protokolu budou
rozhodujici, pokud jde o védecké zalezitosti v
ramci klinického hodnoceni a 1écbu subjekti
klinického hodnoceni, pokud se strany pisemné
nedohodnou jinak.

28. Neplatnost / oddélitelnost ustanoveni.
Ustanoveni v této smlouvé jsou odd¢litelna a
pokud jakékoli ustanoveni této smlouvy, nebo jeho
¢ast, je nebo se stane nezakonnym, neplatnym nebo
nevynutitelnym v jakémkoli ohledu a jakékoli
soudni puasobnosti, nebude to mit vliv na
zakonnost, platnost a vynutitelnost téchto
ustanoveni v jinych soudnich ptisobnostech ani na
zakonnost, platnost nebo vynutitelnost zbyvajicich
ustanoveni této smlouvy ve stejné nebo jiné soudni
pusobnosti. Pokud libovolné ustanoveni je nebo se
stane nezakonnym, neplatnym nebo
nevynutitelnym, smluvni strany budou znovu
Cestné vyjednavat a nahradi takové ustanoveni
zdkonnym,  platnym  nebo  vynutitelnym
ustanovenim, které se bude co nejvice blizit
puvodnimu zadméru.

29. Vztahy smluvnich stran. Vztah zdravotnického
zatizeni a hlavniho zkousSejiciho k zadavateli je
vztahem nezavislého dodavatele, a nikoli vztahem
partnerti, zmocnénce a zmocnitele, zaméstnance
a zamestnavatele, spoleénym podnikem nebo
jinym podobnym vztahem.

30. Vyssi moc. Zadna ze stran nebude odpovédna
za opozdeéné plnéni nebo nesplnéni zavazki podle
této smlouvy, jestlize takovéto zpozdéni Ci
nesplnéni je disledkem okolnosti, které se
vymykaji jeji pfimérené kontrole (mimo jiné
véetné jakékoli vyS$i moci, vladniho opatieni,
stavky, terorismu, bioterorismu, vyluky ¢i jiné
formy protestnich akci zaméstnanci) bezodkladné
oznamenych druhé strané ( ,,vy$§i moc“). Zadné
ptipady vyssi moci nebudou predstavovat poruseni
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Agreement and the time for performance will be
extended accordingly. The Party affected by Force
Majeure shall promptly after the start of the Force
Majeure event notify other Parties in writing of the
Force Majeure, the date on which it started, its
likely or potential duration and the effect of the
Force Majeure on such Party's ability to perform
any of its obligations under the Agreement, and use
all reasonable endeavors to mitigate the effect of
the Force Majeure on the performance of its
obligations. If the Force Majeure persists for more
than thirty (30) calendar days, the Parties not
affected by Force Majeure may terminate this
Agreement upon written notice to the affected
Party.

31. Language. This Agreement is signed in English
and Czech. Where there is any inconsistency,
contradiction or non-compliance between the
English version and Czech version of this
Agreement, the stipulations of the English version
shall prevail.

32. Governing Law and Dispute Resolution.

této smlouvy a Cas na realizaci bude v souladu s tim
prodlouzen. Smluvni strana postizena vys§i moci
bude neprodlené po vypuknuti udalosti vys$si moci
pisemn¢ informovat druhé smluvni strany o vyssi
moci, datu zahdajeni, jejim pravdépodobném nebo
mozném trvani a G¢inku vys§i moci na schopnost
této strany provadét své zavazky podle této
smlouvy, a dale vynalozi veskeré pfimétené usili
na zmirnéni ucinku vy$§i moci pii plnéni svych
zavazkl. Pokud bude udalost vy$$i moci trvat déle
nez tricet (30) kalendarnich dni, smluvni strany
nepostizené vyS§i moci mohou tuto smlouvu
pisemnou vypovédi postizené strané vypovedet.

31. Jazyk. Tato smlouva je sepsana v anglickém a
ceském jazyce. V piipadé jakychkoli
nesrovnalosti, rozpori anebo nesouladi mezi
obéma jazykovymi verzemi této smlouvy jsou
rozhodujici ustanoveni anglické verze.

32. Rozhodné pravo a teSeni sport. S vyhradou

Subject to the terms of the Trial conduct as outlined
above, this Agreement shall be governed by and
construed in accordance with the laws of Czech
Republic, without giving effect to conflict of law
provisions. The Parties agree that any dispute or
claim arising out of or in connection with this
Agreement, or the breach, termination or invalidity
thereof shall be settled by arbitration in accordance
with the Swiss Rules of International Arbitration of
the Swiss Chamber of Commerce in force on the
date when the Notice of Arbitration is submitted in
accordance with these rules, excluding recourse to
the ordinary courts. If the Parties can agree on the
subject, the arbitration tribunal may consist of one
(1) arbitrator to be appointed by the Institute of
Arbitration. Otherwise, the Arbitration Tribunal
shall consist of three (3) arbitrators where Sponsor
appoints an arbitrator, Institution together with
Principal Investigator appoints an arbitrator and the
Swiss Chamber of Commerce appoints the
Chairman of the Arbitral Tribunal. If a Party has
not appointed an arbitrator not later than thirty (30)
days of having respectively requested or received
notice of the arbitration such arbitrator is appointed
by the Swiss Chamber of Commerce. The
arbitration proceedings and the awards rendered
shall be confidential. The place of arbitration shall

podminek provadéni hodnoceni tak, jak jsou tyto
popsany vyse, se bude tato smlouva fidit a bude
vykladana v souladu se zakony Ceské republiky ,
aniz by uvadéla v platnost ustanoveni o kolizi
norem. Smluvni strany souhlasi, Ze jakykoli spor
nebo narok vznikly v disledku nebo v souvislosti s
touto smlouvou, pfipadné poruseni, ukonceni nebo
neplatnost smlouvy, budou urovnany rozhod¢im
fizenim v souladu sse Svycarskymi pravidly
mezinarodni arbitraze Svycarské obchodni komory
platnym k datu, kdy je ozndmeni o rozhod¢im
fizeni odeslano v souladu s timto protokolem, s
vyjimkou obraceni se na soud.Pokud se na tom
smluvni strany dohodnou, rozhod¢i tribunal se
muze skladat z jednoho (1) arbitra, kterého jmenuje
arbitrdzni institut. V opacném pfipadé bude
tribundl rozhod¢iho soudu sestavat ze tii (3)
arbitri, kdy zadavatel jmenuje jednoho arbitra,
zdravotnické¢ zafizeni spolecné s hlavnim
zkousejicim jmenuji jednoho arbitr a Svycarska
obchodni komora jmenuje piedsedu rozhod¢iho
tribunalu. Pokud smluvni strana nejmenuje arbitra
ve lhiuté tficeti (30) dni od Zadosti nebo piijeti
oznameni o rozhod¢im fizeni, tohoto arbitra
jmenuje Svycarska obchodni komora d. Rozhodgi
fizeni a odmény se povazuji za didvérné. Misto
konani rozhod&iho fizeni budeZuriich , Svycarsko
. Jazykem rozhodc¢iho fizeni bude anglictina..
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be Zirich, Switzerland. The language of the
arbitration shall be English.

33. Notices. All notices required under this
Agreement will be in writing and be deemed to
have been given when hand delivered, sent by
overnight courier or certified mail, as follows,
provided that all urgent matters, such as safety
reports, will be promptly communicated via
telephone, and confirmed in writing:

Sponsor:
ALK-Abello A/S
Boge Allé 6-8
2970 Hersholm
Denmark

With a copy to:

Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina 27560 USA
Re:

Institution:

Oblastni nemocnice Kolin a.s..- Nemocnice
Stiedoceského kraje

Zizkova 146

280 02 Kolin 3

Czech Republic

Principal Investigator:

Alergologicka a imunologicka poradna
Oblastni nemocnice Kolin a.s..- Nemocnice
Stredoceského kraje

Zizkova 146

280 02 Kolin 3

Czech Republic

Telephone:

[SIGNATURE PAGE FOLLOWS]

33. Oznamovani. Veskera oznamovani
vyzadovana podle této smlouvy budou pisemna a
budou povazovana za dorucend, jestlize budou
doruc¢ena osobné, zaslana kuryrem s doru¢enim do
druhého dne nebo doporuenou posStou za
predpokladu, ze veSkeré urgentni zalezitosti, jako
jsou zpravy ohledné bezpec¢nosti, budou
bezodkladné sdéleny telefonicky a potvrzeny
pisemné:

Zadavatel:
ALK-Abello A/S
Boge Allé 6-8
2970 Hersholm
Denmark
Attention:

S kopii pro:

Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina 27560 USA

Zdravotnické zafizeni:

Oblastni nemocnice Kolin a.s..- Nemocnice
Stiedoceského kraje

Zizkova 146

280 02 Kolin 3

Ceska republika

Hlavni zkousejici:

Alergologickd a imunologicka poradna
Oblastni nemocnice Kolin a.s..- Nemocnice
Stredoceského kraje

Zizkova 146

280 02 Kolin 3

Ceska republika

[NASLEDUJE STRANA S PODPISY]
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In the event that the Parties execute this

later be exchanged in good faith.

Agreed to and accepted:

Agreement by exchange of electronically signed
copies or facsimile signed copies, the Parties
agree that, upon being signed by all Parties, this
Agreement will become effective and binding and
that facsimile copies and/or electronic signatures
will constitute evidence of a binding agreement
with the expectation that original documents may

V ptipadg, Ze strany uzaviou tuto smlouvu
vymeénou elektronicky podepsanych kopii ¢i
faxem zaslanych podepsanych kopii, strany
souhlasi s tim, Ze se po podpisu vSemi stranami
tato smlouva stane ti€innou a zavaznou a ze
faxové kopie a/nebo elektronické podpisy budou
dikkazem zavazné dohody s ocekavanim toho, ze
originalni dokumenty budou pozdéji v dobré vite
vyménény.

Schvaleno a pfijato:

CRO/CRO

Signature / Podpis

Printed Name / Jméno hulkovym pismem

Title / Funkce

Date / Datum

Signed by CRO on behalf of SPONSOR /
Podpis CRO jménem ZADAVATELE

Signature / Podpis

Printed Name / Jméno hiilkovym pismem

Title / Funkce

Date / Datum

INSTITUTION / ZDRAVOTNICKE
ZARIZENI

Signature / Podpis

Printed Name / Jméno hiilkovym pismem

Title / Funkce

Date / Datum

PRINCIPAL INVESTIGATOR /
HLAVNI ZKOUSEJICi

Signature / Podpis

Title / Funkce

Date / Datum
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ATTACHMENT A

The Trial to be performed pursuant to this
Agreement shall be that set forth in the Protocol
dated 29th January 2020 and incorporated into this
Agreement attached hereto by reference in addition
to all current and future amendments thereto,
which is incorporated into this Agreement by
reference and entitled:

Protocol #: MT-18:

“ A 28-day, single-armed, open-label trial to
evaluate safety of the house dust mite (HDM)
sublingual allergy immunotherapy (SLIT) tablet in
adolescent subjects (12-17 years of age) with HDM
allergic rhinitis/rhinoconjunctivitis (AR/C) with or
without asthma”

PRILOHA A

Klinické hodnoceni, které ma byt podle této
smlouvy provadéno, bude popsano v protokolu ze
dne 29. ledna 2020 za¢lenéného odkazem do této
smlouvy, ktera je k tomuto dokumentu ptiloZena,
navic ke vSem stavajicim a budoucim dodatkiim
tohoto dokumentu, ktery je do této smlouvy
zaClenén odkazem a nazvan:

C. protokolu: MT-18

,28 denni, jednoramenna, oteviena klinicka studie
ke zhodnoceni bezpecnosti sublingvalni tabletové
formy alergenové imunoterapie (SLIT) s obsahem
alergen z rozto¢ domaciho prachu (HDM) u
dospivajicich subjekti (ve véku 12-17 let) s
alergickou rinitidou/rinokonjunktivitidou
zpusobenou HDM s astmatem nebo bez né&j*
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ATTACHMENT B
PAYMENT TERMS

B-1. General Terms. Payee (hereinafter
defined) will be compensated as outlined on
Attachment C for Trial Subjects properly
enrolled in the Trial. This amount constitutes
the full compensation for the work to be
completed by the Institution and Principal
Investigator, including all work and care
specified in the Protocol for the Trial, along
with all overhead and administrative services.
No compensation will be available for Trial
Subjects enrolled in the Trial in violation of the
Protocol.

B-2. Payment Terms. Payments for each
Trial Subject will be made quarterly and based
on CRF data entered by Institution and/or
Principal Investigator supporting enrolled Trial
Subject visitation. Payments will be made for
completed visits and treatment related costs in
accordance with  Attachment C, unless
otherwise noted in the Agreement. For each
payment, including any Screen Failures
(hereinafter defined) that may be payable under
the terms of this Agreement, Payee will be paid
the total amount earned, less 10%, for the Final
Payment (hereinafter defined). Monitoring will
occur approximately every quarterly based on
site enrollment and completion of data entry.
All gueries must be resolved within five (5)
business days of receipt by Institution and/or
Principal Investigator any time during the Trial.
Payee must submit any final invoices within
thirty (30) calendar days after the close-out visit
of the Trial at the Institution. Any invoices
received thereafter may not be paid. Payee will
have sixty (60) calendar days after the date of
the close-out visit of the Trial at the Institution
to dispute any payment discrepancies or
missing payments.

B-3.  Pass-Through Payments from Sponsor.
Payments due under this Agreement are pass-
through payments from Sponsor that will be
sent after such payments are received by CRO
from Sponsor. CRO shall have no liability for

Piiloha B
PLATEBNiI PODMINKY

B-1.  VSeobecné podminky. Ptijemce plateb
(definovany nize) obdrzi uhradu podle ptilohy C
za subjekty klinického hodnoceni spravné
zatazené do klinického hodnoceni. Tato ¢astka
predstavuje uplnou odménu za Cinnosti, které ma
zdravotnické zafizeni a hlavni zkouSejici provést,
véetné vSech Cinnosti a péCe uvedenych v
protokolu klinického hodnoceni, spole¢né s
veskerymi rezijnimi naklady a platbami za
administrativni sluzby. P¥i poruseni protokolu
nebude za subjekty klinického hodnoceni zafazené
do klinického hodnoceni vyplacena zadna uhrada.

B-2.  Platebni podminky. Platby za kazdy
subjekt hodnoceni budou hrazeny c¢tvrtletné a na
zakladé udaji ve formulatich CRF vyplnénych
zdravotnickym  zafizenim a/nebo  hlavnim
zkouSejicim dokladajicich navstévy zafazenych
subjekti  klinického hodnoceni.Platby budou
hrazeny za uskuteénéné navstévy a naklady na
1é¢bu v souladu s piilohou C, pokud nebude ve
smlouvé uvedeno jinak. Za kazdou platbu, véetné
neuspéchii ve screeningu (definovanych nize),
které Ize proplatit podle podminek této smlouvy,
obdrzi prijemce plateb celkovou vydélanou ¢astku
snizenou o010 %, které budou =zapocteny v
zavéreéné platbé (definované nize). Piiblizné
kazdé Ctvrtleti bude provadéno monitorovani na
zaklad¢ naboru na pracovisti a vypliovani
datovych zdznami. VSechny dotazy musi byt
vyieSeny do péti (5) pracovnich dnti od jejich
obdrzeni zdravotnickym  zafizenim a/nebo
hlavnim zkouSejicim kdykoli béhem klinického
hodnoceni. Ptijemce plateb musi predlozit veskeré
zaveérecné faktury do tficeti (30) kalendainich dni
po navstéve pro uzavieni klinického hodnoceni ve
zdravotnickém zafizeni. Faktury obdrzené po
tomto datu nemuseji byt proplaceny. Ptijemce
plateb bude mit Sedesat (60) kalendainich dni po
datu navstévy pro uzavieni klinického hodnoceni
ve zdravotnickém zafizeni, aby rozporoval
nesoulad v thradach ¢i chybéjici Ghrady.

B-3. Prefakturovavané platby od zadavatele.
Platby splatné podle této smlouvy jsou
prefakturované platby od zadavatele, které budou
hrazeny poté, co CRO tyto platby obdrzi od
zadavatele. CRO neni v zadném piipade
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any failure to make payments if required
funding is not provided to CRO in advance by
Sponsor.

B-4.  Non-Procedural Costs. Payee will be
paid for additional non-procedural costs that are
pre-approved by Sponsor, as set forth in
Attachment C. To request payment for such
costs, Payee will remit an itemized invoice to
Sponsor or its designee with documentation and
receipts substantiating agreed-upon pass-
through expenses. Any non-procedural pass-
through expenses will be invoiced only in the
amount actually incurred with no mark-up, up

to the maximum amounts shown in
Attachment C.
B-5.  Final Payment. At the conclusion of the

Trial, all CRFs and Trial-related documents will
be promptly made available for Sponsor review.
The final payment (“Final Payment”) will be
paid once: all CRFs have been completed and
received; data queries have been satisfied; all
Sponsor Drug is returned; and all close out
issues are resolved and procedures completed,
including final IEC and/or RA notification, if
applicable. All queries must be resolved within
five (5) business days of receipt by Institution
and/or Principal Investigator. Sponsor or its
designee will perform final reconciliation of all
payments made to date against total amount due
and will promptly pay Payee amounts
remaining unpaid, if any. Payee will promptly
reimburse Sponsor any unearned or overpaid
amounts previously paid to Payee within
thirty (30) calendar days of notification by
Sponsor or designee.

B-6.  Taxes.

(1) Payments shown in Attachment C do not
include value added tax (“VAT”). If the Payee
is VAT registered, and if VAT is required under
the Applicable Law, VAT should be added and

odpovédna za neprovedeni tUhrady, pokud
zadavatel pozadované finan¢ni prostiedky pfedem
nedoda CRO.

B-4. Naklady nesouvisejici s postupy
v klinickém hodnoceni. Pfijemci plateb budou
uhrazeny  dodatecné  vydaje  nesouvisejici
s postupy Vv klinickém hodnoceni, které jsou
predem schvaleny zadavatelem, jak je stanoveno v
ptiloze C. Pii zadosti o uhradu téchto nakladt
vystavi piijemce plateb polozkovou fakturu
zadavateli nebo jeho povéfené osob¢ s doklady a
uctenkami dokladajicimi dohodnuté
prefakturovavané vydaje. Veskeré
prefakturovavané vydaje nesouvisejici s postupy v
klinickém hodnoceni budou fakturovany vyhradné
ve vy§i  skuteéné¢ vzniklych vydaji az do
maximalni castky uvedené v pfiloze C, bez
jakéhokoliv navyseni ceny.

B-5.  Zavérecna platba. Pti ukonceni klinického
hodnoceni budou =zadavateli ke kontrole
predlozeny veskeré formulafe CRF a dokumenty
tykajici se klinického hodnoceni. Zavére¢na platba
(dale jen ,,zavérecna platba“) bude vyplacena po
splnéni  nasledujicich  podminek:  vSechny
formulafe CRF byly vyplnény a piijaty; dotazy
tykajici se udaji byly zodpovézeny;, veSkery
piipravek zadavatele byl vracen; a veskeré
zalezitosti pfi uzavieni byly vyfeSeny a postupy
dokonc¢eny, véetné¢ zavéreéného oznameni NEK
a/nebo KU, dle situace. Viechny dotazy musi byt
vyieSeny do péti (5) pracovnich dnti od jejich
obdrzeni zdravotnickym  zafizenim a/nebo
hlavnim zkouSejicim. Zadavatel nebo jeho
poveéiena osoba provede zavérecné sesouhlaseni
vSech plateb ucinénych k danému datu oproti
celkové dluzné Céastce a ihned uhradi pfijemci
plateb ptipadnou castku, kterou zbyva uhradit.
Pfijemce plateb neprodlen¢ vrati zadavateli
jakékoli nezaslouzené castky ¢i preplatky, které
mu byly dfive vyplaceny, do tficeti (30)
kalendatnich dni od ozndmeni ze strany zadavatele
nebo povérené osoby.

B-6.  Dan¢.

(1) Platby uvedené v ptiloze C nezahrnuji dani z
pfidané hodnoty (dale jen ,,DPH). Pokud je
ptijemce plateb registrovan k DPH a pokud je
DPH vyzadovana platnymi zédkony, DPH bude
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shown on the invoice by the Payee at the
applicable VAT rate, along with Payee’s VAT
registration number. If VAT reverse charge
mechanism applies under Applicable Law,
Payee will not add VAT to the invoice, and the
appropriate wording should be displayed on the
invoice in accordance with Applicable Law.

(2) Payee acknowledges and agrees that it is
solely responsible for the payment of any and
all contributions and taxes imposed by any
applicable authority with respect to or measured
by compensation paid to Payee under this
Agreement. CRO or Sponsor will not be
responsible for the withholding or payment of
any such required contributions or taxes. Payee
accepts full responsibility for reporting all
payments received, under this Agreement, to
the relevant taxation authorities as required by
Applicable Law.

B-7.  Screen Failures. A Screen Failure is a
consented Trial Subject who fails to meet the
screening visit criteria and is thus not eligible
for enrollment into the Trial (“Screen Failure”).
Screen Failures will be reimbursed, if at all, as
outlined in Attachment C.

B-8.  Necessary Procedures. Payee will be
reimbursed for valid necessary visits and
procedures not covered under Attachment C.
Payment for any necessary procedure due to
Trial Subject safety will be reimbursed at the
agreed upon unit cost in Attachment C, if
available, or if there is no such unit cost in
Attachment C, Payee will be compensated
based on actual costs incurred by Institution and
Principal Investigator, and will require a
separate invoice with documentation for the
medical necessity of the procedure. Where
practicable, Sponsor’s or CRO’s prior written
consent will be obtained, unless it will
compromise the integrity of the Trial or affect
Trial Subject safety, in which case Sponsor will
be notified as soon as practicable after the fact.

B-9. Payee. The payments will be made to
the following Payee and address:

pridana a uvedena na faktufe od piijemce plateb v
ptislusné sazbé DPH, spolu s registracnim ¢islem
DPH piijemce plateb. Pokud se podle platnych
zakonii uplatiiuje princip preneseni danové
povinnosti, ptijemce plateb na faktufe neuvede
DPH, ale pfislusny text v souladu s platnymi
zakony.

(2) Prijemce plateb potvrzuje a souhlasi s tim, ze
je vyhradné¢ odpovédny za uhradu veskerych
poplatkil a dani ulozenych pfislusnym organem s
ohledem na odménu vyplacenou piijemci plateb
podle této smlouvy nebo na jejim zaklade
vyméfenou. CRO ani zadavatel nebudou
odpovidat za srazky ¢i uhrady jakychkoli takovych
poplatkil ¢i dani. Pifjemce plateb pfijima uplnou
odpovédnost za priznani vSech pfijatych plateb
podle této smlouvy pfislusnym danovym ufadtm,
jak to vyzaduji platné zakony.

B-7. Neuspéch ve screeningu. Neuspéch ve
screeningu  predstavuje  subjekt  klinického
hodnoceni, ktery poskytl souhlas, ale ktery
nesplnil kritéria screeningové navstévy, a neni tak
zpusobily pro zatazeni do klinického hodnoceni
(dale jen,,netspéch ve screeningu®). Pripadné
neuspéchy ve screeningu budou hrazeny v souladu
s ptilohou C.

B-8.  Nezbytné postupy. Piijemci plateb budou
uhrazeny platné nezbytné navstévy a postupy, na
které se nevztahuje piiloha C. Uhrada za veskeré
nezbytné postupy z diivodu bezpec€nosti subjektt
klinického hodnoceni bude provedena za
jednotkovou cenu stanovenou v ptiloze C, je-li
uvedena, pfip. pokud neni uvedena v pfiloze C,
ptijemce plateb obdrzi thradu podle skute¢nych
nakladi, které vznikly zdravotnickému zatizeni a
hlavnimu zkouSejicimu, pficemz bude nutné
vystavit samostatnou fakturu s doloZenim
nezbytnosti péce z 1ékaiského hlediska. Bude-li to
proveditelné, bude ziskdn pifedchozi pisemny
souhlas zadavatele nebo CRO, pokud to neohrozi
celistvost klinického hodnoceni nebo bezpecnost
subjektu  klinického hodnoceni; v opacném
pfipadé bude otéto skuteCnosti zadavatel
informovan co nejdiive poté.

B-9. Pfijemce plateb. Platby budou
poukazovany nasledujicimu pfijemci plateb a na
adresu:
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Institution : Zdravotnické zatizei

Payee Name: Oblastni nemocnice Kolin a.s.- | Jméno piijemce plateb: Oblastni nemocnice Kolin

Nemocnice Sttedoceského kraje a.s.- Nemocnice Stfedo¢eskeho kraje

Payee Address:Zizkova 146, 280 02 Kolin Adresa ptijemce plateb: Zizkova 146, 280 02
Kolin

Payee Tax Identification Number: 27256391 Danové identifikacni ¢islo piijemce plateb:
27256391

In case of changes in the Payee’s bank account | V ptipadé zmén bankovnich tdaja piijemct plateb
details, Payee is obliged to inform CRO in | je piijemce plateb povinen pisemné informovat
writing, but no amendment to this Agreement | CRO, ale nevyzaduje se vyhotoveni dodatku k této
shall be required. smlouve.

B-10. Invoices. All invoices must be issued | B-10. Faktury. Vsechny faktury musi byt

and forwarded to the following as instructed: vystaveny a zaslany dle pokyni na nasledujici
adresu:

Attn. Investigator Payment Department K rukam: Investigator Payment Department
(oddéleni plateb zkousSejicim)

Syneos Health UK Limited Syneos Health UK Limited

Farnborough Business Park Farnborough Business Park

1 Pinehurst Road 1 Pinehurst Road

Farnborough Farnborough

Hampshire Hampshire

GU14 7BF, UK GU14 7BF, Spojené kralovstvi

VAT: GB806650142 DIC: GB806650142

All payment related queries may be directed to: | Veskeré dotazy tykajici se plateb zasilejte na
adresu:

SM_InvestigatorPayments@Syneoshealth.com | SM_InvestigatorPayments@Syneoshealth.com

Each invoice must contain: (1) Sponsor’s name, | Na kazdé faktufe musi byt uvedeno: (1) nazev
(2) Protocol ~ number,  (3) project code, | zadavatele, (2) ¢islo protokolu, (3) kod projektu,
(4) Principal  Investigator’s name, (5)a | (4)jméno hlavniho zkouSejiciho, (5) souhrn
summary of the reimbursement to be made in | Gihrad, které maji byt provedeny v souladu s
compliance with the Attachment C, and (6) if | pfilohou C, a (6)pokud je pfijemce platby
the Payee is VAT registered, the VAT | registrovan k DPH, registracni ¢islo DPH, pfip.

PI: | Institution: Oblastni nemocnice Kolin a.s. | ALK-Abell A/S | MT-18

Hlavni zkousSejici: | Zdravotnické zafizeni: Oblastni nemocnice Kolin | ALK-Abello A/S | MT-18

Doc Name: Global Tripartite CTA (CRO) | Doc Final: 3.November 2020

Nazev dokumentu: Celosvetova trojstranna smlouva o klinickém hodnoceni (CRO) | Zavéreéna verze dokumentu:
3.listopadu 2020 38/51



Confidential | Duvérné

registration number or if VAT reverse charge
mechanism applies, the note “VAT reverse
charge applicable”.

Payee will not receive any payments for pass
through expenses whereby Payee has failed to
produce actual copy invoices or other
documentation clearly substantiating that the
expenditures were actual, reasonable, and
verifiable in the amount submitted for
compensation.

pokud se uplatiluje princip pieneseni danové
povinnosti, text ,,uplatiiuje se pfeneseni danové
povinnosti k DPH".

Ptijemce plateb neobdrzi Zzadné platby =za
prefakturovavané vydaje, pokud nepiedlozil
skute¢né kopie faktur nebo jiné doklady jasné
dokazujici, ze vydaje byly skute¢né, pfimérené a
ovétitelné, pokud jde o Castku piedlozenou k
uhradeé.
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ATTACHMENT C PRILOHA C
FINANCIAL ARRANGEMENTS TABULKA FINANCNICH UJEDNANI
WORKSHEET
FINANCE SUMMARY BOX / FINANCNI SOUHRN
Invoice Currency CZK —Czech Krone Me¢éna na fakture :K¢ —Koruna Ceska
Payment Base :Visit based Zaklad platby : podle navstévy
Effective Date:3.November 2020 Datum ucinnosti:3.Listopadu 2020
CRO Contracting Entity:Syneos Health UK | Smluvni subject CRO: Syneos Health UK
Limited Limited
Institution /
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ATTACHMENT D

EQUIPMENT USE, OWNERSHIP &
DISPOSITION

D-1.  Use. During the term of this Agreement,
Institution and Principal Investigator may use
Equipment only for purposes of this Trial.

D-2.  Ownership. Until the termination of this
Agreement, this Equipment remains the property
of Sponsor or the respective vendors that have
provided the Equipment to Sponsor, as
applicable, and must be returned either within a
reasonable period of time upon request by
Sponsor, not to exceed five (5) business days, or
immediately upon termination of this
Agreement.  Institution  and/or  Principal
Investigator agree to return the Equipment in the
manner directed by Sponsor in substantially the
same condition as when received by Institution
and/or Principal Investigator. Institution agrees
to be financially responsible to cover any loss or
destruction to Equipment while in Institution’s

PRILOHA D

POUZiVANi,, VLASTNICTVj
A ODEVZDANI VYBAVENI

D-1.  Pouziti. V pribéhu trvani této smlouvy
muze zdravotnické zafizeni a hlavni zkouSejici
pouzivat vybaveni vyhradné pro ucely tohoto
klinického hodnoceni.

D-2.  Vlastnictvi. Do ukonceni této smlouvy
zUstava toto vybaveni majetkem zadavatele nebo
ptislusnych dodavateli, kteti vybaveni poskytli
zadavateli, a na zZadost zadavatele, v relevantnich
ptipadech, musi byt vraceno v pfimétené lhute,
kterd nepiekro¢i pét (5) pracovnich dni, nebo
okamzit¢ po ukonCeni této  smlouvy.
Zdravotnické zatizeni a/nebo hlavni zkousejici
souhlasi s tim, Ze vrati vybaveni zplsobem
stanovenym zadavatelem v podstaté ve stejném
stavu, v jakém je zdravotnické zafizeni a/nebo
hlavni zkousSejici ptijali. Zdravotnické zatizeni
souhlasi s tim, ze bude finan¢n¢ odpoveédné za
kryti jakékoli ztraty ¢i zniCeni vybaveni béhem
doby, kdy bude v péci zdravotnického zafizeni a
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and Principal Investigator’s care, which exceeds
ordinary wear and tear and/or lacks a reasonable
causal relationship to proper performance of the
Trial. Institution and Principal Investigator
further agree that unless otherwise authorized in
writing by the Sponsor of this Trial, Institution
and Principal Investigator will not alter the
Equipment in any way. Institution must not
install any components or software, if applicable,
without express approval of the Sponsor. Any
software provided to Institution and/or Principal
Investigator may not be duplicated. Institution
and Principal Investigator are not permitted to
use the Equipment for any other purpose than for
the performance of this Trial in accordance with
the Protocol. Neither Sponsor nor CRO has any
liability for damages of any sort, including
personal injury or property damage, resulting
from the use of Equipment except to the extent
that such damages were caused by the negligence
or willful misconduct of Sponsor or CRO, as
applicable, and except to the extent that a
personal injury constitutes a compensable Trial
Subject Injury to be paid by Sponsor as described
in this Agreement.

D-3.  Disposition. After completion of Trial
conduct or at an earlier time specified by
Sponsor, Institution will arrange for return of
Equipment and Sponsor materials, at Sponsor’s
expense, to Sponsor or a location designated by
Sponsor.  Alternatively the Institution and
Principal Investigator may retain the Equipment
at a mutually agreed amount equal to the
depreciated value of the Equipment at the end of
the Trial upon prior written Sponsor approval.

hlavniho zkousejiciho, které bude nad miru
bézného opotfebeni a/nebo bude postradat
odpovidajici pfiCinnou souvislost s fadnym
provadénim klinického hodnoceni. Zdravotnické
zafizeni a hlavni zkouSejici dale souhlasi s tim,
ze pokud neobdrzi pisemny souhlas zadavatele
tohoto klinického hodnoceni, zdravotnické
zafizeni a hlavni zkouSejici toto vybaveni
zZadnym zptisobem nepozméni. Bez vyslovného
souhlasu zadavatele nesmi zdravotnické zatizeni
instalovat Zadné soucasti nebo software, pokud je
to relevantni. Zadny software poskytnuty
zdravotnickému  zatizeni a/nebo hlavnimu
zkousejicimu se nesmi duplikovat. Zdravotnické
zafizeni a hlavni zkouSejici nesméji pouzivat
vybaveni kzadnym jinym Gcelim nez
k provadéni klinického hodnoceni v souladu
s protokolem. Zadavatel ani CRO nenese
odpovédnost za Skody jakéhokoli druhu, véetné
ujmy na zdravi nebo poskozeni majetku, v
disledku  pouzivani vybaveni, s vyjimkou
situaci, kdy byly takové Skody zpusobeny
nedbalosti nebo imyslnym jednanim zadavatele
nebo CRO, dle situace, a s vyjimkou situaci, kdy
wjma na zdravi pfedstavuje Ujmu subjektu
klinického hodnoceni s narokem na odSkodnéni
ze strany zadavatele, jak je uvedeno v této
smlouve.

D-3. Odevzdani vybaveni. Po dokonceni
provadéni klinického hodnoceni nebo dfive v
terminu, ktery stanovi zadavatel, zajisti
zdravotnické zafizeni vrdceni vybaveni a
materidlli zadavatele zadavateli nebo na misto
stanovené¢ zadavatelem, a to na ndklady
zadavatele. Nebo si miize zdravotnické zatizeni
a hlavni zkouSejici vybaveni ponechat za
oboustranné odsouhlasenou ¢astku, ktera se bude
rovnat zlstatkové hodnoté vybaveni na konci
klinického hodnoceni, pokud to zadavatel
predem pisemné schvali.
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ATTACHMENT E PRILOHA E
TIMELINES CASOVE 0SY
Milestone Approximate Target Milnik Piiblizné cilové datum
Date for Completion dokonceni na
at Site pracovisti

Site initiation Zahajovaci

visit Aug-2020 navitéva na srpen 2020
pracovisti

First Trial Subject

enrolled Aug-2020 Zatazeni prvniho
subjektu

Last Trial Subject Jan-2021 klinického srpen 2020

enrolled hodnoceni

Last Trial Subject Zatazeni

Out Sept-2022 posledniho
subjektu leden 2021
klinického
hodnoceni
Posledni subjekt
dokon¢il klinické zari 2022
hodnoceni
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ATTACHMENT F
INFORMATION SHEET

TO BE USED WITH PRINCIPAL
INVESTIGATOR

You are currently reading this notice because you
will soon be participating as investigator involved
in the conduct of a clinical trial sponsored by
ALK-Abello A/S (the “Sponsor” or “ALK”), and
carried out by Fakultni nemocnice Brno — Detska
nemocnice —  Pediatricka  Klinika  (the
“Institution”) in order to conduct Protocol MT-18
“A 28-day, single-armed, open-label trial to
evaluate safety of the house dust mite (HDM)
sublingual allergy immunotherapy (SLIT) tablet
in adolescent subjects (12-17 years of age) with
HDM allergic rhinitis/rhinoconjunctivitis (AR/C)
with or without asthma” (the “Clinical Trial”). In
the context of the Clinical Trial, it will be
necessary that the Sponsor processes your
personal data. Please note the following aspects
on how your personal data will be processed:

° Who will be processing your personal
data? Your personal data (name, contact
information, qualifications, curriculum vitae and
financial disclosure information) will be
processed by ALK-Abello6 A/S, a Danish
company with address to these effects in Boge
Allé 6-8, DK-2970 Hersholm, Denmark. You can
contact the Sponsor by sending an email to
Marianne Henriksen
(marianne.henriksen@alk.net )or a regular mail to
the aforementioned address. You can also contact
the Data Protection Officer of the Sponsor by
sending an email to dpo.alk@bechbruun.com,

PRILOHA F
INFORMACE

URCENY HLAVNIMU ZKOUSEJiCiMU

Prave si Ctete tyto informace, jelikoz se jiz brzy
budete jako zkouSejici podilet na provadéni
klinického hodnoceni, jehoz zadavatelem je
spolecnost ALK-Abello A/S (dale jen ,,zadavatel*
nebo ,,ALK") a provadéného Fakultni nemocnici
Brno — Détskou nemocnici — Pediatrickou
Klinikou (dale jen ,,zdravotnické zafizeni*) pro
ucely provadéni protokolu MT-18 ,,28 denni,
jednoramenna, oteviena klinickd studie ke
zhodnoceni bezpecnosti sublingvalni tabletové
formy alergenové imunoterapie (SLIT) s obsahem
alergend z roztoc¢li domaciho prachu (HDM) u
dospivajicich subjektd (ve v&ku 12-17 let) s
alergickou rinitidou/rinokonjunktivitidou
zpusobenou HDM s astmatem nebo bez n¢j* (dale
jen ,klinické hodnoceni®). V ramci tohoto
klinického hodnoceni bude nezbytné, aby
zadavatel zpracovaval Vase osobni udaje.
Vezméte prosim na védomi nasledujici stranky
zpracovani Vasich osobnich udajt:

. Kdo bude zpracovavat VaSe osobni
udaje? VaSe osobni udaje (jméno, kontaktni
udaje, kvalifikace, Zivotopis a finan¢ni informace)
bude zpracovavat spolecnost ALK-Abelldo A/S,
coz je danska spolecnost se sidlem na adrese Boge
Allé  6-8, DK-2970 Hersholm, Dansko.
Zadavatele muzete kontaktovat e-mailem na
Marianne Henriksen
(marianne.henriksen@alk.net) nebo  bé&znou
postou na vysSe uvedené adrese. Dale také mtzete
e-mailem kontaktovat povéfence pro ochranu

° Why  will
processed? Your personal data will be processed
to accomplish the following purposes:

(i) Managing your participation in the Clinical
Trial and communicating with you regarding the
Clinical Trial, for which we will rely on the
performance of the clinical trial agreement

osobnich udaji zadavatele na
dpo.alk@bechbruun.com.
your personal data be | e Pro¢ se budou zpracovavat Vase osobni

udaje? Vase osobni udaje se budou zpracovavat
pro nasledujici tcely:

(i) Pfi fizeni Vasi ucasti v klinickém hodnoceni a
komunikaci s Vami v souvislosti s klinickym
hodnocenim budeme spoléhat na realizaci
smlouvy o klinickém hodnoceni, kterou jste
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concluded between you, the Institution, ALK and
Syneos Health UK Limited (the “Clinical Trial
Agreement”)

(ii) Seeking approval of the Clinical Trial and/or
trial product (the “Trial Product”) by
governmental or regulatory authorities, for which
we will rely on the performance of the Clinical
Trial Agreement and the need to comply with
applicable legal obligations.

(i)  Sending information regarding the
Clinical Trial for review by Sponsor’s affiliates
and Contract Research Organizations (the
“CRO”), for which we will rely on the
performance of the Clinical Trial Agreement.

(iv) Satisfying any legal or regulatory
requirements affecting the Clinical Trial and/or
Trial Product, for which we will rely on our need
to comply with those legal obligations.

(v) Submitting the Clinical Trial for publication on
mandatory websites and databases that serve a
comparable purpose, for which we will rely on our
need to comply with our legal obligations to that
respect.

(vi) Complying with reporting obligations of
applicable laws and regulations or national
industry code requirements regarding disclosure
of transfer of value from pharmaceutical
companies to healthcare professionals; in those
cases in which it is not possible to do it on an
aggregated basis, for which we will rely on the
performance of the Clinical Trial Agreement.

(vii)  Reporting any adverse reaction and
complying with applicable pharmacovigilance
obligations.

(viii)  Sharing your contact details with other
affiliates of the Sponsor’s group of companies for
the following purposes: performance of the
Clinical Trial in a global group of companies and
compliance with applicable regulatory provisions
that may also require the submission of your
personal data to foreign authorities. For these
purposes, we will rely on our legitimate interest to

uzavieli Vy, zdravotnické zafizeni spolecnost
ALK a spolecnost Syneos Health UK Limited
(dale jen ,,smlouva o klinickém hodnoceni®).

(ii) Pi usilovani o souhlas pro klinické hodnoceni
a/nebo ptipravek klinického hodnoceni (dale jen
»pripravek klinického hodnoceni®) ze strany
vladniho nebo regula¢niho organu budeme
spoléhat na realizaci smlouvy o klinickém
hodnoceni a povinnost dodrzovat platné zakonné
zavazky.

(iif)  Pfi odesilani informaci tykajicich se
klinického hodnoceni k prezkoumani
pridruzenymi spole¢nostmi zadavatele a smluvni
vyzkumnou organizaci (dale jen ,,CRO*) budeme
spoléhat na realizaci smlouvy o klinickém
hodnoceni.

(iv) Pfi  uspokojovani zakonnych nebo
regula¢nich pozadavki ovlivigjicich klinické
hodnoceni a/nebo pripravek klinického hodnoceni
budeme spoléhat na povinnost dodrzovat zakonné
pozadavky.

(V)Pfi predkladani klinického hodnoceni k
publikovani na povinnych webovych strankach a
v databazich, které slouzi srovnatelnému ucelu,
budeme po této strance spoléhat na povinnost
dodrzovat zakonné pozadavky.

(vi) Pt#i dodrzovani oznamovaci povinnosti
plynouci z platnych zakonti a piedpisi nebo
pozadavkli narodniho zékoniku pro dané odvétvi
tykajici se zvefejnovani pifevodd hodnot od
farmaceutickych  spolecnosti  zdravotnickym
pracovniklim; v ptipadech, kdy tak nebude mozné
uCinit souhrnné, budeme spoléhat na realizaci
smlouvy o klinickém hodnoceni.

(vii)  Hlaseni veskerych nezadoucich reakci a
dodrzovani platnych zavazkli o farmakovigilanci.

(viii)  Sdileni Vasich osobnich udaju s dal$imi
ptridruzenymi spole¢nostmi ze skupiny zadavatele
pro nasledujici tucely: provadéni klinického
hodnoceni v celosvétové skupin€ spolecnosti a
dodrzovani platnych regula¢nich ustanoveni, jez
mohou téz vyzadovat piedlozeni Vasich osobnich
udajii cizim uUfadim. Pro tyto ucely budeme
spoléhat na nas legitimni zajem provadeét klinické
hodnoceni a dodrzovat platné zakony.
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carry out the Clinical Trial and comply with
applicable laws.

o Who will your personal data be shared
with? In order to accomplish the aforementioned
purposes, your personal data may be shared with
the Sponsor's data processors, which can be
affiliates and other companies belonging to the
Sponsor's group of companies, as well as third
party suppliers and service providers (i.e. CROs,
infrastructure and IT services providers, third
party consultants, etc.). The Sponsor's data
processors may be located in countries outside the
European Economic Area (“EEA”) that may not
be considered as providing an adequate level of
protection of personal data. In these cases, the
Sponsor will rely on appropriate safeguards such
as Privacy Shield for data processors located in
USA or binding corporate rules/standard contract
clauses signed with its data processors. More
information to this respect can be requested by
sending an email to the following address:
Marianne.henriksen@alk.net.

Your personal data may also be transferred to the
Sponsor’s affiliates or other entities that belong to
the same group of companies for the purposes
mentioned above. In these cases, the Sponsor will
rely on appropriate safeguards as standard
contract clauses. More information to this respect
can be requested by sending an email to the
following address Marianne.henriksen@alk.net.

Your personal data may be also shared with third
parties in order to comply with any subpoena,
court order or other legal process, to comply with
a request from ethics committees/institutional
review boards, foreign national health authorities,
regulators, governmental request or any other
legally enforceable demand. In some cases, these
third parties may be located in countries outside
the EEA that may not be considered as providing
an adequate level of protection of personal data;
in these cases, we will rely on your contractual
relation.

° For how long will your personal data
be processed? Once the Clinical Trial has been

o Komu budeme piedavat Vase osobni
udaje? Abychom naplnili vySe uvedené ucely
mohou byt Vase osobni udaje predany
zpracovatelim Udaji zadavatele, coz mohou byt
pridruzené spolecnosti a jiné spolecnosti
nalezejici do skupiny spolecnosti zadavatele, ale i
dodavatelé a poskytovatelé sluzeb tfeti strany (tj.
CRO, poskytovatelé  sluzeb v  oblasti
infrastruktury a IT, konzultanti tfeti strany atd.).
Zpracovatelé tdaju zadavatele se mohou nachazet
v zemich mimo Evropsky hospodaisky prostor
(dale jen ,,EHP*), které nemuseji byt povazovany
za zemé&, kde je zajiSténa odpovidajici uroven
ochrany osobnich udaji. V takovych ptipadech
zadavatel bude spoléhat na pfiméfené zaruky,
napt. Stit soukromi, u zpracovateld udaji se
sidlem mimo USA, nebo na zavazné korporatni
zasady / standardni smluvni dolozky podepsané
zpracovateli udajii. Podrobné;si informace k této
zélezitosti mize na Zadost ziskat na e-mailové
adrese: Marianne.henriksen@alk.net.

Vase osobni udaje mohou byt také pfevedeny na
pfidruzené spoleCnosti zadavatele nebo jiné
subjekty, které mnalezeji do stejné skupiny
spolecnosti, pro ucely uvedené vyse. V takovych
pfipadech bude zadavatel spoléhat na pfimetené
zaruky, napf. standardni smluvni dolozky.
Podrobnéjsi informace k této zalezitosti miize na
Zadost ziskat na e-mailové adrese : marianne

.henriksen@alk.net

Vase osobni tidaje mohou byt také predany tfetim
strandm pro ucely splnéni predvolani, soudniho
ptikazu nebo jiného zakonného prosttedky, pro
dodrZeni Zadosti od etické komise / institucionalni
revizni komise, ciziho narodniho zdravotniho
ufadu, kontrolniho tufadu, zadosti vlady nebo
jiného zidkonem vynutitelného pozadavku. V
nekterych ptipadech se mohou tyto tieti strany
nachazet v zemich mimo EHP, které nemuseji byt
povazovany za zemé¢, kde je zajiSténa
odpovidajici Groven ochrany osobnich udaji; v
takovych ptipadech budeme spoléhat na Vase
smluvni vztahy.

o Jak dlouho se budou zpracovavat Vase
osobni udaje? Jakmile bude klinické hodnoceni

concluded, your personal data will be processed | dokon¢eno, budou Vase osobni udaje
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for the period necessary to comply with the
purposes described below and, in any case, for a
maximum period of twenty-five (25) years. In any
case, once the Clinical Trial has concluded, your
personal data will be duly secured by technical
and organisational measures so they cannot be
easily accessed nor compromised by anyone
inside or outside the Sponsor's personnel.

o Which rights do you have in relation to
your personal data? You will have right to
access, rectification, erasure, objection, restriction
of processing and data portability in relation to
your personal data by sending a written
communication to Marianne.henriksen@alk.net.

zpracovavany po obdobi nezbytné k naplnéni
ucelti popsanych nize a rozhodné nejvyse dvacet
pét (25) let. Bez ohledu na situaci, po dokon¢eni
klinického hodnoceni budou Vase osobni udaje
fadn¢ zabezpeceny technickymi a organizac¢nimi
opatienimi, takze pfistup k nim nebude snadny a
nikdo z internich ¢i externich pracovnikl
zadavatele je nebude moci zpronevéfit.

. Jaka prava mate v souvislosti s Vasimi
osobnimi udaji? Budete mit pravo na pfistup,
opravu, vymaz, namitku, omezeni zpracovani a
prenos udaji v souvislosti s Vasimi osobnimi
udaji. Staéi zaslat pisemnou zpravu na e-mail
marianne.henriksen@alk.net. Pokud se

If you believe that we have not complied with
applicable data protection laws, you can also
lodge a complaint with a data protection
supervisory authority. A listing of each EU
country’s data protection supervisory authority
may be found here:
http://ec.europa.eu/justice/data-
protection/bodies/authorities/index_en.htm.

I hereby acknowledge to have received and read
ALK’s Information Sheet.

domnivate, ze nedodrzujeme platné zakony o
ochrané¢ osobnich 0daji, muzete také vznést
stiznost ke kontrolnimu ufadu pro ochranu
osobnich udajii. Seznam kontrolnich tGfadi pro
ochranu osobnich udaji v kazdé zemi EU
naleznete zde: http://ec.europa.eu/justice/data-
protection/bodies/authorities/index_en.htm.

Timto potvrzuji piijeti a precteni informaci
spole¢nosti ALK.

Principal Investigator name (block letters) /
Jméno hlavniho zkousejiciho (tiskacim
pismem)

Date / Datum

Principal Investigator signature / Podpis
hlavniho zkousSejiciho
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ATTACHMENT G
INFORMATION SHEET
TO BE USED WITH RESEARCH STAFF

You are reading this notice because you will soon
be participating as part of the personnel involved
in the conduct of a clinical trial sponsored by
ALK-Abello A/S (the “Sponsor” or “ALK”), and
carried out by Fakultni nemocnice Brno — Detska
nemocnice —  Pediatricka  Kklinika  (the
“Institution”) in order to conduct Protocol MT-18
“A 28-day, single-armed, open-label trial to
evaluate safety of the house dust mite (HDM)
sublingual allergy immunotherapy (SLIT) tablet
in adolescent subjects (12-17 years of age) with
HDM allergic rhinitis/rhinoconjunctivitis (AR/C)
with or without asthma” (the “Clinical Trial”). In
the context of the Clinical Trial, it will be
necessary that the Sponsor processes your
personal data. Please note the following aspects
on how your personal data will be processed:

° Who will be processing your personal
data? Your personal data (name, contact
information, qualifications, curriculum vitae and
financial disclosure information) will be
processed by ALK-Abello6 A/S, a Danish
company with address to these effects in Boge
Allé 6-8, DK-2970 Hersholm, Denmark. You can
contact the Sponsor by sending an email to
Marianne.henriksen@alk.net or a regular mail to
the aforementioned address. You can also contact
the Data Protection Officer of the Sponsor by
sending an email to dpo.alk@bechbruun.com

PRILOHA G
INFORMACE
URCENY VYZKUMNEMU PERSONALU

Ctete tyto informace, jelikoZ se jiz brzy budete
jako c¢len persondlu podilet na provadéni
klinického hodnoceni, jehoz zadavatelem je
spolecnost ALK-Abello A/S (dale jen ,,zadavatel”
nebo ,,ALK") a provadéného Fakultni nemocnici
Brno — Détskou nemocnici — Pediatrickou
Klinikou (dale jen ,,zdravotnické zafizeni®) pro
ucely provadéni protokolu MT-18 ,,28 denni,
jednoramenna, oteviena klinickd studie ke
zhodnoceni bezpecnosti sublingvalni tabletové
formy alergenové imunoterapie (SLIT) s obsahem
alergend z roztoc¢l domaciho prachu (HDM) u
dospivajicich subjektd (ve véku 12-17 let) s
alergickou rinitidou/rinokonjunktivitidou
zpusobenou HDM s astmatem nebo bez n¢j* (dale
jen ,klinické hodnoceni®). V ramci tohoto
klinického hodnoceni bude nezbytné, aby
zadavatel zpracovaval Vase osobni udaje.
Vezméte prosim na védomi nasledujici stranky
zpracovani Vasich osobnich udajt:

. Kdo bude zpracovavat VaSe osobni
udaje? VaSe osobni udaje (jméno, kontaktni
udaje, kvalifikace, Zivotopis a finan¢ni informace)
bude zpracovavat spole¢nost ALK-Abello A/S,
coz je danska spolecnost se sidlem na adrese Boge
Allé  6-8, DK-2970 Hersholm, Dansko.
Zadavatele muzete kontaktovat e-mailem na
marianne.henriksen@alk.net nebo béznou postou
na vySe uvedené adrese. Dale také muzete e-
mailem kontaktovat povéfence pro ochranu

° Where does your personal data come
from? The Sponsor will obtain your personal data
from the Institution.

° Why  will
processed? Your personal data will be processed
to accomplish the following purposes:

(M Managing your participation in the
Clinical Trial and communicating with you

osobnich udaja zadavatele na
dpo.alk@bechbruun.com.
o Odkud pochazeji VaSe osobni udaje?
Zadavatel ziskd Vase osobni udaje od
zdravotnického zatizeni.

your personal data be | e Pro¢ se budou zpracovavat Vase osobni

udaje?Vase osobni udaje se budou zpracovavat
pro nasledujici tcely:

0] Pti fizeni Vasi ucCasti v klinickém
hodnoceni a komunikaci s Vami v souvislosti s

PI: | Institution: Oblastni nemocnice Kolin a.s. | ALK-Abell A/S | MT-18

Hlavni zkousSejici:

| Zdravotnické zafizeni: Oblastni nemocnice Kolin | ALK-Abello A/S | MT-18

Doc Name: Global Tripartite CTA (CRO) | Doc Final: 3.November 2020
Nazev dokumentu: Celosvetova trojstranna smlouva o klinickém hodnoceni (CRO) | Zavéreéna verze dokumentu:

3.listopadu 2020

48/51



mailto:dpo.alk@bechbruun.com

Confidential | Duvérné

regarding the Clinical Trial, for which we will rely
on the performance of your contract with the
Institution.

(i) Seeking approval of the Clinical Trial
and/or trial product (the “Trial Product”) by
governmental or regulatory authorities, for which
we will rely on the performance of your contract
with the Institution and the need to comply with
applicable legal obligations.

(i)  Sending information regarding the
Clinical Trial for review by Sponsor’s affiliates
and Contract Research Organizations (the
“CRO”), for which we will rely on the
performance of your contract with the Institution.

(iv) Satisfying any legal or regulatory
requirements affecting the Clinical Trial and/or
Trial Product, for which we will rely on our need
to comply with those legal obligations.

(V) Submitting the Clinical Trial for
publication on mandatory websites and databases
that serve a comparable purpose, for which we
will rely on our need to comply with our legal
obligations to that respect.

(vi) Complying with reporting obligations of
applicable laws and regulations or national
industry code requirements regarding disclosure
of transfer of wvalue from pharmaceutical
companies to healthcare professionals; in those
cases in which it is not possible to do it on an
aggregated basis, for which we will rely on the
performance of your contract with the Institution.

(vii)  Reporting any adverse reaction and
complying with applicable pharmacovigilance
obligations.

(viii)  Sharing your contact details with other
affiliates of the Sponsor’s group of companies for
the following purposes: performance of the
Clinical Trial in a global group of companies and
compliance with applicable regulatory provisions
that may also require the submission of your
personal data to foreign authorities. For these
purposes, we will rely on our legitimate interest to

klinickym hodnocenim budeme spoléhat na

realizaci Va$i smlouvy se zdravotnickym
zatizenim.
(i) Pti usilovani o souhlas pro klinické

hodnoceni a/nebo piipravek klinického hodnoceni
(dale jen ,,pripravek klinického hodnoceni®) ze
strany vladniho nebo regula¢niho organu budeme
spoléhat na realizaci Va$i smlouvy se
zdravotnickym zatizenim a povinnost dodrzovat
platné zakonné zavazky.

(iif)  Pfi odesilani informaci tykajicich se
klinického hodnoceni k prezkoumani
pridruzenymi spole¢nostmi zadavatele a smluvni
vyzkumnou organizaci (dale jen ,,CRO*) budeme

spoléhat na realizaci Va$i smlouvy se
zdravotnickym zafizenim.
(iv) Pfi  uspokojovani zakonnych nebo

regula¢nich pozadavki ovlivigjicich klinické
hodnoceni a/nebo piipravek klinického hodnoceni
budeme spoléhat na povinnost dodrzovat zakonné
pozadavky.

(v) Pti predkladani klinického hodnoceni k
publikovani na povinnych webovych strankach a
v databazich, které slouzi srovnatelnému ucelu,
budeme po této strance spoléhat na povinnost
dodrzovat zakonné pozadavky.

(vi) Pti dodrzovani oznamovaci povinnosti
plynouci z platnych zakonti a piedpisi nebo
pozadavkli narodniho zakoniku pro dané odvétvi
tykajici se zvefejniovani pifevodd hodnot od
farmaceutickych  spolecnosti  zdravotnickym
pracovniklim; v ptipadech, kdy tak nebude mozné
ucinit souhrnné, budeme spoléhat na realizaci
Vasi smlouvy se zdravotnickym zafizenim.

(vii)  Hlaseni veskerych nezadoucich reakci a
dodrzovani platnych zavazkl o farmakovigilanci.

(viii)  Sdileni Vasich osobnich udaju s dal$imi
ptidruzenymi spole¢nostmi ze skupiny zadavatele
pro nasledujici tucely: provadéni klinického
hodnoceni v celosvétové skupin€ spolecnosti a
dodrzovani platnych regula¢nich ustanoveni, jez
mohou téz vyzadovat piedlozeni Vasich osobnich
udajii cizim uUfadim. Pro tyto ucely budeme

PI: | Institution: Oblastni nemocnice Kolin a.s. | ALK-Abell A/S | MT-18

Hlavni zkousSejici:

| Zdravotnické zafizeni: Oblastni nemocnice Kolin | ALK-Abello A/S | MT-18

Doc Name: Global Tripartite CTA (CRO) | Doc Final: 3.November 2020
Nazev dokumentu: Celosvetova trojstranna smlouva o klinickém hodnoceni (CRO) | Zavéreéna verze dokumentu:

3.listopadu 2020

49/51




Confidential | Duvérné

carry out the Clinical Trial and comply with
applicable laws.

o Who will your personal data be shared
with? In order to accomplish the aforementioned
purposes, your personal data may be shared with
the Sponsor's data processors, which can be
affiliates and other companies belonging to the
Sponsor's group of companies, as well as third
party suppliers and service providers (i.e. CROs,
infrastructure and IT services providers, third
party consultants, etc.). The Sponsor's data
processors may be located in countries outside the
European Economic Area (“EEA”) that may not
be considered as providing an adequate level of
protection of personal data. In these cases, the
Sponsor will rely on appropriate safeguards such
as Privacy Shield for the case of data processors
located in  USA or binding corporate
rules/standard contract clauses signed with its data
processors. More information to this respect can
be requested by sending an email to the following
address: Marianne.henriksen@alk.net

Your personal data may also be transferred to the
Sponsor’s affiliates or other entities that belong to
the same group of companies for the purposes
mentioned above. In these cases, the Sponsor will
rely on appropriate safeguards as standard
contract clauses. More information to this respect
can be requested by sending an email to the
following address: Marianne.henriksen@alk.net

Your personal data may be also shared with third
parties in order to comply with any subpoena,
court order or other legal process, to comply with
a request from ethics committees/institutional
review boards, foreign national health authorities,
regulators, governmental request or any other
legally enforceable demand. In some cases, these
third parties may be located in countries outside
the EEA that may not be considered as providing
an adequate level of protection of personal data;
in these cases, we will rely on your contractual
relation.

. For how long will your personal data
be processed? Once the Clinical Trial has been

spoléhat na nas legitimni zajem provadét klinické
hodnoceni a dodrzovat platné zakony.

o Komu budeme predavat VaSe osobni
udaje? Abychom naplnili vySe uvedené ucely
mohou byt Vase osobni udaje predany
zpracovatelim Udaji zadavatele, coZ mohou byt
pridruzené spolecnosti a jiné spolecnosti
nalezejici do skupiny spolecnosti zadavatele, ale i
dodavatelé a poskytovatelé sluzeb tieti strany (tj.
CRO, poskytovatelé  sluzeb v  oblasti
infrastruktury a IT, konzultanti tfeti strany atd.).
Zpracovatelé tdaju zadavatele se mohou nachazet
v zemich mimo Evropsky hospodaisky prostor
(dale jen ,,EHP*), které nemuseji byt povazovany
za zemé&, kde je zajiSténa odpovidajici uroven
ochrany osobnich udaji. V takovych ptipadech
zadavatel bude spoléhat na pifiméfené zaruky,
napf. Stit soukromi, a to u zpracovateldl Gdaji se
sidlem mimo USA, nebo na zavazné korporatni
zasady / standardni smluvni dolozky podepsané
zpracovateli udajii. Podrobné;si informace k této
zalezitosti mize na zadost ziskat na e-mailové
adrese: Marianne.henriksen@alk.net

Vase osobni udaje mohou byt také pfevedeny na
pfidruzené spoleCnosti zadavatele nebo jiné
subjekty, které mnalezeji do stejné skupiny
spolecnosti, pro ucely uvedené vyse. V takovych
pfipadech bude zadavatel spoléhat na pfimétené

zaruky, napf. standardni smluvni dolozky.
Podrobnéjsi informace k této zalezitosti miize na
zadost  ziskat  na e-mailové  adrese:

Marianne.henriksen@alk.net

Vase osobni tidaje mohou byt také pfedany tretim
strandm pro ucely splnéni predvolani, soudniho
ptikazu nebo jiného zakonného prosttedky, pro
dodrZeni Zadosti od etické komise / institucionalni
revizni komise, ciziho narodniho zdravotniho
ufadu, kontrolniho tfadu, zadosti vlady nebo
jiného zakonem vynutitelného pozadavku. V
nekterych ptipadech se mohou tyto tieti strany
nachazet v zemich mimo EHP, které nemuseji byt
povazovany za zemé¢, kde je zajiSténa
odpovidajici Groven ochrany osobnich udaji; v
takovych ptipadech budeme spoléhat na Vase
smluvni vztahy.

o Jak dlouho se budou zpracovavat Vase
osobni udaje? Jakmile bude klinické hodnoceni
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concluded, your personal data will be processed
for the period necessary to comply with the
purposes described below and, in any case, for a
maximum period of twenty-five (25) years. In any
case, once the Clinical Trial has concluded, your
personal data will be duly secured by technical
and organisational measures so they cannot be
easily accessed nor compromised by anyone
inside or outside the Sponsor's personnel.

o Which rights do you have in relation to
your personal data? You will have right to
access, rectification, erasure, objection, restriction
of processing and data portability in relation to
your personal data by sending a written
communication to Marianne.henriksen@alk.net.
If you believe that we have not complied with
applicable data protection laws, you can also
lodge a complaint with a data protection
supervisory authority. A listing of each EU
country’s data protection supervisory authority
may be found here:
http://ec.europa.eu/justice/data-
protection/bodies/authorities/index_en.htm.

I hereby acknowledge to have received and read
ALK’s Information Sheet.

dokon¢eno, budou Vase osobni udaje
zpracovavany po obdobi nezbytné k naplnéni
ucelti popsanych nize a rozhodné nejvyse dvacet
pét (25) let. Bez ohledu na situaci, po dokon¢eni
klinického hodnoceni budou VaSe osobni udaje
fadn¢ zabezpeceny technickymi a organizac¢nimi
opatienimi, takze pfistup k nim nebude snadny a
nikdo z internich ¢i externich pracovnikl
zadavatele je nebude moci zpronevéfit.

. Jaka prava mate v souvislosti s VaSimi
osobnimi udaji?Budete mit pravo na pfistup,
opravu, vymaz, namitku, omezeni zpracovani a
prenos udaji v souvislosti s Vasimi osobnimi
udaji. Staéi zaslat pisemnou zpravu na e-mail
Marianne.henriksen@alk.net Pokud se
domnivate, Ze nedodrzujeme platné zakony o
ochrané¢ osobnich 0daji, muzete také vznést
stiznost ke kontrolnimu ufadu pro ochranu
osobnich udajii. Seznam kontrolnich tGfadi pro
ochranu osobnich udaji v kazdé zemi EU
naleznete zde: http://ec.europa.eu/justice/data-
protection/bodies/authorities/index_en.htm.

Timto potvrzuji pfijeti a precteni informaci
spolecnosti ALK.

Name (block letters) / Jméno (tiskacim
pismem)

Date / Datum

Signature / Podpis
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