LOW-INTERVENTION CLINICAL TRIAL
AGREEMENT

This Low-Intervention Clinical Trial Agreement
(“Agreement”) is by and between IQVIA Ltd.
located at 3 Forbury Place, 23 Forbury Road,
Reading, RG1 3JH, United Kingdom, VAT No:

GB450315485, (“Company”) and Fakultni
nemocnice v Motole, represented by

y based on
credentials, located at

Republic (“Institution”).

1. Conduct of the Study.

Swedish Orphan Biovitrum AB (publ), SE-112 76
Stockholm,  Sweden  (“Sponsor”)  retained
Company under a separate agreement to provide
services, including negotiating and executing this
Agreement, associated with the study entitled “An
18-month, low-interventional, prospective,
multicentre study to assess joint outcomes in
patients with haemophilia A or B on prophylaxis
with efmoroctocog alfa or eftrenonacog alfa”
(“Study”), a Low-Interventional Clinical Trial, as
defined by Regulation (EU) No 536/2014,
investigating the medicinal Product
(“Investigational Product”) as identified in the
Study protocol number SOBLHAEMS89-007
(including  any  subsequent  amendments),
(“Protocol”) and incorporated herein by reference
as an inseparable part to this Agreement. Institution
shall ensure that the Principal Investigator
(hereinafter defined) and other Investigators
(“Study Staff”) will perform the Study in
accordance with the Protocol. The parties will
comply with all applicable laws and regulations
relating to the conduct of the Study, including those
related to the conduct of clinical research, data
privacy, study documentation storage, safety
reporting, financial disclosure, conflict of interest,
patient safety, anti-bribery and anti-corruption, as
well as the International Conference on
Harmonisation Guideline for Good Clinical
Practice and the principles set out in the Declaration
of Helsinki (GCP), as applicable (“Applicable
Law”). Institution also will maintain any licenses,

SMLOUVA O NiZKOINTERVENCNIM
KLINICKEM HODNOCENI

Tato smlouva o nizkointervenénim klinickém
hodnoceni (dale jen ,,Smlouva®“) je uzaviena
spolecnosti IQVIA Ltd. se sidlem na adrese 3
Forbury Place, 23 Forbury Road, Reading, RG1
3JH, Spojené kralovstvi, VAT No: GB450315485,
(,,.Spole¢nost) a Fakultni nemocnici v Motole,
zastoupena na
zakladé povéreni, na adrese

x (,,Poskytovatel
zdravotnich sluZeb* nebo jen “Poskytovatel”).

1. Provadéni klinického hodnoceni.

Spolecnost Swedish Orphan Biovitrum AB (publ),
SE-112 76 Stockholm, Svédsko (,,Zadavatel®) si
na zéklad€ samostatné smlouvy najala nasledujiciho
partnera k poskytovani sluzeb, véetné vyjednavani
auzavieni této smlouvy, spojenych s klinickym
hodnocenim s nazvem ,,18mési¢ni nizkointervencni
prospektivni multicentrickd studie zaméfena na
hodnoceni vysledki u kloubt u pacientd s hemofilii
A nebo B na profylaxi efmoroktokogem alfa nebo
eftrenonakogem alfa“ (dale ,,klinické hodnoceni‘),
nizkointervencni klinicka studie, jak je definovana
v natizeni (EU) ¢. 536/2014, zkoumajici lécivy
ptipravek (dale jen ,,Hodnoceny pripravek®), jak
je uvedeno v Cisle protokolu studie
SOBL.LHAEMS89-007 (vcetné¢ vSech naslednych
zmen), (,,Protokol®) a jsou zde zaclenény formou
odkazu  jako nedilnd  souCast  Smlouvy.
Poskytovatel zajisti, aby Hlavni zkousSejici (dale
definovano) a ostatni zkougejici (déle jen ,,Clenové
studijniho tymu*) provedli klinické hodnoceni
v souladu s protokolem. Strany budou dodrzovat
vSechny platné zakony a pfedpisy souvisejici
s provadénim klinického hodnoceni, vcetné téch,
které se tykaji provadéni klinického vyzkumu,
ochrany osobnich udaji, ukladani dokumentace
klinického hodnoceni, hlaSeni o bezpecnosti,
zvefejiiovani financnich informaci, stfetu zajmu,
bezpenosti pacientli, ochrany proti Uplatkarstvi
aboj proti korupci, stejné jako Mezinarodni
konference o harmonizacnim pokynu pro spravnou
klinickou praxi a principy stanovené v Helsinské
deklaraci (GCP), podle toho, co je pouzitelné
(,,Platné pravni predpisy). Poskytovatel bude
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permits or registrations required for Institution to
perform the Study.

The expected number of clinical trial subjects are 3
-5.

2. Principal Investigator.

The Study will be conducted at Institution’s

remises under the direction of its employee
EEE— (“Principal

Investigator™). It is the Principal Investigator’s
duty to review and understand the Protocol and all
information in the Investigator’s Brochure, device
labeling instructions, and/or package insert(s), as
applicable. Principal Investigator will supervise and
conduct the Study according to this Agreement, the
Protocol, and Applicable Law. Institution shall
provide appropriate resources, facilities, personnel
and equipment, so the Principal Investigator can
conduct the Study in accordance with the Protocol
and the terms of this Agreement. Institution agrees
to notify Company if Principal Investigator leaves
the Institution during the Study or is unable to
participate in the Study, and Company and Sponsor
shall have the right to approve the person
nominated by Institution to replace Principal
Investigator.

3. Ethics Committee (“EC”) /Institutional
Review Board (“IRB”) Approval, Informed
Consent.

Institution and/or Principal Investigator will obtain
the necessary approvals (or waivers of approval)
from the applicable EC/IRB(s) before starting the
Study,and will provide Company with copies of
such approvals/waivers upon request. Institution
and Principal Investigator will provide assistance to
Company if Company is responsible for obtaining
such approvals. Principal Investigator will obtain an
signed informed consent form (“ICF”) from each
Study Subject (“Subject”) prior to the Subject’s
participation in the Study, as applicable. Principal
Investigator will ensure that the form ICF was
approved by the Company, Sponsor and IRB/EC
before use.

také udrzovat veskeré licence, povoleni nebo
registrace potfebné k tomu, aby mohl provadét
klinické hodnoceni.

Predpokladany  pocet  zafazenych
klinického hodnoceni je 3 — 5.

subjektd

2. Hlavni zkousejici.

Klinické hodnoceni bude probihat v prostorach

Zdravotnického zatfizeni Poskytovatel pod vedenim
jejiho  zaméstnance I

(,,Hlavni zkouSejici). Je povinnosti Hlavni
Zkousejici prostudovat a porozumét Protokolu
avSem informacim v Souboru informaci pro

Zkousejiciho, pokyniim pro oznaCovani zafizeni
a/nebo piibalovych informacich, podle potteby.
Hlavni zkousejici bude na klinické hodnoceni
dohlizet aprovadét ho vsouladu se Smlouvou,
Protokolem  aPlatnymi  pravnimi  predpisy.
Poskytovatel poskytne vhodné zdroje, zafizeni,
personal a vybaveni, aby Hlavni zkouSejici mohla
provést klinické hodnoceni v souladu s protokolem
a podminkami Smlouvy. Poskytovatel souhlasi
s tim, ze bude informovat Spolecnost, pokud Hlavni
zkousejici opusti Poskytovatele béhem klinického
hodnoceni nebo se nebude moci klinického
hodnoceni zicastnit, a Spole¢nost a Zadavatel maji
pravo schvalit osobu nominovanou
Poskytovatelem, aby nahradila Hlavni zkousejici.

3. Schvaleni  Etickou  komisi  (,,EK”™),
informovany souhlas.
Poskytovatel a/nebo Hlavni zkousSejici ziskaji

potfebna schvaleni (nebo zieknuti se schvaleni) od
ptislusnych EK pfed zahdjenim klinického
hodnoceni ana pozadani poskytnou Spole¢nosti
kopie takovych schvaleni/zieknuti se schvaleni.
Poskytovatel a Hlavni zkousSejici poskytnou
spoleCnosti  pomoc, pokud bude Spolecnost
zodpoveédna za ziskani takovych souhlas. Hlavni
zkousejici obdrzi podepsany formuléf
informovaného souhlasu (,,ICF“) od kazdého
Subjektu klinického hodnoceni (,,Subjekt™) pred
ucasti tohoto Subjektu v klinickém hodnoceni.
Hlavni zkouSejici zajisti, aby formulai ICF byl pted
pouzitim schvalen Spolecnosti, Zadavatelem a EK.

LICT-A - [CZR] - 10.01.23 — | . : -« 0 nemocnice v Motole

[Swedish Orphan Biovitrum AB, SOBI.HAEM89-007]

CONFIDENTIAL
Page 2 of 28




4. Adverse Events.

The Institution shall report adverse events and
serious adverse events as directed in the Protocol,
by the Institution’s IRB/EC, and by Applicable
Law. The Institution shall cooperate with Sponsor
and Company in its efforts to follow-up on any
adverse events. Sponsor will promptly report to the
Institution, the Institution’s IRB/EC, and Company,
any finding that could affect the safety of Subjects
or their willingness to continue participation in the
Study, influence the conduct of the Study, or alter
the Institution’s IRB/EC approval to continue the
Study. Institution and Principal Investigator agree
to Sponsor-required terms and conditions attached
hereto in  Exhibit B, “Subject Injury,
Indemnification, and Insurance Requirements,”
incorporated herein by reference.

s. Use and Return of Investigational Product

The Parties acknowledge that no Product will be
provided by Sponsor or the Company to Institution
for the Study. The Study Patients will receive the
Product according to label. The Institution shall use
the Investigational Product solely for the purpose of
properly completing the Study in accordance with
the Protocol and shall maintain the Investigational
Product as specified by Sponsor, the Protocol, and
according to Applicable Law. Upon completion or
termination of the Study, the Institution shall return
or destroy, at Sponsor’s option and expense, unused
materials provided by Sponsor for use in the Study
[and shall return any equipment or materials
provided by Sponsor for use in the Study unless
Sponsor and Institution have a written agreement
for Institution to acquire the equipment.] If there
are Institution facility improvements provided by
Company or Sponsor in relation to the Study, then
Institution shall enter a separate written agreement
with Company or Sponsor with respect to such
facility improvements.

4. Nezadouci piihody

Poskytovatel bude hlasit nezaddouci piihody
azavazné nezadouci pithody podle pokynt
v protokolu, EK Poskytovatele a podle Platnych
pravnich predpist. Poskytovatel bude

spolupracovat se Zadavatelem a Spolecnosti v tsili
sledovat jakékoli nezaddouci ptihody. Zadavatel
neprodlené oznami Poskytovateli, EK
Poskytovatele a Spole¢nosti jakékoli zjisténi, které
by mohlo ovlivnit bezpecnost Subjektii nebo jejich
ochotu pokracovat v klinickém hodnoceni, ovlivnit
provadéni klinického hodnoceni nebo zménit
souhlas IRB/EK Poskytovatele s pokracovanim
klinického hodnoceni. Poskytovatel a Hlavni
zkousejici souhlasi s podminkami pozadovanymi
Zadavatelem pfipojenymi k tomuto dokumentu
v Piiloze B ,Uraz, odskodnéni a pozadavky na
pojisténi®, které jsou zde zahrnuty formou odkazu.

5. Pouziti a vraceni Hodnoceného pripravku

Strany berou na védomi, Ze ani Zadavatel ani
Spole¢nost neposkytne Poskytovateli pro tucely
klinického hodnoceni zadny produkt. Pacienti
v klinickém hodnoceni obdrzi produkt podle Stitku.
Poskytovatel bude pouzivat Hodnoceny ptipravek
vyhradné za G¢elem fadného dokonceni klinického

hodnoceni v souladu s Protokolem  abude
Hodnoceny piipravek uchovavat tak, jak je
specifikovano Zadavatelem, Protokolem

a v souladu s Platnymi zakony. Po dokonéeni nebo
ukonceni klinického hodnoceni vrati nebo znici

Poskytovatel na zdkladé volby anaklada
Zadavatele nepouzité  materidly  poskytnuté
Zadavatelem pro pouziti v klinickém hodnoceni
[avrati jakékoli vybaveni nebo materialy

poskytnuté Zadavatelem k pouziti v klinickém
hodnoceni, pokud ma Zadavatel a Poskytovatel
pisemnou smlouvu, aby vybaveni pofidila.] Pokud

Spolecnost nebo Zadavatel v souvislosti
s klinickym hodnocenim poskytne pro
Poskytovatele vylepseni vybaveni, pak
Poskytovatel —uzavie se Spolecnosti  nebo
Zadavatelem samostatnou pisemnou smlouvu

tykajici se téchto vylepSeni vybaveni.
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6. Compensation.

A. Payment Terms. Company or a Company’s
affiliate will receive the invoices and administer
payments to the party designated as Payee (as
defined below) in accordance with Exhibit B, for
satisfactory completion of all Study-related
obligations hereunder. Any queries regarding
invoices or payments should be directed to
Company or the Company’s affiliate at the contact
details outlined in Exhibit B. No costs or expenses
for standard of care medical treatment of Subject
will be paid. Neither Institution nor Principal
Investigator will pay another physician to refer
Subjects to the Study. Institution and Principal
Investigator will comply with all applicable
disclosure obligations relating to compensation paid
under this Agreement as may be required by
Sponsor or any institution, medical committee or
other medical or scientific organization affiliated
with Institution or Principal Investigator.

B. Anti-Corruption/Anti-Fraud. Institution and
Principal Investigator agree that the compensation
provided (i) constitutes the fair market value and
fair compensation for the services rendered in light
of their expertise; (ii) is not an inducement to, or in
return for, the past, present or future prescribing,
purchasing, recommending, using, obtaining
preferential formulary status, or dispensing any
Sponsor product or in any way contingent or
dependent upon any such activity; and, (iii) will not
affect Institution’s or Principal Investigator’s
judgment with respect to the advice and care of
each Subject. Institution and Principal Investigator
agree they will not directly or indirectly pay,
induce, or offer Items of Value as defined by
Applicable Law for the purpose of (a) inducing
such person or entity to do or omit to do any act in
violation of their lawful duty; (b) securing any
improper advantage; or (c) inducing such person or
entity to use influence with the government or
instrumentality thereof to affect or influence any act
or decision of the government or instrumentality.

6. Odména.

a. Platebni podminky. Spolecnost nebo
pridruzena  spolecnost  Spole¢nosti  obdrzi
faktury a bude spravovat platby strané oznacené
jako Piijemce plateb (jak je definovano nize)
v souladu s Ptilohou B za ucelem uspokojivého
splnéni ~ vSech  povinnosti  souvisejicich
s klinickym  hodnocenim podle Smlouvy.
Jakékoli dotazy tykajici se faktur nebo plateb by
mely byt smérovany na Spole¢nost nebo
pridruzenou spole¢nost Spolec¢nosti
s kontaktnimi udaji uvedenymi v Pfiloze B.
Z4dné naklady ani vydaje za standardni 1ékatské
osetfeni Subjektu nebudou hrazeny.
Poskytovatel ani Hlavni zkouSejici nezaplati
jinému lékaii za doporuceni Subjektd do
klinického hodnoceni. Poskytovatel a Hlavni
zkousSejici dodrzi vSechny piisluSné informacni
povinnosti tykajici se kompenzace vyplacené
podle Smlouvy, jak mize pozadovat Zadavatel
nebo jakékoliv Poskytovatel, 1ékatskd komise
nebo jinad lékarskd nebo veédecka organizace
pfidruzena k  Poskytovateli nebo Hlavni
zkousSejici .

. Zakaz korupénich praktik a podvodi.

Poskytovatel a Hlavni zkouSejici souhlasi s tim,
ze poskytnuta kompenzace (i) predstavuje
spravedlivou trzni hodnotu a spravedlivou
kompenzaci za poskytnuté sluzby s ohledem na
jejich odbornost; (ii) neni pobidkou nebo
vymeénou za minulé, soucasné nebo budouci
predepisovani, nakup, doporuc¢ovani, pouzivani,
ziskavani preferencniho statutu nebo vydavani
jakéhokoli produktu Zadavatele nebo jakymkoli
zpisobem podminéné nebo zavislé na jakékoli
takové Cinnosti; a (iii) neovlivni Usudek
Poskytovatele nebo Hlavni zkousejici s ohledem
na rady a péci kazdého Subjektu. Poskytovatel
a Hlavni zkousSejici souhlasi s tim, ze nebudou
pfimo ani nepfimo platit, navadét ani nabizet
hodnotné polozky, jak je definovano v Platnych
pravnich predpisech, za tucelem (a) pfimét
takovou osobu nebo subjekt, aby udélala nebo
opomnéla udélat jakykoli ¢in v rozporu s jejich
zakonnou povinnosti ; (b) k zajisténi jakékoli
nepatiicné vyhody; nebo (¢) k podnécovani
takové osoby nebo subjektu k pouziti vlivu na
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7. Medical Records and Study Data.

Medical records are the Subjects’ primary medical
records maintained by the Institution on behalf of
the Principal Investigator (“Medical Records”).
Study data is all records and reports, other than
Medical Records, collected or created pursuant to
or prepared in connection with the Study including,
without limitation, reports (e.g., CRFs, data
summaries, interim reports and the final report)
required to be delivered to Sponsor pursuant to the
Protocol, as applicable (“Study Data”). Institution
and Principal Investigator shall ensure the prompt,
complete, and accurate collection, recording and
classification of the Medical Records and Study
Data. Institution and Principal Investigator shall
maintain complete and accurate Documentation
related to the Study for, at a minimum, the longest
of the following: (i) twenty-five (25) years after
Sponsor has notified Institution that the Study has
been discontinued or completed, or (ii) the
minimum period required by Applicable Law
(““Archiving period”).; and (iii) protect the Medical
Records and Study Data from unauthorized use,
access, duplication, and disclosure. If directed by
Sponsor or Company, Institution will submit Study
Data using the electronic system provided by
Sponsor or Company in accordance with Sponsor’s
instructions for electronic data entry. Institution
shall prevent unauthorized access to the Study Data
by maintaining physical security of the electronic
system and ensuring that Study Staff maintain the
confidentiality of their passwords to the electronic
system. Sponsor will inform the Institution no later
than six (6) months before the end of the Archiving
Period about how these records and documents
belonging to the clinical trial will be handled. In the
event that the Sponsor does not inform Institution
within the specified time, it is considered that he
agrees to the shredding.

In the event that the Sponsor requests an extension
of the archiving period with the Institution, the
Sponsor is entitled to demand a proportional fee

vladu nebo jeji nastroje k ovlivnéni jakéhokoli
jednéni nebo rozhodnuti vlady nebo jejiho
nastroje.

7. Zdravotni zdznamy a studijni data a idaje

Zdravotni zaznamy jsou primarni 1ékafské zdznamy
Subjekti, které vede Poskytovatel prostiednictvim
Hlavni zkousSejici (,,Zdravotni zdznamy*). Studijni
data a udaje jsou vSechny zaznamy a zpravy, jiné
nez Zdravotni zaznamy, shromazdéné nebo
vytvofené na zaklad¢é klinického hodnoceni nebo
pripravené v souvislosti snim, vcéetné abez
omezeni zprav (napi. CRF, souhrny dat, pribézné
zpravy a zaveéreéna zprava), které je tfeba dodat
Zadavateli podle pfislusného Protokolu (,,Studijni
udaje*).Poskytovatel a Hlavni zkouSejici zajisti
rychly, uplny a pfesny sbér, zdznam a klasifikaci
Zdravotnich ~ zaznam  a Studijnich  daju.
Poskytovatel a Hlavni zkousSejici budou dodrzovat
uplnou apfesnou dokumentaci tykajici se
klinického hodnoceni minimalné po nejdelsi
z nasledujicich obdobi: (i) dvacet pét (25) let poté,
co Zadavatel oznadmil Poskytovateli, ze bylo
klinické hodnoceni pferuseno nebo dokoncéeno,
nebo (ii) po minimalni dobu vyZzadovanou Platnymi
pravnimi piedpisy (“Doba archivace™); a (iii)
v ramci ochrany Zdravotnich zdznamu a Studijnich
data a udaji pfed neopravnénym pouzitim,
ptistupem, duplikaci a zvetejnénim. Pokud to bude
nafizeno Zadavatelem nebo Spolecnosti, ptedlozi
Poskytovatel Studijni tidaje pomoci elektronického
systtmu  poskytnutého  Zadavatelem  nebo
Spole¢nosti v souladu s pokyny Zadavatele pro
elektronické zadavani dat. Poskytovatel zabrani
neopravnénému piistupu ke Studijnim datim a
udajim  udrzovanim  fyzického zabezpeceni
elektronického systému a zajisténim daveérnosti
svych hesel do elektronického systému Cleny
studijniho tymu. Zadavatel bude informovat
poskytovatele nejpozdéji Sest (6) mésici pied
uplynutim Doby archivace o tom, jakym zplisobem
bude s témito zdznamy a dokumenty patiicimi ke
klinickému hodnoceni nalozeno. V ptipad€, ze
zadavatel ve stanovené dobé poskytovatele
informovat nebude, ma se za to, Ze souhlasi se
skartaci.
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from the Sponsor.

8. Inspections/Audits of Institution.

Company, Sponsor and their agents or affiliates
may visit Institution, upon prior notice given at
least three (3) days in advance, during normal
business hours, and in such a way that the normal
activities of the Institution are not disrupted, to
monitor the Study and compliance with this
Agreement and the Protocol. Institution and
Principal Investigator will be notified prior to any
such visit and both will provide assistance and
cooperation. The monitor will maintain the
confidentiality of all records viewed in accordance
with Applicable Law. Institution also will cooperate
with all regulatory audits or inspections and will
promptly notify and provide Company with any
inquiries, correspondence or communications to or
from any governmental or regulatory authority
relating to the Study.

9, Confidentiality, Intellectual Property and
Publications.

Institution and Principal Investigator agree to the
terms and conditions of “Exhibit B“ Confidential
Information, Intellectual Property and Publications,
hereby incorporated by reference.

10. Data Privacy.

The Parties agree that each Party will comply with
their respective obligations as required under the
provisions of Applicable Law relating to data
protection and privacy, including the EU
Regulation 2016/679 (the “General Data Protection
Regulation” or “GDPR”) and supplementing EU
Member State data protection laws governing the
processing and confidentiality of Personal Data, as
such laws may be amended or replaced from time
to time (collectively “Data Protection Laws”). The
Parties acknowledge that for the purpose of
performing the Study, the Sponsor and the
Institution are each independent data controllers

V ptipadé, ze bude Zadavatel zadat o prodlouzeni
doby archivace u poskytovatele, je Poskytovatel
opravnén po Zadavateli pozadovat Umerné
zpoplatnéni.

8. Inspekce/audit Zdravotnického zafizeni.

Spole¢nost, Zadavatel ajejich zastupci nebo
pridruzené spole¢nosti mohou navstivit
Poskytovatele po pfedchozim ozndmeni, u¢inéném
alesponi tfi (3) dny ptfedem, béhem bézné pracovni
doby a tak, aby nebyla narusena bézna cinnost
Poskytovatele, aby sledovali klinické hodnoceni
a dodrzovani Smlouvy a Protokolu. Poskytovatel
a Hlavni zkousejici poskytnou pomoc a spolupraci.
Monitor bude zachovavat duvérnost vSech
prohlizenych  zdznamti v souladu s Platnymi
pravnimi pfedpisy. Poskytovatel bude rovnéz
spolupracovat se vSemi regula¢nimi audity nebo
inspekcemi  abude neprodlené¢  informovat
aposkytovat  Spolecnosti  jakékoli  dotazy,
korespondenci nebo sdéleni od jakéhokoli vladniho
nebo regula¢niho organu tykajici se klinického
hodnoceni.

9. Duvérnost, duSevni vlastnictvi a publikace.

Poskytovatel ~ aHlavni  zkouSejici  souhlasi
s podminkami ,,Prilohy B*“ Diivérné informace,
dusevni  vlastnictvi apublikace, které jsou

zaclenény formou odkazu.

10. Ochrana udaju.

Strany se dohodly, Ze kazda strana bude dodrzovat
své prislusné povinnosti, jak to vyzaduji ustanoveni
Platnych pravnich ptedpisi o ochrané osobnich
udajii a soukromi, vcetné¢ nafizeni EU 2016/679
(dale jen ,,Obecné nafizeni o ochran¢ osobnich
udaji“ nebo ,,GDPR*) a dopliujicich pravnich
predpisti Clenskych stath EU o ochrané osobnich
udaji upravujicich  zpracovani  a didvérnost
Osobnich udaji, v platném znéni, resp. ve znéni
predpisti, kterymi budou pifipadn¢ nahrazeny
(souhrnné ,,Pravni piedpisy o ochrané osobnich
udajia“). Strany berou na védomi, ze pro ucely
provadéni klinického hodnoceni jsou Zadavatel
a Poskytovatel kazdy nezavislymi spravci udaju
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and the Company is a data processor of the
Sponsor, as these terms are defined in the GDPR
with the following responsibilities: Unless
otherwise agreed in writing, each Party shall ensure
compliance with applicable Data Protection Laws
regarding the data processing operations it carries
out. Each Party is responsible for the processing
carried out by itself. The Institution is solely
responsible for the processing of all data within the
scope of treatment, in particular in the patient file
for each Subject. The Institution shall provide
patients with the fair processing notice provided by
the Sponsor/CRO and, if applicable, obtain a
legally valid consent for the processing of Personal
Data. The Institution shall act as the contact point
for study subjects. Any correspondence with the
CRO/Sponsor regarding study subjects shall be
pseudonymized, i.e., using only the study-specific
identification number allocated to study subjects.
The Institution is also responsible for the factually
correct input of Personal Data (as defined in the
GDPR) of the Subjects into the CRF. Sponsor is
responsible for the data processing in the CRF and
the subsequent data processing. Each Party shall
provide the other Party with reasonable assistance
required (i) to respond to any communication
received from Study Subjects relating to their right
to access, correct, block or erase Personal Data; (ii)
to respond to enquiries from supervisory authorities
relating to the collection and use of Personal Data
under this Agreement; and (iii) to meet their

respective obligations under applicable Data
Protection Laws, including in relation to security
breach  notifications and privacy  impact
assessments.

Should the cooperation of the Institution due to the
application of the Sponsor’s intellectual property
rights be associated with an excessive time and
financial burden, the parties undertake to negotiate
an amendment to this Agreement. The amendment
to this Agreement would provide adequate
compensation for the time and financial burden not
foreseeable at the time the Agreement is concluded.

a SpoleCnost je zpracovatelem udaji  pro
Zadavatele, tak jak jsou tyto vyrazy definovany
v GDPR, s nasledujicimi povinnostmi: Neni-li
pisemn¢ dohodnuto jinak, kazda strana zajisti
soulad s platnymi Pravnimi pfedpisy o ochrané
osobnich 1daji, pokud jde o Cinnosti zpracovani
udaji, které provadi. Kazda strana odpovida za
zpracovani, které provadi sama. Za zpracovani
veSkerych 1daji vramci 1éCby, zejména za
pacientsky zaznam pro kazdy subjekt, odpovida
vyhradné¢ Poskytovatel Poskytovatel  preda
pacientim oznameni o spravedlivém zpracovani,
které mu poskytne Zadavatel/CRO, a piipadn¢
ziska pravné¢ platny souhlas se zpracovanim
Osobnich udajii. Poskytovatel pusobi jako
kontaktni misto pro subjekty klinického hodnoceni.
Jakdkoli  korespondence s CRO/Zadavatelem
tykajici se subjektti klinického hodnoceni bude
pseudonymizovdna, tj. pouzije se pouze
identifikaéni  Cislo  specifické pro  klinické
hodnoceni, které se ptidéli subjektim klinického
hodnoceni. Poskytovatel je rovnéz odpovédny za
vécné spravné zadani Osobnich udaji (jak je
definovano v GDPR) subjektt do CRF. Za
zpracovani udaji v CRF anésledné zpracovani
udajii odpovida Zadavatel. Kazda strana poskytne
druhé strané piiméfenou pomoc pozadovanou (i)
k reakci na jakoukoli komunikaci obdrzenou od
Subjektt klinického hodnoceni tykajici se jejich
prava na pristup, opravu, blokovani nebo vymazani
Osobnich udaju; (ii)) k odpovédim na dotazy
dozorovych organti tykajici se shromazd’ovani
a pouzivani Osobnich udajii podle Smlouvy; a (iii)
ke splnéni své prislusné povinnosti podle platnych
zdakond o ochran¢ udaji, vcetné povinnosti
tykajicich se oznameni o naruseni bezpecnosti
a posouzeni dopadu na soukromi.

Pokud by soucinnost Poskytovatele vzhledem k
uplatnéni prav zadavatele z duSevniho vlastnictvi
byla spojena s nadmérnou c¢asovou a finanéni
zatézi, smluvni strany se zavazuji jednat o dodatku
k této smlouvé. Dodatkem k této smlouvé by byla
stanovena adekvatni kompenzace za casovou a
finan¢ni zatéz, ktera neni v dob€ uzavirani smlouvy
predvidatelna.

LICT-A - [CZR] - 10.01.23 — | NN 7 -« !0/ nemocnice v Motole

[Swedish Orphan Biovitrum AB, SOBI.HAEM89-007]

CONFIDENTIAL
Page 7 of 28




11.

Term and Termination.

This Agreement will become valid on the date of
the last signature below (“Validation Date”) and
will continue until completion or termination of the
Study, unless earlier terminated in accordance with
this Agreement. Company may terminate this
Agreement without cause upon seven (7) days’
written notice to Institution or immediately upon
written notice if Sponsor cancels the Study. Either
party may terminate this Agreement for material
breach, upon thirty (30) days’ written notice to the
other party. In case of termination under this
Section 11, Company shall pay the Institution for
all activities performed in accordance with this
Agreement, and reasonable non-cancelable costs
incurred until the effective date of such termination
and the Institution shall refund to Company any
excess payments with respect to activities not
performed or completed prior to the effective date
of termination.

The parties agree to the publication of the
Agreement by the Institution to fulfill the
obligations imposed on it by valid and effective
legislation, in particular by Act No. 340/2015 Coll.,
on the register of contracts, as well as by the
instructions and decisions of the Ministry of Health
of the Czech Republic. The Agreement shall not
disclose personal data of natural persons that are
not publicly available in the public register,
confidential information according to this
Agreement, and trade secrets as agreed by the
contracting parties in accordance with Section 504
of the Civil Code as follows: (e.g., protocol and
study design, detailed budget, number of subjects
and their remuneration, duration, information on the
Sponsor’s insurance.)

In order to publish this Agreement in accordance
with this paragraph, the Sponsor/CRO shall provide
the Institution with a revised version of the
Agreement in machine-readable format (pdf). The
Institution will publish the Agreement in the
register of contracts and will inform the Sponsor
about the publication.

The other party acknowledges that the health care
Institution, as a state-funded organization, is
obliged to provide information at the request of a

11. Doba trvani a ukonceni platnosti smlouvy.

Smlouva nabude platnosti dnem posledniho
podpisu niZze (,datum platnosti ) abude
pokracovat az do dokoneni nebo ukonceni

klinického hodnoceni, pokud nebude ukonceno
diive v souladu s touto smlouvou. Spole¢nost miize
ukoncit Smlouvu bez udani divodu na zakladé¢
pisemného oznameni zaslaného  Poskytovateli
sedm (7) dni pfedem nebo okamzit€¢ po pisemném
oznameni, pokud Zadavatel zrusi klinické
hodnoceni. V ptipadé zavazného poruseni mohou
smluvni strany Smlouvu vypovédét zaslanim
pisemné  vypovédi druhé smluvni  strané
s vypovédni lhitou tficeti (30) dnl. V piipade
ukonceni podle tohoto ¢lanku 11 Spolecnost zaplati
Poskytovateli za vSechny Cinnosti provedené
v souladu se Smlouvou a pfiméfené nezrusitelné
naklady vzniklé do data ucinnosti takového
ukonceni a Poskytovatel vrati Spolecnosti veskeré
preplatky tykajici se na ¢innosti neprovedené nebo
dokoncené prede dnem t€innosti vypoveédi.

Smluvni strany souhlasi s uvefejnénim smlouvy
Poskytovatelem za ucelem splnéni povinnosti
ulozenych mu platnou a ucinnou pravni Upravou,
zejména zdkonem ¢. 340/2015 Sb., o registru
smluv, a dale pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky. Ve smlouvé
nebudou zvefejnény osobni Udaje fyzickych osob,
které nejsou vefejné dostupné ve vefejném
rejstiiku, davérné informace dle této smlouvy a
dale pak obchodni tajemstvi, které si smluvni
strany sjednavaji ve smyslu ust. § 504 obcanského
zdkoniku takto: (napt. protokol a design studie,
detailni rozpocet, pocet subjektl a jejich
odménovani, délka trvani, informace o pojisténi
Zadavatele.)

Za UcCelem uverejnéni této smlouvy ve smyslu

tohoto  odstavce  poskytne  Zadavatel/CRO
poskytovateli revidovanou verzi smlouvy ve
strojové Citelném formatu (pdf). Uverejnéni

smlouvy v registru smluv provede poskytovatel, a o
uverejnéni bude Zadavatele informovat.
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third party in accordance with Act No. 106/1999
Coll., on free access to information.

12. IQVIA Disclaimer.

Company expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any claim arising out of a
condition caused by or allegedly caused by any
Study procedures associated with such product
except to the extent that such liability is caused by
the negligence, willful misconduct or breach of this
Agreement by Company.

13.  Debarment.

Institution represents that neither Principal
Investigator nor Study Staff have ever been
debarred, disqualified or suspended by the FDA or
other regulatory body, nor have debarment,
disqualification or suspension proceedings been
commenced. During the term of this Agreement,
Institution will not employ or otherwise engage any
individual to perform Study services who has been
debarred, disqualified or suspended as described in
this paragraph. Principal Investigator represents that
he/she is in good standing under all applicable
medical associations.

14.
Interest

Financial Disclosure and Conflict of

Upon Sponsor’s or Company’s request, Institution
agrees that, for each listed or identified Principal
investigator or sub-investigator who is directly
involved in the evaluation of Study Subjects, it
shall promptly return to Company a financial and
conflict of interest disclosure form that has been
completed and signed by such Principal investigator
or sub-investigator, which shall disclose any
applicable interests held by those Principal

prispévkova organizace, je povinna na dotaz tieti
osoby poskytnout informace podle zakona ¢.
106/1999 Sb., o svobodném piistupu k informacim.

12. Odmitnuti
IQVIA.

odpovédnosti spole¢nosti

Spolecnost se vyslovné ziika jakékoli odpoveédnosti
v souvislosti s Hodnocenym pfipravkem, vcetné
jakékoli odpovédnosti za jakykoli narok vyplyvajici
ze stavu zpusobeného nebo udajné zplsobeného
jakymikoli postupy v klinickém hodnocenim
spojenymi s takovym pfipravkem, s vyjimkou
ptipadt, kdy je takova odpovédnost zplisobena
nedbalosti, umysIin¢ nespravnym jednanim nebo
porusenim Smlouvy ze strany Spole¢nosti.

13. Zakaz Cinnosti.

Poskytovatel prohlasuje, ze ani Hlavni zkousSejici,
ani Clenové studijniho tymu nebyli nikdy
vylouceni, diskvalifikovani nebo suspendovani
FDA nebo jinym regulacnim orgédnem, ani nebylo
zahajeno fizeni o vylouceni, diskvalifikaci nebo
pozastaveni ¢innosti. Béhem doby platnosti
Smlouvy Poskytovatel nezaméstna ani jinak
nezaukoluje k provadéni sluzeb v tomto klinickém
hodnoceni Zadnou osobu, u které doslo k vylouceni,
diskvalifikaci nebo pozastaveni ¢innosti, jak je
popsano v tomto odstavci. Hlavni zkousejici
prohlasuje, Ze nebyla vyloucena z ptislusné
I¢katské komory ani ji nebyla pozastavena ¢innost
nebo registrace.

14. Informace o finan¢nich vztazich a stiet

zajmu

Na zé&dost Zadavatele nebo Spolecnosti souhlasi
Poskytovatel s tim, Ze za kazdého uvedeného nebo
identifikovaného Hlavniho zkousSejiciho nebo
spoluzkousejiciho, ktery se pfimo podili na
hodnoceni Subjektti tohoto klinického hodnocenti,
neprodlené vrati Spolecnosti vyplnény formulat pro
sdéleni financ¢nich informaci a stfetu zajmu
a podepsané takovym Hlavnim zkouSejicim m nebo
spoluzkousejicim, ktery zvetejni veskeré ptislusné
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investigators or sub-investigators or their spouses or
dependent children.

Company may withhold payments if it does not
receive a completed form from each such Principal
investigator and sub-investigator.

Institution shall ensure that all such forms are
promptly updated as needed to maintain their
accuracy and completeness during the Study and
for one (1) year after Study completion.

Institution agrees that the completed forms may be
subject to review by governmental or regulatory
agencies, Sponsor, Company, and their agents, and
the Institution consents to such review.

The Institution further consents to the transfer of its
financial disclosure data to the Sponsor including
its affiliates and to the U.S., even though data
protection may not exist or be as developed in those
countries as in the Site’s own country.

This Section 14 “Financial Disclosure and Conflict
of Interest” shall survive termination or expiration
of this Agreement

15.

Independent Contractors.

Institution is an independent contractor and will not
be considered the partner, agent, employee or
representative of Company or Sponsor, and neither
Company nor Sponsor will be responsible for any
employment-related taxes, benefits or insurance.
Institution will not have authority to make
agreements with third parties that purport to bind
Company or Sponsor.

16. Transparency.

Principal Investigator and Institution acknowledge
that the Sponsor or the Company, as applicable,
may disclose the terms of this Agreement, and/or
the total compensation (fees and expenses) payable
or paid in accordance with this Agreement, as
required by Applicable Law. The Institution and

zajmy téchto Hlavnich zkousejicich ch nebo
spoluzkousejicich nebo jejich manzelt ¢i manzelek
nebo vyZzivovanych deéti.

Spole¢nost muze zadrzet platby, pokud od kazdého
takového Hlavniho zkousejiciho ho
a spoluzkousejiciho neobdrzi vyplnény formulat.

Poskytovatel zajisti, aby vSechny tyto formulafe
byly podle potieby neprodlen¢ aktualizovany, aby
byla zachovana jejich piesnost a Gplnost béhem
klinického hodnoceni a po dobu jednoho (1) roku
po ukonceni klinického hodnoceni.

Poskytovatel souhlasi s tim, Ze vyplnéné formulate
mohou podléhat kontrole ze strany vladnich nebo
regulacnich ufadii, Zadavatele, Spolecnosti a jejich

zastupct, a Poskytovatel s takovou kontrolou
souhlasi.

Poskytovatel dale souhlasi s pfenosem svych
finan¢nich  Udaji  Zadavateli  véetné¢  jeho

pridruzenych spolecnosti a do USA, i kdyz ochrana
udajii nemusi v téchto zemich existovat nebo byt
tak rozvinuta jako ve vlastni zemi centra klinického
hodnoceni.

Tento Clanek 14 ,,Informace o finan¢nich vztazich
a stiet zaymO“ zistane v platnosti i po ukonceni

nebo uplynuti doby trvani Smlouvy.

15. Nezavisli dodavatelé.

Poskytovatel je nezavislym dodavatelem a nebude
povaZovan za partnera, zastupce, zaméstnance nebo
zastupce  SpoleCnosti nebo Zadavatele a ani
Spole¢nost ani Zadavatel nebudou odpovédni za
jakékoli dané, vyhody nebo pojisténi souvisejici se
zameéstnanim. Poskytovatel nebude mit opravnéni
uzavirat smlouvy s tietimi stranami, které by mély
zavazovat Spolecnost nebo Zadavatele.

16. Transparentnost.

Hlavni zkousejici a Poskytovatel berou na védomi,
ze Zadavatel nebo Spolecnost mohou zvetejnit
podminky Smlouvy a/nebo celkovou kompenzaci
(poplatky a vydaje) splatnou nebo zaplacenou
v souladu se Smlouvou, jak to vyzaduji Platné
pravni predpisy. Poskytovatel a Hlavni zkouSejici
souhlasi s tim, Ze budou pfimétené spolupracovat se
Zadavatelem nebo Spolecnosti, je-li to relevantni,
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Principal Investigator agree to reasonably cooperate
with the Sponsor or Company, as applicable, in
providing required information to comply with

disclosure requirements associated with this
Agreement.
17. Third Party Beneficiary.

Institution expressly agrees that Sponsor is a third-
party beneficiary to the Agreement and may
enforce its rights under the Agreement. Each party
to this Agreement acknowledges that except for the
Sponsor, there are no third party beneficiaries with
any rights to enforce any of the provisions of this
Agreement.

18. Serious Breach.

In case an Institution and/or Principal Investigator
or any of Institution Team Participants become
aware of any Suspected Serious Breach, it shall
promptly notify the CRO in writing no later than 24
hours upon becoming aware of such Suspected
Serious Breach. Suspected Serious Breach means
suspicion by any of the Parties of GCP non-
compliance with the Protocol, GCP and/or of the
Regulation or other applicable requirements caused
by the Institution and/or Principal Investigator that
is likely to affect to a significant degree the safety
or rights of any Study Subject or the reliability and
robustness of the data generated in the Study,
including suspicion of fraud or misconduct.

19. Miscellaneous.

This Agreement constitutes the complete agreement
between the parties with respect to the subject
matter hereof and replaces all other written and oral
agreements relating to the Study. No amendments
or modifications to this Agreement will be valid
unless agreed to in writing by all parties. Failure to
enforce any term of this Agreement will not
constitute a waiver of such term. If any part of this
Agreement is found to be unenforceable, it will be
reformed to the extent possible, and the rest of this
Agreement will remain in effect. This Agreement
will be interpreted under the laws of the country in
which Institution is located, that is, this Agreement

pfi poskytovani pozadovanych informaci, aby byly
splnény pozadavky na zvefejnéni spojené se
Smlouvou.

17. Opravnéna treti strana.

Poskytovatel vyslovné souhlasi s tim, ze Zadavatel
je opravnénou tfeti stranou Smlouvy a muze
vymahat sva prava podle Smlouvy. Smluvni strany
berou na védomi, ze kromé& Zadavatele neexistuji
zadné dalsi opravnéné treti strany s jakymkoli
pravem vymahat plnéni jakychkoli ustanoveni
Smlouvy.

18. Vézné poruseni.

V piipadé, Ze se Poskytovatel a/nebo Hlavni
zkousejici nebo kterykoli z Clenti studijniho tymu
dozvi o jakémkoli podezieni na zavazné poruseni,
bez zbyte¢ného odkladu o tom pisemné informuje
CRO, a to nejpozdéji do 24 hodin od okamziku,
kdy se o takovém podezieni na zavazné poruseni
dozvédél. Podezreni na zavazné poruseni znamena
podezieni kterékoli ze Stran na nedodrzovani GCP
protokolu, GCP a/nebo natizeni nebo jinych
ptislusnych pozadavkl zplsobené Poskytovatelem
a/nebo Hlavni zkousejicim, které pravdépodobné do
znacné miry ovlivni bezpecnost nebo prava
jakéhokoli Subjektu klinického hodnoceni nebo
spolehlivost a robustnost dat generovanych

v klinickém hodnoceni, véetné podezieni na
podvod nebo pochybeni.

19. Riazné.

Tato smlouva pfedstavuje uplnou smlouvu mezi
stranami s ohledem na pfedmét Smlouvy
a nahrazuje vSechny ostatni pisemné a ustni dohody
tykajici se klinického hodnoceni. Pro platnost
dodatkit ke Smlouvé nebo zmén ve Smlouvée je
nezbytné, aby mély pisemnou formu a byly
podepsany vSemi smluvnimi stranami. Nebude-li
smluvni strana trvat na plnéni ne¢které z podminek
Smlouvy, nebude to znamenat, ze se takové
podminky vzdava. Bude-li néktera ¢ast Smlouvy
shleddna nevymahatelnou, bude jeji znéni podle
moznosti upraveno. Zbyvajici ¢ast Smlouvy zlstane
i nadale v platnosti. Tato smlouva bude vykladéna
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and the legal relationships arising from it will be
interpreted and governed by the generally binding
legal regulations of the Czech Republic, excluding
their conflicting provisions. All disputes arising
from this Agreement and related to this Agreement
will be settled by the competent court with local
jurisdiction in the Czech Republic.

This Agreement will be binding upon the parties
and their successors and assigns. Institution will not
assign or transfer any rights or obligations under
this Agreement without the written consent of
Company. Upon Sponsor’s request, Company may
assign this Agreement to Sponsor or to a third
party, provided that Institution will be given prompt
notice of such assignment. The terms of this
Agreement that contain obligations or rights that
extend beyond the completion of the Study shall
survive termination or completion of this
Agreement, even if not expressly stated herein. In
case of a conflict between this Agreement and the
Protocol, the Protocol shall prevail as to issues
directly related to conduct of the Study by Principal
Investigator and the Agreement shall prevail as to
all other issues. The parties accept and confirm that,
if an electronic signature is used for the execution
of this Agreement, each party shall ensure the legal
validity of its electronic signature and it will be
considered as the legal binding equivalent of a
handwritten/wet ink signature. This Agreement, and
any amendment or modification thereto, may not be
denied legal effect, enforceability or admissibility
as evidence in legal proceedings solely because it is
in electronic form, or because an electronic
signature or electronic record was used in its
formation.

All notifications to the health care Provider
will be sent to Motol University Hospital and
marked Oddéleni klinickych studii, usek naméstka
pro LPP [Department of Clinical Studies,
Department of the Deputy Director for Treatment
and Preventive Care], V Uvalu 84, 150 06 Prague 5

or to the contact email : _

This Agreement is drawn up in Czech and English.
In the event of a conflict between these language
versions, the Czech version takes precedence.

podle zakonii zemé, ve které se Poskytovatel
nachazi, to znamend, ze tato smlouva a pravni
vztahy z ni vyplyvajici se budou vykladat a fidit
obecné zavaznymi pravnimi predpisy Ceské
republiky, vyjma jejich koliznich wustanoveni.
Vsechny spory vyplyvajici z této smlouvy a s touto
smlouvou souvisejici se budou fesit u vécné a
mistné piislusného soudu v Ceské republice.

Tato smlouva bude zivaznd vac¢i smluvnim
stranam 1 jejich pravnim nastupcim a postupnikim.
Poskytovatel nepostoupi ani nepfevede zadna prava
nebo povinnosti podle Smlouvy bez pisemného
souhlasu Spole¢nosti. Na zadost Zadavatele muize
spole¢nost postoupit Smlouvu Zadavateli nebo tieti
strané za predpokladu, Ze bude Poskytovatel
o takovém postoupeni neprodlen¢ informovano.
Ustanoveni Smlouvy obsahujici zavazky ¢i prava,
které svou povahou piesahuji okamzik dokonceni
klinického hodnoceni, zlstavaji v platnosti i po
ukonéeni nebo skonceni platnosti Smlouvy
i v ptipadé, Ze to zde neni vyslovné uvedeno. V
ptipadé rozporu mezi Smlouvou a Protokolem ma
v otdzkdch piimo souvisejicich s provadénim
klinického hodnoceni Hlavni zkouSejici prednost
Protokol a ve vSech ostatnich otazkdch ma ptednost
Smlouva. Strany akceptuji a potvrzuji, Ze pokud je
pro provedeni Smlouvy pouzit elektronicky podpis,
zajisti kazdd ze stran pravni platnost svého
elektronického podpisu aten bude povazovan za
pravné  zavazny  ekvivalent  vlastnoru¢niho/
inkoustového podpisu. Této smlouvé a jakémukoli
jejimu dodatku nebo zméné nesmi byt upirdny
pravni ucinky, vymahatelnost a piipustnost jakozto
dikazu vsoudnim fizeni pouze proto, ze ma
elektronickou podobu nebo ze byl pii jejich
vytvofeni pouzit elektronicky podpis nebo
elektronicky zaznam.

Veskerd ozndmeni poskytovateli zdravotnich sluzeb
budou zaslana do FN Motol a oznacena Oddéleni
klinickych studii, Usek ndméstka pro LPP, V Uvalu
84, 150 06 Praha 5 ¢ na kontaktni email:

Tato smlouva je vyhotovena v ¢eském a anglickém
jazyce. V ptipadé rozporu téchto jazykovych verzi
ma prednost ceska verze.
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The parties agree that this Agreement will be
executed in two (2) counterparts, each party
receiving one counterpart.

Smluvni strany se dohodly, Ze tato smlouva bude
vyhotovena ve dvou (2) stejnopisech, pficemz
kazd4 smluvni strana obdrzi po jednom vyhotoveni.
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IN WITNESS WHEREOQF, the parties have executed
this Agreement by their duly authorized
representatives as of the date set forth below.

IQVIA Ltd.

Signature:/ Podpis:

Print Name:/ Jméno tiskacim pismem:

Title:/ Funkce:

Date: /Datum:

Institution/Poskytovatel
Signature:/ Podpis:

Print Name:/ Jméno tiskacim pismem:

Title:/ Funkce:

Date:/ Datum:

NA DUKAZ TOHO byla Smlouva podepsana
k nize uvedenému datu fadné€ opravnénymi zastupci
smluvnich stran.
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PINCIPAL INVESTIGATOR

I, the undersigned

confirm as an investigator that I have properly
familiarized myself with the contents of this
Agreement, and | confirm that I have assumed the
duties of the principal investigator according to this
Agreement, the contractual arrangements with the
Sponsor, and the relevant legal regulations
governing the conduct of clinical trials of medicinal
products. Furthermore, I undertake not to publish
any information regarding the specified clinical trial
without prior written approval from the Sponsor, to
maintain the secrecy of all the provided
information, considering it confidential, and to
refrain from any use of the information and results
other than for the purposes of this clinical trial. As
an investigator, I accept that the Sponsor (and
possibly also the CRO) will collect, use, process,
and disclose my personal data, including my name,
qualifications, and experience in the clinical trial,
my financial data relating, among other things, to
the remuneration received and financial
compensation and other personal data for
administrative purposes in connection with the
clinical trial, or to be provided to ethics committees
and state authorities, and I undertake to also obtain
this consent from the co-investigators and other
members of the study team.

Signature:

Print Name:

Title:

Date:

HLAVNI ZKOUSEJICI

Nize podepsany

jako zkousejici potvrzuji, ze jsem se fadné
seznamil s obsahem této smlouvy a potvrzuji,
ze jsem na sebe pfevzal povinnosti hlavniho
zkouSejiciho dle této smlouvy, smluvnich
ujedndni se zadavatelem a piislusnych
pravnich ptedpisi upravujicich provadéni
klinickych hodnoceni 1é¢iv. Déle se zavazuji
nezvefejiiovat  informace  tykajici  se
pfedmétného  klinického hodnoceni bez
predchoziho pisemného souhlasu zadavatele,
zachovavat mlcenlivost o vSech poskytnutych
informacich, povazovat tyto za davérné a
zdrzet se jakéhokoliv jiného wuziti téchto
informaci a vysledkli nez pro tcely tohoto
klinického hodnoceni. Jako zkousejici
souhlasim s tim, Ze zadavatel (a popt. i CRO)
bude/budou shromazd’ovat, pouzivat,
zpracovavat a zvefejiiovat mé osobni udaje,
véetné jména, kvalifikace a zkuSenosti v
klinickém hodnoceni, mé finan¢ni tudaje
vztahujici se mimo jiné k obdrzené¢ odméné a
finan¢ni nahradé¢ a dalsi osobni udaje k
administrativnim Gc¢elim v souvislosti s
klinickym hodnocenim, popt. k poskytnuti
etickym komisim a staitnim ufadim a
zavazuji se zajistit tento souhlas i od
spoluzkousejicich a ostatnich ¢lent studijniho
tymu.
Podpis:

Jméno tiskacim pismem:

Funkce:

Datum:
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EXHIBIT A
BUDGET & PAYMENT SCHEDULE

PROTOCOL NUMBER: SOBL.HAEM89-007

A. PAYEE DETAILS:

The Parties agree that the payee designated below is
the proper payee for this Agreement, and that
payments under this Agreement will be made only
to the following payee (“Payee) and will not violate
any rules or policies of the Institution, will not
violate applicable national, state, or local laws or
regulations.

PRILOHA A
ROZPOCET A HARMONOGRAM PLATEB

CISLO PROTOKOLU: SOBL.LHAEMS89-007

A. UDAJE O PRIJEMCI PLATEB

Strany se dohodly, Ze nize uvedeny piijemce plateb
je tadnym pfijemcem plateb pro Smlouvu a ze
platby podle Smlouvy budou provedeny pouze
nasledujicimu  pfijemci  (,,Pfijemci  plateb®)
anebudou poruSovat zadna pravidla ani zdsady
Poskytovatzele, nebudou poruSovat pfislusné
narodni, statni nebo mistni zdkony nebo predpisy.

Contract Payee
Payee Name

(Must match name in
the contract)

Payee Address

Payee E-mail

VAT/Tax ID

(Tax ID must exactly
match the payee’s
name indicated above,

Smluvni pFijemce
plateb
Nézev/jméno
Ptijemce plateb
(Musi se shodovat se
Jjménem ve smlouveé)
Adresa Ptijemce
plateb

E-mail ptijemce
plateb

DPH/DIC

(DIC se musi presné

or tax exempt when F shodovat se jménem
applicable) piijemce plateb

uvedenym vyse,

pfipadné musi byt

osvobozeno od dané) | [ |
Banking Bankovni spojeni:
Information: Nazev banky _
Bank Name I || Ulice B
Bank Street _— Mésto -
Bank City e Stat/kra B
Bank PSC -
State/Province _ Zemé __
Bank Postal Code | [l Ména uctu
Receiving Account
Currency . IBAN
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IBAN

BIC ko&d (8 nebo

11 znaki) _

Swift Code (8 or
11 Characters) _

If the contracted Payment Currency does not
match your bank account, you may need to
provide an Intermediary Bank. Please
contact your Financial institution for details.
If an Intermediary bank is required, please
provide Bank Name, Account Number if
applicable and SWIFT Code of Intermediary
Bank along with all other required Wire
instructions

Contact Information
Name of recipient
sending invoices to
Company

Phone number & Email
Language Preference

Language Preference
Name of payment
recipient to receive
payment notification and
details

Phone number & Email

The Parties acknowledge that the designated Payee
is authorized to receive all of the payments for the
services performed under this Agreement.

In case of changes in the Payee’s address or bank
account number, Institution is obliged to inform
Company in writing by sending an email to

gy Ak s eSS S The parties agree
that in case of changes in address which do not
involve a change of Payee, tax numbers, or tax-

exempt status, no further amendments are required.

Pokud smluvné dohodnutd ména platby
neodpovidd méné Vaseho bankovniho uctu,
je mozné, ze budete muset uvést jesté
zprostiedkovatelskou banku. O
podrobnostech se informujte u své banky.
Bude-li nutné pouzivat zprostfedkovatelskou
banku, uved'te spolecné s ostatnimi tdaji

k bankovnimu pfevodu také jeji nazev

a pripadné ¢islo uctu a kod SWIFT.

Kontaktni udaje
Jméno pfijemce
zasilajiciho faktury
Spole¢nosti

Telefonni Cislo a e-mail
Preferovany jazyk

Jméno piijemce plateb,
kterému maji byt zasildna
oznameni a udaje

o platbach

Telefonni ¢islo a e-mail
Preferovany jazyk

Strany timto berou na védomi, Ze uvedeny Pfijemce
plateb je opravnén piijimat veskeré platby za sluzby
poskytované na zakladé Smlouvy.

V ptfipadé¢ zmény adresy pfijemce nebo Ccisla
bankovniho 0¢tu je Poskytovatel povinen
informovat SpoleCnost pisemné zasldnim e-mailu
na adresu FE A SRR R Smiuvni
strany souhlasi s tim, ze v pfipadé zmén adresy,
které nezahrnuji zménu Pfijemce plateb, danovych
identifikac¢nich c¢isel nebo stavu osvobozeni od
dang, nejsou vyzadovany zadné dalsi dodatky.

Neni-li Hlavni zkouSejici Piijemcem plateb, pak
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If the Principal Investigator is not the Payee, then
the Payee's obligation to reimburse the Principal
Investigator, if any, is determined by a separate
agreement between Principal Investigator and
Payee, which may involve different payment
amounts and different payment intervals than the
payments made by Company to the Payee.

Principal Investigator acknowledges that if
Principal Investigator is not the Payee, Company
will not pay Principal Investigator even if the Payee
fails to reimburse Principal Investigator.

B. PAYMENT TERM

Company will administer payment to the Payee
Quarterly, on a completed visit per Subject basis
in accordance with the attached budget. Payment
will be made based upon prior 3 months’
enrollment data confirmed by Subject CRFs
received from the Institution supporting Subject
visitation.

Payee is responsible for the correct calculation of
VAT, if applicable, on all submitted Invoices. VAT
is only applicable to Invoices that are addressed
from within UK from Payees that are VAT
registered. All other Invoices shall be issued
without the addition of VAT.

All government taxes are the sole responsibility of
the Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement

C. PAYMENT DISPUTE

Institution will have thirty (30) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study.

D. DISCONTINUED OR EARLY TERMINATION
Reimbursement for discontinued or early
termination Subjects will be prorated based on the
number of confirmed completed visits.

povinnost  Pfijemce plateb vyplatit Hlavni
zkousejiciho, pokud existuje, je urena samostatnou
dohodou mezi Hlavni zkouSejicim a Pfijemcem
plateb, ktera muize zahrnovat jiné c¢astky plateb
a jiné intervaly plateb nez platby, které Spolecnost
Ptijemci plateb provadi.

Hlavni zkousSejici bere timto na védomi, ze pokud
neni zaroven i Pfijemcem plateb, nebude mu
Spolecnost vyplacet zadné platby ani v ptipadé, Ze
Hlavni zkousSejici neobdrzi platbu od Piijemce
plateb.
B. Platebni podminky

Spole¢nost bude administrovat platbu Piijemci
plateb ¢tvrtletné za dokoncenou navstévu Subjektu
v souladu s pfilozenym rozpoctem. Platba bude
provedena na  zaklad¢ udaji o zafazeni
z ptedchozich 3 mésict potvrzenych CRF Subjektu
obdrzenych od Zdravotnického =zafizeni, které
dokladaji navstévu Subjektu.

Za spravny vypocet DPH na vSech fakturach,
uplatituje-li se, nese odpoveédnost Piijemce plateb.
DPH se uplatni pouze v pripadé faktur, které byly
vystaveny vramci Spojeného kralovstvi Ptijemci
plateb, ktefi jsou registrovani k DPH. Vsechny
ostatni faktury se vystavuji bez ptipocitani DPH.

Za vSechny dan¢ odvadéné statu nese vylu¢nou
odpovédnost Prijemce plateb.

Zasadni, diskvalifikujici poruseni Protokolu
nelze podle Smlouvy proplatit

C. Platebni spory

Jakékoliv  nesrovnalosti v platboAch  béhem

klinického hodnoceni bude moci Poskytovatel
reklamovat do tficeti (30) dni po doruceni
zaveérecné platby.

D. Vyrazeni nebo pired¢asné ukonceni
Odmeéna za vytazené Subjekty nebo Subjekty, které
ucast ukonci predcasné, bude vyplacena v pomérné

vy§i podle pocétu potvrzenych uskuteénénych
navstév.
E. Faktury
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E. INVOICES

Payments will be issued by Company based on
Visit Budget, payment frequency and payment
terms as described above. Payments will be made
only upon receipt of corresponding invoices,
including back-up documentation, in the specified
currency, as described below. Invoices will be
payable within 30 days from the date of receipt by
Company of the invoice, including any applicable
back-up documentation.

Invoices for any additional payments to those stated
in this agreement (i.e., additional reimbursements)
must also be sent to Company and approved by
Sponsor. All invoices shall be raised in the
following manner:

Invoices to be billed to:

IQVIA Ltd.,

3 Forbury Place, 23 Forbury Road,

Reading, RG1 3JH, United Kingdom,

VAT No: GB450315485

Invoices including back-up to be sent
O P A M T

Emailed invoices and backup are
preferred. In the event of invoices in
hard copy need to be sent, please
send to the following address:

Attn.: IQVIA Clinical Trial Payments
37 The Point
North Wharf Road
Paddington
London, W2 1AF
United Kingdom

The following information should
be included on the invoice:

o Complete PRINCIPAL
INVESTIGATOR name,

Platby bude provadét SpoleCnost na zéklade¢
rozpo¢tu navstévy, frekvence plateb a platebnich
podminek, jak je popsano vyse. Platby budou
provadény pouze na zakladé pfislusnych faktur
véetné podkladové dokumentace, v dohodnuté
meéné anize uvedenym zpisobem. Faktury budou
splatné do 30 dni ode dne, kdy Spole¢nost obdrzi
fakturu, vcetné jakékoli pfislusné zalozni
dokumentace.

Faktury za jakékoli dodatecné platby k platbam
uvedenym ve Smlouvé (tj. dodatecné thrady) musi
byt rovnéz zaslany Spolecnosti a schvaleny
Zadavatelem. VSechny faktury budou vystaveny
nasledujicim zplsobem:

Faktury se budou vystavovat na
adresu

IQVIA Ltd.,

3 Forbury Place, 23 Forbury Road,
Reading, RG1 3JH, Spojené kralovstvi,
VAT No: GB450315485

Faktury spolu s podkladovou
dokumentaci maji byt zasilany na

U R e R
AU e T e

Uprtednostiiujeme zasilani faktur

a podkladovych dokumentl e-mailem.
V piipadé, ze bude tfeba faktury
zasilat v tisténé podobé, zasilejte je na
tuto adresu:

K rukidm: IQVIA Clinical Trial Payments
37 The Point
North Wharf Road
Paddington
London, W2 1AF
Spojené kralovstvi

Na faktufe museji byt uvadény tyto
nalezitosti:
o Celé jméno HLAVNI
ZKOUSEIJICH, jeji adresa
a telefonni ¢islo
o Datum vystaveni faktury

address and phone number o Cislo faktury
o Invoice Date o Jméno/nazev Ptijemce
o Invoice Number platby (musi byt shodné
o Payee Name (must match s P¥ijemcem platby
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Payee indicated in the
Agreement)

o Payment Amount

o Complete description of
services rendered

o Study Number:

o Sponsor Name

o Invoices should be printed
on site/Institution letterhead

All invoice and payment related inquiries shall be
addressed directly to Clinical Trial Payments at
e R '-"':-_._ ’_{:'-:E_.- "ﬁ‘,g.‘r'-:-"'n‘-‘a.a. ok _t_. _ﬂ-.-,

o R Al iy,

F. EC/IRB/IEC FEES

EC/IRB/IEC costs will be reimbursed on a pass-
through basis upon receipt of a formal invoice
issued by the EC/IRB/IEC and are not included in
the attached Budget. Payment will be made directly
to the EC/IRB/IEC. Any subsequent re-
submissions or renewals, upon approval by
Company and Sponsor, will be reimbursed upon
receipt of appropriate documentation.

G. BUDGET TABLE
The Budget is as follows:

Task Amount (CZK)*

B
I
I

Enrolment Visit**

Baseline Visit**

Follow Up Visit
Month 6

uvedenym ve Smlouve)

o Castka platby

o Dopliite popis
poskytovanych sluzeb

o Cislo klinického hodnoceni:

o Nézev Zadavatele

o Faktury museji byt vytistény
na hlavickovém papife mista
provadéni klinického
hodnoceni / Zdravotnického
zatizeni.

Veskeré dotazy tykajici se faktur a plateb budou
adresovany piimo oddéleni plateb za klinické
hodnocem na adrese

1 T
: :p—'rJ_Er;'i;iq‘g o .:__ I\:;"'E._ a‘».qs,m

F. Poplatky etickym komisim

Néklady EK/NEK budou hrazeny pribézné po
obdrzeni formalni faktury vydané EK/NEK
anejsou zahrnuty v pfilozeném rozpoctu. Platba
bude poskytnuta piimo EK/NEK. Céstky za
dodate¢na podani nebo prodlouzeni souhlasného
stanoviska se souhlasem Spole¢nosti a Zadavatele
budou hrazeny po ptedlozeni ptislusnych dokladi.

G. Rozpocet

Rozpocet je nasledujici:

Ukon
Zarazovaci
navstéva**

Castka (K&)*

Vychozi ndvstéva**
Nasledna kontrolni
navstéva 6. mésic
Nasledna kontrolni
navstéva 12. mésic
Nasledna kontrolni
navstéva 18. mésic
*Vsechny ¢astky zahrnuji ptipadné rezijni naklady.
**Zarazovaci avychozi navstéva mohou byt
provedeny bud’ ve stejny den, nebo muzou byt
rozdéleny do vice nez jednoho dne. Vysetieni by
m¢élo probéhnout pouze jednou, proto bude hrazena

hhik
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Follow Up Visit
Month 12

I
I
Follow Up Visit
Month 18
*All amounts are inclusive of any overhead.
**The Enrolment and Baseline visit may be
performed either on the same day or divided over
more than one day. Assessments should occur only
once, therefore only either Enrolment visit OR
Baseline visit will be reimbursed

CONDITIONAL PROCEDURES (WITH INVOICE)

The following conditional procedure costs will
be reimbursed on a pass-through basis upon
receipt of invoice in the amount indicated in
the table below (which includes overhead) and
as verified by Company conditional procedures
occurred, and the Institution or Principal
Investigator has completed relevant data entry.
Subject number and procedure dates must be
included on the invoice for payment to be
issued.

Procedure
amount (CZK)*

Procedure

Patient Assent
Serious Adverse Event
(SAE)
Questionnaire on
impact of florio
HAEMO on patients’
sense of protection and
their activity level
PRO/Questionnaire
Instruction (per patient)
PRO/Questionnaire
Collection and Review
Ultrasound (HEAD-
US)
Ultrasound
Interpretation and
Report (HEAD-US)
Patient Travel Fee - Per
Visit

RLaLIL,

pouze zatazovaci navstéva NEBO vychozi navstéva

UKONY PROVADENE PODLE POTREBY
(NA ZAKLADE FAKTURY)

Nasledujici néklady za podminéné tukony
budou proplaceny na zaklad¢ obdrzeni faktury
ve vysi uvedené v nize uvedené tabulce (ktera
zahrnuje rezijni naklady) apo ovéieni
spolecnosti, ze doslo k podminénym ukontim,
a Poskytovatel nebo Hlavni zkousejici dokoncili
zadavani pfislusnych 0daji. Aby mohla byt
platba uskuteénéna, musi faktura obsahovat
¢islo Subjektu a datum ukonu.

Castka za ukon
(K&O*

Ukon

Souhlas pacienta
Zavazna nezadouci
ptihoda (SAE)
Dotaznik o vlivu florio
HAEMO na pocit
ochrany pacientli
a uroven jejich aktivity
PRO/Pokyny pro
dotaznik (pro jednoho
pacienta)

Sbér a kontrola
PRO/dotaznikii
Ultrazvuk (HEAD-US)
Posouzeni ultrazvuku
a zprava (HEAD-US)
Poplatek za cestovani
pacienta — za navstévu
HJHS

*V8echny ¢astky zahrnuji ptipadné rezijni naklady.

ihb;hiidh,

POPLATEK ZA ZAHAJENI STUDIE
Bude vyplacena jednordzova, nevratna platba, ve
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| HIHS [ |

* All amounts are inclusive of any overhead. STUDY

START-UP FEE

A one-time, non-refundable payment will be

paid in the amount of “ CZK
Czech koruna) to cover

Study start-up activities upon completion and

receipt by IQVIA of all original contractual and

regulatory documentation and receipt of
invoice.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

These amounts include all applicable taxes.
All payments for this Study in accordance with the

attached budget will be administered by Company
and paid by Company electronically.

vysi Ke ( korun
Ceskych) na pokryti CcCinnosti spojenych se
zahéjenim studie po dokonceni a obdrzeni veskeré
puvodni smluvni a regulaéni dokumentace a
obdrzeni faktury spolecnosti IQVIA.

NA ZADNE DALSI FINANéNi POZADAVKY
NEBUDE BRAN ZRETEL

Tyto ¢astky budou zahrnovat vSechny piislusné
dang.

Vsechny platby za toto klinické hodnoceni
v souladu s pfilozenym rozpoctem budou
spravovany Spole¢nosti a budou spole¢nosti
uhrazeny elektronicky.

PRILOHA B

DUVERNE INFORMACE A DUSEVNI
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EXHIBIT B
CONFIDENTIAL INFORMATION AND
INTELLECTUAL PROPERTY

CONFIDENTIALITY

1.1 Definition

"Confidential  Information" means the
confidential and proprietary information of
Sponsor or Company and includes (i) all
information disclosed by or on behalf of
Sponsor or Company to Institution, Principal
Investigator or other Institution personnel,
including  without limitation, technical
information relating to the Study or the
Investigational ~Product, all Pre-Existing
Intellectual Property of Sponsor or Company,
and the Protocol; and (ii) Study enrollment
information, information pertaining to the
status of the Study, communications to and
from regulatory authorities, and Study Data
and Inventions, as defined herein.

Confidential Information shall not include
information that: (i) can be shown by
documentation to have been public knowledge
prior to or after disclosure by or on behalf of
Sponsor or Company, other than through
wrongful acts or omissions attributable to
Principal Investigator, Institution or any of its
personnel; (ii) can be shown by documentation
to have been in the possession of Principal
Investigator, Institution or any of its personnel
prior to disclosure by or on behalf of Sponsor
or Company, from sources other than Sponsor
or Company that did not have an obligation of
confidentiality to Sponsor or Company; (iii)
can be shown by documentation to have been
independently  developed by  Principal
Investigator, Institution or any of its personnel
without use of or reference to the Confidential
Information; or (iv) is permitted to be
disclosed by written authorization from
Sponsor or Company.

1.

VLASTNICTVI

DUVERNOST

a. Definice
,Duvérné informace” znamenaji daveérné
avlastnické informace Zadavatele nebo
Spolecnosti a zahrnuji (i) vSechny informace
poskytnuté Zadavatelem nebo Spolecnosti
nebo jejich jménem Zdravotnickému zafizeni,
Hlavni zkouSejicimu nebo jinému persondlu
Zdravotnického  zafizeni, vletn€ abez
omezeni, technickych informaci tykajicich se
klinického hodnoceni nebo Hodnoceného

pfipravku, veskerého dfive existujiciho
duSevniho  vlastnictvi  Zadavatele nebo
Spolecnosti  a Protokolu; a (ii) informace

o zafazeni do klinického hodnoceni, informace
tykajici se stavu klinického hodnoceni,
komunikace s regulacnimi organy a Studijni
data a tudaje a Vynalezy, jak jsou zde
definovany.

Duvérné informace nezahrnuji informace,
které: (i) Ize prokazat v dokumentaci tak, ze
byly vefejné¢ znamé pted nebo po zvefejnéni
Zadavatelem nebo Spolecnosti nebo jejich
jménem, jinak nez prostiednictvim
protipravniho jednani nebo opomenuti, které
lze pricist Hlavni zkousejicimu,
Zdravotnickému  zafizeni nebo  jejich
personalu; (ii) dokumentaci lze prokazat, ze
byly v drzeni Hlavni zkousejiciho,
Zdravotnického zafizeni nebo kteréhokoli
zjejich  zaméstnanci pfed zvefejnénim
Zadavatelem nebo Spolecnosti nebo jejich
jménem, z jinych zdroji nez Zadavatele nebo
Spole€nosti,  které  nemély  povinnost
mlcenlivosti vii¢i Zadavateli nebo Spolecnosti;
(ii1) dokumentaci mize byt prokazano, ze byla
nezavisle vyvinuta Hlavni  zkouSejicim,
Zdravotnickym zafizenim nebo kterymkoli
z jejich zaméstnancti bez pouziti nebo odkazu
na divérné informace; nebo (iv) je povoleno
jeho zvefejnéni na zakladé pisemného
povoleni Zadavatele nebo Spole¢nosti.

1.2 Povinnosti
Poskytovatel, Hlavni zkouSejici a zamé&stnanci
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1.2 Obligations
Institution,  Principal  Investigator  and

Institution’s personnel, shall not (i) use
Confidential Information for any purpose other
than the performance of the Study or (ii)
disclose Confidential Information to any third
party, except as permitted by this Exhibit B, or
as required by Applicable Law or as
authorized in writing by Sponsor.

To protect Confidential Information,
Institution agrees to: (i) limit dissemination of
Confidential Information to only those Study
staff having a need to know for purposes of
performing the Study; (ii) advise all Study
staff who receive Confidential Information of
the confidential nature of such information;
and (iii) use reasonable measures to protect
Confidential Information from disclosure.
Nothing herein shall limit the right of
Institution to disclose Study Data as permitted
by Institution publication rights granted herein.

1.3 Compelled Disclosure

In the event that Institution or Principal
Investigator receives notice from a third party
seeking to compel disclosure of any
Confidential Information, the notice recipient
shall provide Sponsor and Company with
prompt notice so that Sponsor or Company, as
applicable, may seek a protective order or
other appropriate remedy. In the event that
such protective order or other remedy is not
obtained, the notice recipient shall furnish only
that portion of the Confidential Information
which is legally required to be disclosed and
shall request confidential treatment for the
Confidential Information.

1.4 Return or Destruction
Upon termination of this Agreement or upon
any earlier written request by Sponsor at any
time, Institution shall return to Sponsor or

Poskytovatele nebudou (i) pouzivat diveérné
informace k zddnému jinému ucelu, nez je
provadéni klinického hodnoceni, ani (ii)
sdélovat davérné informace jakékoli treti
strané, s vyjimkou piipadi povolenych touto
ptilohou B nebo pokud to vyzaduji Platné
pravni predpisy nebo pisemné povétreni
Zadavatele.

Za ucelem ochrany davérnych informaci
souhlasi Poskytovatel s tim, Ze: (i) omezi Sifeni
davémych informaci pouze na ty Cleny
studijniho tymu, ktefi je potiebuji znat pro
ucely provadéni klinického hodnoceni; (ii)
informuje vSechny Cleny studijniho tymu,
ktefi ziskaji divérné informace, o davérné
povaze téchto informaci; a(iii) pouzije
pfimétena opatieni k ochrané¢ davérnych
informaci pied zvefejnénim. Nic v tomto
dokumentu neomezuje pravo Zdravotnického
zafizeni zvefejnit Studijni data a udaje, jak je
Zdravotnickému  zafizeni povoleno zde
udélenymi pravy k publikaci.

1.3 Zakonem uloZené zvefejnéni

V piipadé, Ze Poskytovatel nebo Hlavni
zkousejici obdrzi oznameni od tfeti strany,
kterd se snazi vynutit si zvefejnéni jakychkoli
davérnych  informaci, informuje o tom
pfijemce vyrozuméni neprodlené¢ Zadavatele
a Spolecnost, aby Zadavatel nebo Spolecnost,
pokud je toto relevantni, mohli pozadat
o ochranny pfikaz nebo jiny vhodny opravny
prosttedek. Pokud nebude ziskan takovy piikaz
o ochran¢ informaci nebo jiny napravny
prosttedek, pfijemce vyrozumeéni piedd pouze
tu ¢ast duveérnych informaci, jejiz predani je
vyzadovano podle zakonnych ptedpisi,
apozadda o zachovani duvérnosti téchto
davérnych informaci.

1.4 Vraceni nebo likvidace
Po ukonceni Smlouvy nebo na jakoukoli
““““““ pisemnou  zadost  Zadavatele,
Poskytovatel Zadavateli nebo Spolecnosti,
podle okolnosti, vrati nebo zni¢i, podle volby
Zadavatele nebo Spolecnosti, vSechny diveérné
informace.
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Company, as applicable, or
Sponsor’s  or Company’s
Confidential Information.

destroy, at
option, all

1.5 Survival
This Section 1 “Confidentiality” of Exhibit B
shall survive termination or expiration of this
Agreement for ten (10) years.

INTELLECTUAL PROPERTY

2.1 Pre-existing Intellectual

Property

Ownership of inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date and all patents, patent
applications, copyrights, trade secret rights and
other intellectual property rights therein
(collectively,  “Pre-existing  Intellectual
Property”), is not affected by this Agreement,
and no Party or Sponsor shall have any claims
to or rights in any Pre-existing Intellectual
Property of another, except as may be
otherwise expressly provided in any other
written agreement between them.

2.2 Inventions

For purposes hereof, the term “Inventions”
means all inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or developed
by Institution or any of Institution’s personnel
in performance of the Study. Sponsor shall
own all right, title and interest in and to
Inventions that are conceived, first reduced to
practice or otherwise discovered or developed
by the Institution, the Principal Investigator or
any of their personnel in performance of the
Study. Nothing in this Section 2.2 of Exhibit B
shall alter the ownership rights as between
Company and Sponsor as separately agreed
between them.

23 Assignment of Inventions
Institution shall, and shall cause its personnel
to, disclose all Inventions promptly and fully

LICT-A - [CZR] - 10.01.23 —
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1.5 Pieziti
Tato ¢ast 1 ,,Davérnost* Ptilohy B bude platit
po ukonc¢eni nebo vyprseni platnosti Smlouvy
po dobu deseti (10) let.

DUSEVNI VLASTNICTVi

2.1 Existujici duSevni vlastnictvi:
Vlastnictvi vynalezli, objevl, autorskych d¢l
a dalsitho vyvoje existujiciho k datu ucinnosti
avSech patentl, patentovych pfihlasek,
autorskych prav, prav k obchodnimu tajemstvi
a dalsich prdv duSevniho vlastnictvi v nich
obsazenych (souhrnn¢ ,DFive existujici
duSevni  vlastnictvi“) neni  Smlouvou
ovlivnéno a zadna Strana ani Zadavatel nebude
mit z4dné naroky ani prava k jakémukoli jiz
existujicimu dusevnimu vlastnictvi jiné osoby,
pokud neni v jakékoli jiné pisemné dohod¢
mezi nimi vyslovné stanoveno jinak.

2.2 Objevy

Pro ucely tohoto dokumentu se terminem
,,Vynalezy“‘rozumi vSechny vytvorené
vynalezy, objevy avyvoj, které byly poprvé
uvedeny do praxe nebo jinak objeveny C¢i
vyvinuty Zdravotnickym zafizenim nebo
kterymkoli zaméstnancem Zdravotnického
zatizeni pii provadéni klinického hodnoceni.
Zadavatel bude vlastnit vSechna prava, tituly
a podily na Vynalezech, které byly vytvofeny,
nejprve uvedeny do praxe nebo jinak objeveny
¢i vyvinuty Zdravotnickym zafizenim, Hlavni
zkousejicim nebo kterymkoli  jejich
pracovnikem  pifi  provadéni  klinického
hodnoceni. Nic vtéto casti 2.2 Prilohy B
neméni vlastnickd prava mezi Spolecnosti
a Zadavatelem, jak se mezi nimi samostatné
dohodnou.

23 Pievod prav k Objeviim
Poskytovatel je povinen, a zajisti také, aby
vSichni jeho zaméstnanci neprodlené a v plném
rozsahu sdélili vSechny vynalezy Zadavateli
pisemnou formou a Poskytovatel svym
jménem asvym persondlem timto udéluje
Zadavateli vSechna sva prava, narok a podil na
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to Sponsor in writing, and Institution, on
behalf of itself and its personnel, hereby
assigns to Sponsor all of its rights, title and
interest in and to Inventions, including all
patents, patent applications, copyrights and
other intellectual property rights therein and all
rights of action and claims for damages and
benefits arising due to past and present
infringement of said rights. Institution shall
cooperate and assist Sponsor by executing, and
causing its personnel to execute, all documents
reasonably necessary for Sponsor to secure and
maintain Sponsor’s ownership rights in
Inventions.

24  License

Sponsor hereby grants to Institution a
perpetual, non-exclusive, non-transferable,
paid-up license, without right to sublicense, to
use Inventions, subject to the obligations set
forth in Section 1 of Exhibit B
“Confidentiality,” for internal, non-
commercial research and educational purposes
consistent with the non-profit research and
public health mission of the Institution.

2.5 Patent Prosecution

Institution shall cooperate, at Sponsor’s
request and expense, with Sponsor’s
preparation, filing,  prosecution, and

maintenance of all patent applications and
patents for Inventions.

2.6 Survival
This Section 2 “Intellectual Property” of
Exhibit B shall survive termination or
expiration of this Agreement.

PUBLICATIONS

3.1 Publication and Disclosure

Institution and Principal Investigator shall
have the right to publish or present the results
of Institution’s and Principal Investigator’s
activities conducted under this Agreement,
including Study Data, only in accordance with

LICT-A - [CZR] - 10.01.23 — | N . r -« (0 nemocnice v Motole

Vynalezech, véetné vsech patentli, patentovych
ptihlasek, autorskych prav adalSich prav
duSevniho vlastnictvi vnich obsazenych
aveSkerych prav na zaloby anaroky na
ndhradu  Skody avyhody  vyplyvajici
prav.  Poskytovatel bude  spolupracovat
a poméhat Zadavateli tim, Ze uvede v platnost
anecha své zaméstnance uvést v platnost
vSechny dokumenty piiméfené nezbytné pro
Zadavatele k zajisténi a udrzeni vlastnickych
prav Zadavatele k Vynalezim.

24 Licencni opravnéni

Zadavatel timto Poskytovateli udé€luje trvalou,
nevyhradni,  nepfevoditelnou,  splacenou
licenci, bez naroku na sublicence, k pouzivani
Vynalezl, v souladu s povinnostmi uvedenymi
v ¢asti 1 prilohy B ,,Davérnost“pro interni,
nekomeréni vyzkumné a vzdélavaci ucely
v souladu s neziskovym vyzkumem a poslanim
Zdravotnického zafizeni v oblasti vefejného
zdravi.

r

2.5 Patentové fizeni
Poskytovatel bude na zddost Zadavatele a na
jeho naklady spolupracovat na postupech
Zadavatele pii pripravé, podani, zajisténi
ochrany audrzovani vSech patentovych
prihlasek a patentli pro Vynalezy.

2.6  Preziti
Tato ¢ast 2 ,,Dusevni vlastnictvi“ pfilohy B
pretrva i po ukonceni nebo vyprSeni platnosti
Smlouvy.

PUBLIKACE

3.1 Publikace a zverejnéni

Poskytovatel a Hlavni zkouSejici maji pravo
publikovat nebo prezentovat vysledky ¢innosti
Zdravotnického zatizeni a Hlavni zkousejiciho
provadéné podle Smlouvy, vcetné Studijnich
dat a udaju, pouze v souladu s pozadavky této
Casti. Poskytovatel a Hlavni zkouSejici se
zavazuji, ze predlozi Zadavateli k posouzeni
jakoukoli publikaci nebo prezentaci nejméné
Sedesat (60) dni predtim, nez jakoukoli
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the requirements of this Section. Institution
and Principal Investigator agree to submit any
proposed publication or presentation to
Sponsor for review at least sixty (60) days
prior to submitting any such proposed
publication to a publisher or proceeding with
such proposed presentation. Within sixty (60)
days of its receipt, Sponsor shall advise
Institution and/or Principal Investigator, as the
case may be, in writing of any information
contained therein which is Confidential
Information (other than Study Data) or which
may impair the availability of patent protection
for Inventions. Sponsor shall have the right to
require Institution and/or Principal
Investigator, as applicable, to remove
specifically identified Confidential
Information (other than Study Data) and/or to
delay the proposed publication or presentation
for an additional one hundred twenty (120)
days to enable Sponsor to seek patent
protection for Inventions.

3.2 Multi-Center Publications

If the Study is a multi-center study, Institution
and Principal Investigator agree that they shall
not, without the Sponsor’s prior written
consent, independently publish, present or
otherwise disclose any results of or
information pertaining to Institution’s and
Princiapal Investigator’s activities conducted
under this Agreement until a multi-center
publication is published; provided, however,
that if a multi-center publication is not
published within eighteen (18) months after
completion of the Study and lock of the
database at all research sites or any earlier
termination or abandonment of the Study,
Institution and Principal Investigator shall
have the right to publish and present the results
of Institution’s and Principal Investigator’s
activities conducted under this Agreement,
including Study Data, solely in accordance
with the provisions of Section 3.3
“Confidentiality of Unpublished Data” of
Exhibit B.

takovou navrhovanou publikaci predlozi
vydavateli, nebo nez uspofadaji takovou
navrhovanou prezentaci. Do Sedesati (60) dni
od doruceni upozorni Zadavatel pisemn¢
Poskytovatel, respektive Hlavni zkouSejiciho
na pfipadné informace obsazené v publikaci
nebo prezentaci, které jsou soucasti Diveérnych
informaci (jinych nez Studijnich dat a udaji)
nebo které mohou omezit dostupnost patentové
ochrany pro Vyndlezy. Zadavatel ma pravo
pozadat  Poskytovatel  a/nebo  Hlavni
zkousejiciho, podle potieby, aby odstranil
konkrétné identifikované Davémné informace
(jiné nez Studijni data a idaje) a/nebo pozdrzet
navrhovanou publikaci nebo prezentaci
o dalsich sto dvacet (120) dni, aby umoznil
Zadavateli ziskat patentovou ochranu pro
Vynalezy.

3.2 Multicentrické publikace

Pokud je klinické hodnoceni multicentrickou
studii, Poskytovatel aHlavni zkousejici
souhlasi s tim, Ze bez ptedchoziho pisemného
souhlasu  Zadavatele nebudou nezavisle
publikovat, prezentovat ani jinak zvefejiiovat
zadné vysledky nebo informace tykajici se
¢innosti  Poskytovatele a Hlavni zkousSejici
provadéné podle Smlouvy, dokud nebude
vydana  multicentricka ~ publikace; za
predpokladu, ze pokud do osmnacti (18)
meésic po dokonceni klinického hodnoceni
nebude zvefejnéna multicentricka publikace
adatabaze bude wuzamcCena ve vSech
vyzkumnych centrech nebo po jakémkoli
hodnoceni, bude mit Poskytovatel a Hlavni
zkousejici pravo publikovat a prezentovat
vysledky ¢innosti Zdravotnického zatizeni
aHlavni zkousejici provadéné podle Smlouvy,
véetné¢ Studijnich dat a udaji, vyhradné
vsouladu  sustanovenimi  oddilu 3.3
,,Duveérnost nezverejnénych udaja* Piilohy B.

3.3 Duveérnost nepublikovanych
udaja
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33 Confidentiality of Unpublished
Data

Institution  and  Principal  Investigator
acknowledges and agrees that Study Data that
is not published, presented or otherwise
disclosed in accordance with Section 3.1 or
Section 3.2 of Exhibit B (“Unpublished Data’)
remains within the definition of Confidential
Information, and Institution and Principal
Investigator shall not, and shall require their
personnel not to, disclose Unpublished Data to
any third party or disclose any Study Data to
any third party in greater detail than the same
may be disclosed in any publications,
presentations or disclosures made in
accordance with Section 3.1 or Section 3.2 of
Exhibit B.

34 Survival
This Section 3 ‘“Publications” of Exhibit B

shall survive termination or expiration of this
Agreement.

Poskytovatel a Hlavni zkousSejici berou na
védomi asouhlasi stim, ze Studijni data a
udaje, které nejsou zvetejnény, prezentovany
nebo jinak zvefejnény v souladu s ¢asti 3.1
nebo c¢asti 3.2 ptilohy B (,,Nepublikované
udaje*), zastavaji v ramci definice Duveérnych
informaci a Poskytovatel ani Hlavni zkouSejici
nesmi, abude také od svych zaméstnanci
vyzadovat, aby nezvefejiiovali Nepublikované
udaje zadné tfeti strané ani nezvetejnovali
jakakoli Studijni data a udaje jakékoli treti
stran¢ podrobnéji, nez jaka mohou byt
zvetejnéna v jakychkoli publikacich,
prezentacich nebo zvefejnénich provedenych
v souladu s ¢asti 3.1 nebo ¢asti 3.2 ptilohy B.

34  Preziti
Tato cast 3 ,,Publikace” pfilohy B =zistane

v platnosti ipo ukoneni nebo vyprSeni
platnosti Smlouvy.

LICT-A - [CZR] - 10.01.23 — | NN 7 -« !0/ nemocnice v Motole

[Swedish Orphan Biovitrum AB, SOBI.HAEM89-007]

CONFIDENTIAL
Page 28 of 28




