EXHIBIT A2
Statement of Agreement

This Statement of Agreement is made on the
last date of signature below (the “Effective
Date”) and is subject to the terms and
conditions of the agreement by and between
The Medicines Company, having its principal
place of business at 8 Sylvan Way, Parsippany,
New Jersey, 07054, United States of America
(“Sponsor”) represented by Worldwide Clinical
Trials Limited with a principal place of business
at located at Waterfront House, Beeston Business
Park, Beeston, Nottingham, NG9 1 LA, United
Kingdom (“WORLDWIDE”) and Nemocnice Na
Bulovce, with a place of business at Budinova
67/2, 180 81, Praha 8, Czech Republic, Company
ID number.: 00064211, Tax ID number:
CZ00064211

Represented by XXX(“Institution”), , effective
on 3" september2018 as amended (the
“Agreement”), and shall be attached to and
incorporated into such Agreement as Exhibit
A2. The Parties agree that the terms and
conditions provided under the Agreement shall
apply to the performance of the Study defined
below, except as expressly modified herein.

WHEREAS, the Parties entered into the
Agreement for the purpose of conducting a
series of clinical trials with Sponsor’s
investigational medicinal product XXX;

WHEREAS, for all Statement of Agreements
entered into prior to the Effective Date of this
Statement of Agreement, the Agreement
remains unchanged; and

WHEREAS, for this Statement of Agreement,
the revised Agreement terms included below
shall govern.

NOW THEREFORE, Pursuant to
Section 81 (5) of the Agreement, the Parties

PRILOHA A2
Prohlaseni o dohodé

Toto ProhlaSeni o dohodé se uzavird ke dni
posledniho podpisu uvedeného nize (,,datum
ucinnosti) a podléhd podminkam smlouvy
mezi spole¢nosti The Medicines Company,
jejiz hlavni misto obchodni Cinnosti je na
adrese 8 Sylvan Way, Parsippany, New Jersey,
07054, Spojené staty americkée (,,zadavatel*)
kterou zastupuje spole¢nost Worldwide Clinical
Trials, se sidlem na adrese Waterfront House,
Beeston Business Park, Beeston, Nottingham, NG9
1 LA, Spojené kralovstvi (,WORLDWIDE®) a
Nemocnice Na Bulovce, se sidlem Budinova 67/2,
180 81, Praha 8, Ceska republika, IC.: 00064211,
DIC: CZ00064211

zastoupena XXX (,,poskytovatel) platné ke dni
3. zaii 2018 v platném znéni (,,smlouva‘), a
bude pfilozena a zacllenéna do takovéto
smlouvy jako piiloha A2. Strany souhlasi s tim,
ze podminky stanovené touto smlouvou se
budou vztahovat na provadéni klinického
hodnoceni popsaného nize, nebude-li zde
vyslovné€ upraveno jinak.

VZHLEDEM K TOMU, 7Ze strany
uzaviely smlouvu za Gi€elem provedeni nékolika
klinickych hodnoceni zkoumajicich hodnoceny
ptipravek zadavatele zvany XXX;

VZHLEDEM K TOMU, ze pro vSechny
smlouvy uzaviené pied datem ucinnosti této
smlouvy zUstava tato smlouva nezménéna; a

VZHLEDEM K TOMU, Ze tato smlouva se
bude fidit aktualizovanymi podminkami
smlouvy uvedenymi nize;

NYNIPROTO v souladu s oddilem § 1
(5) smlouvy souhlasi strany s tim, ze uzaviou
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agree to execute this Statement of Agreement
for the purpose of setting forth the specific
terms, in regards to conducting a certain Study
defined hereunder:

Protocol Number: Xxx

Title of Study: A long term extension trial of
the Phase 111 lipid-lowering trials to assess
the effect of long term dosing of inclisiran
given as subcutaneous injections in subjects
with high cardiovascular risk and elevated
LDL-C (ORION-8)

Name of Study Drug: XXX

Principal Investigator: XXX

Budget and Payment Schedule: attached
hereto as Exhibit 2 — Appendix 2

Revised Agreement Terms for the Study:

The Parties agree to the following revised
Agreement terms for the Study:

1. — The language in 83 of the Agreement
“Enrollment” ,are hereby stricken in their
entirety.

2. The language in § 12 of the Agreement
is hereby stricken in its entirety and replaced
with the language below:

Financial provisions

1. Sponsor, through Bioclinica, shall
compensate Institution and/or Principal
Investigator for the Services in accordance
with the budget and payment schedule in
Exhibit A2 — AppendixAl (“Budget and
Payment Schedule”), which is part of the
Agreement.

toto prohlaSeni o dohodé za ucelem stanoveni
specifickych podminek v souvislosti
s provedenim klinickeho hodnoceni popsaného
nize:

Cislo protokolu: XXX

Nézev Kklinického hodnoceni: Dlouhodobé
pokracovaci klinické hodnoceni faze I1I v ramci
hodnoceni pro sniZeni lipidovych hladin k
posouzeni ucinku dlouhodobého podavani
inclisiranu aplikovaného formou subkutannich
injekei pacientiim s vysokym
kardiovaskularnim rizikem a zvySenou
hladinou LDL-C (ORION-8)

Nézev hodnoceného pripravku: XXX
Hlavni zkousSejici: XXX

Rozpocet a rozpis plateb: pfilozeny zde jako
Ptiloha A2 — dopln¢k A1

Aktualizované podminky
klinické hodnoceni:

Strany se dohodly na nasledujicich zménéch
smluvnich podminek pro tutto Studii:

smlouvy pro

1. — Text v 83 smlouvy ,,Registrace® se
timto zcela odstranuje.

2. Text v § 12 smlouvy se timto zcela
odstrafiuje a nahrazuje niZze uvedenym textem:

Finanéni ustanoveni

1. Zadavatel prostiednictvim spole¢nosti
Bioclinica poskytne zdravotnickému zafizeni
a/nebo  hlavnimu zkouSejicimu financni
odménu za poskytované sluzby v souladu
S rozpoctem a rozpisem plateb v priloze A2 —
doplnék Al (,,Rozpocet a rozpis plateb*),
ktera je soucasti smlouvy.
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2. The Parties acknowledge that Bioclinica is
the payment agent for Sponsor under this
Agreement. . The Sponsor is responsible and
will ensure that due and in time payments are
made by Sponsor’s designated payment agent
Bioclinica towards the Institution under this
Agreement Bioclinica. The payments shall
cover all taxes. Institution is liable for
discharge of taxes on all payments received
under this Agreement in accordance with the
laws of the country it is a tax resident of and
confirms that it will observe the rules of the
local tax law. Under the EU “Place of Supply”
VAT regulations, services are taxable in the
territory where the customer is located. In the
case of this Agreement, Sponsor is the
customer. Any Payee under this Agreement
shall be responsible for payment transaction
fees issued by Payee’s bank as a result of
payments made under this Agreement.

Payments will be made in fixed proportions to
the Payee’s accounts specified by and agreed
between Principal Investigator and Institution,
as applicable, according to the budget and
payment terms as provided in Exhibit A2 —

Appendix Al.

3. When the Study data are reviewed by
an on-site scheduled visit of a Bioclinica
representative or other Sponsor-designated
representative such as Bioclinica, Principal
Investigator will have all reasonably available
Study data collected up to the preceding day
complete and ready for evaluation. Sponsor
reserves the right to refuse payment for Study
data not received by Bioclinica within ten (10)
days after the Bioclinica representative’s or

2. Strany berou na védomi, Ze spolecnost
Bioclinica je podle této smlouvy platebnim
zprostiedkovatelem zadavatele. Zadavatel
odpovida a zajisti v€asné a fadné plnéni
finan¢nich zavazkd spolecnosti Bioclinica,
jako zprostifedkovatele plateb povéreného
zadavatelem,  vuc¢i poskytovateli dle této
smlouvy a zajisti, aby spole¢nost Bioclinica
v¢as yplacela poskytovateli finanéni odmény.
Tyto platby budou zahrnovat vSechny dané.
Poskytovatel odpovida za thradu dani u vSech
plateb pfiijatych podle této smlouvy v souladu
se zékony dané zemé, ve které je platcem dani,
a potvrzuje, 7e bude dodrzovat pravidla
mistniho danového zakona. Podle ptedpistt EU
0 DPH tykajicich se ,mista poskytovani
sluzeb® je mistem zdanitelného plnéni
poskytovanych sluzeb misto, kde ma zakaznik
sidlo. Vtomto piipadé, co se tyce této
smlouvy, je zakaznikem zadavatel. VSichni
pfijemci platby podle této smlouvy budou
odpovédni za uhradu transakénich poplatki
uctovanych bankou piijemce platby vzniklych
v souvislosti s platbami provedenymi podle
této smlouvy.

Platby budou provadény v pevné stanovenych
¢astkach pfevedenych na ucty piijemce platby
ur¢enych a  odsouhlasenych  hlavnim
zkouSejicim a poskytovatelem, dle potieby,
vsouladu  srozpoftem a  platebnimi
podminkami v piiloze A — doplnék Al.

3. Pfi  kontrole 1udaju  z klinického
hodnoceni zastupcem spole¢nosti Bioclinica ¢i
jinym zéastupcem povéfenym zadavatelem,
jako je spolec¢nost Bioclinica, b&hem
planované navstévy pracovisté je hlavni
zkouSejici  povinen  pfipravit  vSechny
ptiméfené dostupné Udaje  z klinického
hodnoceni shromdzdéné k pfedchozimu dni
tak, aby byly uplné a pfipravené k inspekci.
Zadavatel si vyhrazuje prédvo odmitnout
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other Sponsor-designated representative’s
review.
4. The Principal Investigator and/or other

members of the Study Team may be asked by
Sponsor to attend one or more meetings in
connection with the Study. Bioclinica, on
behalf of and as a payment agent of Sponsor,
shall pay for the cost of reasonable travel
(coach air fare), accommodations and meals
for Principal Investigator and/or the study
coordinator in connection with any such
meeting(s). Neither the Principal Investigator
nor the study coordinator shall be paid any
consulting fee for attending and participating
in any such meeting(s). In the event such
meeting takes place prior to execution of this
Agreement, Institution and  Principal
Investigator agree that the terms and
conditions set forth in this Agreement shall be
applicable.  Bioclinicashall ~make such
reimbursements on behalf of Sponsor within
forty five (45) days of receiving acceptable
detailed documentation of such expenses,
provided that Bioclinica receives such
documentation within sixty (60) days of the
date that the expenses were incurred.

5. Institution and/or Principal
Investigator will not be compensated for any
Study Subjects who were not properly enrolled
and were not treated at Institution’s facilities in
accordance with the Protocol and this
Agreement. Except as explicitly provided in
this Agreement, Institution or Principal
Investigator (as they will agree to allocate the
costs and expenses between them) shall bear
all costs and expenses of their performance

provest platou za Gdaje z klinického
hodnoceni, které Bioclinica neobdrzi ve lhuté
deseti (10) dnid po inspekci provedené
zastupcem spolecnosti Bioclinica ¢i jinym
zastupcem povéienym zadavatelem.

4, Hlavni zkousSejici a/nebo jini ¢lenové
tymu  Kklinického hodnoceni mohou byt
zadavatelem vyzvani, aby se Gcastnili jedno ¢i
vice setkani tykajiciho se klinického
hodnoceni. Bioclinica jménem zadavatele a
jako jeho platebni zprostfedkovatel uhradi
hlavnimu zkousejicimu a/nebo koordinatorovi
klinického hodnoceni pfimétené cestovni
naklady (let ekonomickou tfidou) a ndklady na
ubytovani a obcerstveni spojené s ucasti na
takovém setkani ¢i  setkanich. Hlavni
zkousSejici ani  koordinator  klinického
hodnoceni neobdrzi Zadnou finanéni odménu
za konzultaci ve spojeni s dostavenim se na
takové jedno ¢i vice setkani a aktivni Gcasti na
takovém setkani ¢i setkanich. V piipad¢, ze se
takové setkani uskutecni pred uzavienim této

smlouvy, souhlasi poskytovatel a hlavni
zkouSejici s tim, ze budou platit podminky
stanovené touto  smlouvou. Bioclinica

poskytne ndhradu téchto ndkladli jménem
zadavatele béhem cCtyficeti péti (45) dnli po
obdrzeni pfijatelné podrobné dokumentace
téchto vydaji, a to za predpokladu, ze
spole¢nost Bioclinica obdrzi tuto dokumentaci
béhem Sedesati (60) dnti od data vzniku
vydaja.

5. Poskytovatel a/nebo hlavni zkousejici
neobdrzi finanéni odménu za zadné subjekty
hodnoceni, které nebyly fadné zatazeny do
klinického hodnoceni a nebyly léCeny na
pracovistich poskytovatelev souladu
s protokolem a touto smlouvou. Pokud tato
smlouva vyslovné¢ nestanovi jinak, bude
poskytovatel nebo hlavni zkousejici (dle
dohody o rozdéleni nakladd a vydajli mezi
sebou) hradit vSechny ndklady a vydaje za
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hereunder and otherwise in connection with
the Study. Institution and/or Principal
Investigator, as the case might be, shall bear
the responsibility and obligation of making
proper and timely disbursements of funds to all
appropriate individuals and entities who were
involved in the conduct of the Study, e.g.
Principal Investigator and including, without
limitation, the members of the Study Team. All
matters of compensation, benefits and other
similar conditions of engagement of any nature
between Institution and Principal Investigator
and any members of the Study Team will be
solely a matter between Institution, Principal
Investigator and such individuals, regardless of
whether such individuals are considered
employees, agents or independent contractors
of Institution or Principal Investigator.

6. The Parties agree that the amounts
indicated in the budget and payment schedule
shall constitute the total amount of payment
due to the Institution, the Principal Investigator
and the Study Team members appointed by
Principal Investigator for the Services.
Principal Investigator shall be responsible for
paying Study Team members as appointed by
the Principal Investigator from the total
amount provided for by this Agreement.
Consequently, the Principal Investigator’s net
payment shall be reduced to the extent that
Study Team members’ are paid from the gross
figure.

7. Institution and  the  Principal
Investigator acknowledge that Sponsor may be
required, pursuant to applicable governmental
laws, rules and regulations, to disclose to
relevant  governmental  authorities the
payments made by Sponsor through the
Designated , pursuant to this Agreement, to the
Principal Investigator and any other provider

provadéni klinického hodnoceni podle této
smlouvy a ve spojeni s klinickym hodnocenim.
Poskytovatel  a/nebo  piipadn¢  hlavni
zkousejici budou odpovédni a povinni fadn¢ a
v€as vyplacet finan¢ni prostfedky vSem
pfislusnym osobam a entitam, které se podilely
na provadéni klinického hodnoceni, napf.
hlavni zkousSejici a mimo jiné vcetné Clend
tymu  klinického  hodnoceni.  Veskeré
zalezitosti tykajici se financni odmény, vyhod
a jinych podobnych podminek pracovniho
vztahu jakékoli povahy mezi poskytovatelem a
hlavnim zkousSejicim a kterymkoli clenem
tymu  klinického hodnoceni se budou
povazovat za  zalezitost Cist¢ mezi
poskytovatelem, hlavnim zkous$ejicim a témito
osobami, a to bez ohledu na to, zda jsou tyto
osoby povazovany za zaméstnance, zastupce ¢i
nezavislé smluvni strany poskytovatele ¢i
hlavniho zkousejiciho.

6. Strany souhlasi, ze ¢astky uvedené
vVrozpoctu a rozpisu plateb  budou
predstavovat celkovou vysi platby ptislusejici

poskytovateli, hlavnimu zkousejicimu a
C¢lenim  tymu  klinického  hodnoceni
jmenovanym hlavnim zkousejicim

k poskytovani sluzeb. Hlavni zkousejici bude
odpovédny za poskytovani finanéni odmény
C¢lenim  tymu  klinického  hodnoceni
jmenovanym hlavnim zkous$ejicim z celkové
&astky stanovené touto smlouvou. Cista platba
ve prospéch hlavniho zkousSejiciho bude tedy

L4

také clenové tymu klinického hodnoceni.

7. Poskytovatel a hlavni zkousejici berou
na védomi, Ze zadavatel muze byt v souladu
s platnymi vnitrostatnimi zakony, pravidly a
pfedpisy povinen sdélit pfisluSnym vladnim
uradiim castky  plateb vyplacenych
zadavatelem prostiednictvim zastupce
jmenovaného zadavatelem v souladu s touto
smlouvou hlavnimu zkouSejicimu a jakymkoli
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of medical or health services or any other
person or organization that approves,
recommends, furnishes, bills or is paid for
healthcare in the normal course of business,
including but not limited to, investigators, sub-
investigators, mid-level practitioners (e.g.
nurses), pharmacists, researchers, hospital
personnel, and representatives of group
purchasing  organizations  (“Healthcare
Professionals™), as well as to disclose the
purpose and nature of such payments to said
Healthcare Professionals.

8. The Parties acknowledge and agree
that the amounts payable by Sponsor through
Bioclinicaunder this Agreement represent the
fair-market value for the Services provided by
Institution, Principal Investigator and the
members of the Study Team, have been
negotiated in an arm’s-length transaction and
have not been determined in a manner that
takes into account the volume or value of any
referrals or other business otherwise generated
between Sponsor, Institution, Principal
Investigator and the members of the Study
Team. Principal Investigator acknowledges
and agrees that his or her judgment with
respect to his or her advice to and care of each
Study Subject is not affected by the
compensation payable hereunder.

Q. Reimbursement by  Third-Party
Payors. Notwithstanding anything seemingly
to the contrary herein, each of Institution and
Principal Investigator covenants that they will
neither seek, nor cause any other person or
entity to seek, reimbursement from any
government or private third-party payor for:
(a) Study-related costs, including Study Drug,
that are intended to be reimbursed by the
payments that Sponsor is making under this
Agreement through Bioclinica, as further
described in the budget and payment schedule;

dalsim poskytovatelim Iékaiskych nebo
zdravotnich sluzeb ¢i  jakymkoli dal$im
osobam nebo organizacim, které schvaluji,
doporucuji, zajistuji, ctuji ¢i jsou placeni za
poskytovani zdravotni péCe b&hem obvyklé
¢innosti, mimo jiné vcetné¢ zkousSejicich,
spoluzkousejicich, zdravotnikli se stiednim
vzdélanim (napf. zdravotni sestry), 1ékarniku,
vyzkumnych  pracovniki, = nemocni¢niho
persondlu a zastupci ndkupnich skupin
(,,zdravotni¢ti pracovnici), a dale je také
povinen sd¢lit ucel a povahu téchto plateb
vyplacenych zdravotnickym pracovnikiim.

8. Strany berou na védomi a souhlasi
stim, ze castky vyplacené zadavatelem
prostiednictvim spole¢nosti Bioclinica podle
této smlouvy predstavuji skute¢nou trzni
hodnotu za sluzby poskytované
poskytovatelem, hlavnim zkousejicim a ¢leny
tymu klinického hodnoceni, byly dojednany na
zaklad¢ principu trzniho odstupu.a nebyly
stanoveny zpusobem, ktery zohlediiuje objem
¢i hodnotu doporu¢eni nebo jiného obchodu
jinak  vzniklého mezi zadavatelem,
poskytovatelem, hlavnim zkousejicim a ¢leny
tymu klinického hodnoceni. Hlavni zkousejici
bere na védomi a souhlasi s tim, ze finan¢ni
odména vyplacena podle této smlouvy
neovlivni jeho tsudek, co se tyce poskytovani
rady a péce jednotlivym subjektlim hodnoceni.

9. Naéhrada nakladi od platct tieti strany.
Bez ohledu na cokoli zdanlivé v rozporu
stouto smlouvou se poskytovatel i hlavni
zkousejici zavazuji, Ze nebudou usilovat ani
nezapfi€ini, aby jakékoli jind osoba ¢i entita
usilovala o ndhradu ndkladi od jakéhokoli
statniho ¢i soukromého platce tfeti strany za:
(@) naklady spojené s klinickym hodnocenim,
véetné hodnoceného ptipravku, které maji byt
uhrazeny z plateb provadénych zadavatelem
podle této  smlouvy  prostfednictvim
spole¢nosti Bioclinica, jak je dale popsano
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or (b) any other Study-related costs, unless
Institution or Principal Investigator, as
applicable, is legally entitled to obtain
reimbursement for such costs from such third-

party payor.

3. The language in § 70f the Agreement is
hereby stricken in its entirety and replaced with
the language below:

Data Privacy
1. Definitions:

“Data Protection Legislation” means any
applicable law, statute, declaration, decree,
directive, legislative enactment, order,
ordinance, regulation, rule or other binding
restriction (as amended, consolidated or re-
enacted from time to time) which relates to the
protection of individuals with regard to the
Processing of Personal Data to which a Party
is subject, including a) the European Union
(“EU”) e-Privacy Directive 2002/58/EC as
implemented by countries within the European
Economic Area (“EEA”) and the United
Kingdom (“UK?”); (b) the EU General Data
Protection Regulation 2016/679 (“GDPR”) as
implemented by countries within the EEA and
the UK, and/or (c) other laws that are similar,
equivalent to, successors to, or that are
intended to or implement the laws that are
identified in (a), (b) and (c) above.

“Data Controller”, “Data Processor”, “Data
Subject”, and “Processing” (and variations
thereof) have the meanings set out in the Data
Protection Legislation.

V rozpoctu a rozpisu plateb; nebo (b) jakékoli
jiné ndklady spojené s klinickym hodnocenim,
pokud poskytovatel nebo piipadné hlavni
zkousejici  nejsou  z pravniho  hlediska
opravnéni obdrzet nahradu téchto nakladt od
tohoto platce tfeti strany.

3. Text v§& 7smlouvy se timto zcela
odstraiiuje a nahrazuje nize uvedenym textem:

Ochrana osobnich udaji

1. Vymezeni pojmu:

Pojem ,,pravni predpisy o ochrané osobnich
udaji“ znamena veskeré platné zékony,
ustanoveni, prohlaSeni, dekrety, smérnice,
pfijaté pravni ptedpisy, nafizeni, vyhlasky,
pokyny, pravidla ¢i jina zdvaznd omezeni (v
platném znéni, konsolidované ¢i prubézné
opétovné upravované), které se vztahuji na
ochranu  jednotlivei v souvislosti  se
zpracovanim osobnich udaju, které se vztahuji
na smluvni stranu, vcetné¢ a) smérnice
Evropské unie (,,EU*) o ochrané soukromi v
elektronickych komunikacich 2002/58/ES,
provadéné zemémi v Evropském
hospodaiském prostoru (,,EHP*) a ve Velké
Britanii (,,VB*); (b) obecného nafizeni EU o
ochrané osobnich udaja 2016/679 (,,GDPR*),
provadéného zemémi v EHP a VB; a/nebo (c)

jinych  zékond, které jsou podobné,
odpovidajici, navazujici nebo  urfené
K uplatnéni zakont ¢i uplatihuji zakony

uvedené v bod¢ (a), (b) a (c) vyse.

Pojmy ,spravce udaja“, ,zpracovatel
idajia“, ,,subjekt ddaji“ a ,.zpracovani“ (a
jejich obmény) maji vyznam vymezeny
V pravnich pfedpisech o ochrané¢ osobnich
udaji.
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“Personal Data” means any personal data (as
defined in the Data Protection Legislation)
Processed in connection with this Agreement,
including, without limitation, Study Subject
level key coded data and images.

2. Compliance: The Parties warrant to
each other that they will Process Personal Data
in compliance with the Data Protection
Legislation.

3. Data Privacy Developments: All
Parties shall stay informed of any relevant

developments in the Data Protection
Legislation.
4. Data  Processing:  The  Parties

acknowledge that each of the Institution,
Principal Investigator and Sponsor are
independent Data Controllers and that
WORLDWIDE is a Data Processor acting
under instructions from the Sponsor with
respect to the Processing of Personal Data
relating to the Services provided under this
Agreement.

5. Security: The Parties shall implement
appropriate technical and organizational
measures to protect the Personal Data and
Confidential Information as required by ICH-
GCP and the Data Protection Legislation.

6. Data Privacy Requests: The Institution
and/or Principal Investigator shall promptly
notify WORLDWIDE and Sponsor in writing
if it/they receive any communication with
regards to data privacy relating to the Services
from a Data Subject, a privacy authority or
other regulatory authority and shall provide
WORLDWIDE and Sponsor with full
cooperation and assistance in relation to any

Pojem ,,0sobni udaji“ znamena veskeré
osobni Udaje (jak jsou vymezeny v pravnich
predpisech o ochran¢ osobnich udaju)
zpracované ve spojeni s touto smlouvou, mimo
jiné vcetné kédovanych udaji a snimki na
urovni subjektu hodnoceni.

2. Dodrzovéani  predpisi: Strany si
navzajem zarucuji, ze budou zpracovavat
osobni Udaje v souladu s pravnimi piedpisy o
ochran¢ osobnich udajt.

3. Zmeény tykajici se ochrany osobnich
udajii: VSechny strany musi byt prubézné
informovany o vSech dulezitych zménéch
tykajicich se pravnich ptfedpisi o ochrané
osobnich tdaji

4. Zpracovani tdaja: Strany berou na
védomi, Zze poskytovatel, hlavni zkousejici i
zadavatel jsou nezavisli spravci udajii a Ze
spole¢nost WORLDWIDE je zpracovatel
udajii jednajici podle pokynli od zadavatele
V souvislosti se zpracovanim osobnich tdaji
tykajicich se sluzeb poskytovanych podle této
smlouvy.

5. Bezpecnostni opatieni: Strany musi
pfijmout vhodna technickd a organizacni
opatfeni na ochranu osobnich tUdaji a
davérnych informaci, jak to vyzaduje smérnice
ICH-GCP a pravni piedpisy o ochrané
osobnich udaju.

6. Pozadavky  tvkajici se ochrany
osobnich udaji: Poskytovatel a/nebo hlavni
zkousejici musi spole¢nost WORLDWIDE a
zadavatele vcas pisemné informovat, pokud
poskytovatel / hlavni zkouSejici obdrzi od
subjektu udajii, Gfadu na ochranu osobnich
udajt ¢i jiného kontrolniho ufadu jakoukoli
komunikaci tykajici se ochrany osobnich udajt
ve spojeni s poskytovanymi sluzbami, a musi
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such communication, at no additional cost to
WORLDWIDE or the Sponsor.

7. Security Incidents: A Party shall
immediately notify the other Parties if it
becomes aware of any unauthorized access to,
acquisition of, or disclosure of Personal Data
and Confidential Information relating to the
Services (“Security Incident”). Such notice
shall summarize in reasonable detail the
Security Incident and the corrective action to
be taken.

8. Data Transfers: The Institution and
Principal Investigator shall only Process or
otherwise transfer Personal Data outside the
European Economic Area (member states of
the European Union plus, Norway, Iceland &
Liechtenstein) as set out in this Agreement or
the Protocol.

9. Consent _to Use of the Principal
Investigator’s and Study Team Members’

spolecnosti WORLDWIDE a zadavateli
poskytnout Uplnou soucinnost a podporu
v souvislosti  stakovou komunikaci bez
dalsich nékladt pro spole¢nost WORLDWIDE
nebo zadavatele.

7. Bezpecnostni udalosti: Strana musi
neprodlené¢ uvédomit druhou stranu, pokud se
dozvi o jakémkoli neopravnéném zptistupnéni,
ziskani ¢i prozrazeni osobnich tudaji a
daveérnych informaci ve spojeni
s poskytovanymi  sluzbami (,,bezpecnostni
udalost*). Takové oznadmeni musi pfimeéfenym

zpisobem  souhrnn¢  popisovat  danou
bezpe¢nostni udalost a pfijatd néapravna
opattenti.

8. Pienos udaji: Poskytovatel a hlavni
zkousSejici musi zpracovavat ¢i jinak predavat
osobni Udaje mimo Evropsky hospodaisky
prostor (¢lenské staty Evropské unie a Norsko,
Island a Lichtenstejnsko) pouze v souladu s
touto smlouvou ¢i protokolem.

9. Souhlas s pouzitim osobnich 1daju
hlavniho zkousejiciho a ¢lent tymu klinického

Personal Data. Prior to and during the course
of the Study, Institution, Principal Investigator,
and members of the Study Team may provide
to Sponsor Personal Data of the Principal
Investigator and/or members of the Study
Team, the Processing of which may be subject
to the Data Protection Legislation. Institution
shall obtain the Principal Investigator’s and
Study Team members’ written consent prior to
the use, Processing and transfer of said
Personal Data by  Sponsor  and/or
WORLDWIDE for the Study. Institution shall
provide documentation of said consent upon
Sponsor’s and/or WORLDWIDE’s written
request.

hodnoceni. Pfed zahajenim a b&hem
klinického hodnoceni mize poskytovatel,
hlavni zkouSejici a ¢lenové tymu klinického
hodnoceni poskytnout zadavateli osobni udaje
hlavniho zkouSejiciho a/nebo Clent tymu
klinického hodnoceni, jejichZz zpracovani
muze podléhat pravnim predpisim o ochrané
osobnich udaji. Poskytovatel musi od
hlavniho zkousejiciho a ¢lenti tymu klinického
hodnoceni ziskat pisemny souhlas pied
pouZzitim, zpracovanim a pfenosem zminénych
osobnich  udaji = zadavatelem  a/nebo
spolecnosti  WORLDWIDE pro tcely
klinického hodnoceni. Poskytovatel musi na
pisemnou zadost zadavatele a/nebo spolec¢nosti
WORLDWIDE poskytnout  dokumentaci
zminéného souhlasu.

XXX




This space has been intentionally left blank; the
signatures of the Parties are on the following

page.

IN WITNESS WHEREOF, the Parties hereto
have caused this Statement of Agreement to be
executed as of the date of last signature below.

Tento prostor je zadmérmné ponechan prazdny;
podpisy stran jsou uvedeny na nasledujici
strang.

NA DUKAZ CEHOZ smluvni strany uzaviely
tuto smlouvu ke dni posledniho podpisu nize.

WORLDW!IDE on behalf of Sponsor /

Institution name / Nazev Poskytovatele

Spole¢nost WORLDWIDE jménem

zadavatele
By / Podpis: By / Podpis:
Name / Jméno: Name / Jméno:
Title / Funkce: Title / Funkce:
Date / Datum: Date / Datum:

XXX
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PAYMENT SCHEDULE

Payments Shall Be Made
(“Payee’): Nemocnice Na Bulovce
Payee Tax I.D. #: CZ00064211

Payable to

Principal Investigator’s National Provider
Identifier (“NPI”’) #: NA

Principal Investigator’s State Medical License
# NA

1. Electronic Payments — Payments shall be
issued by electronic transfer to:

Account Holder: Nemocnice Na Bulovce
XXX

In case of changes in the Payee’s bank details,
Payee is obliged to inform Bioclinica in
writing by sending email to: XXX. Parties
agree that in case of changes in bank details
which do not involve a change of payee no
further amendments are required.

Before each payment is processed, a report
including number of visits and required
amount for payment will be sent by
WORLDWIDE to:

Nemocnice na Bulovce

XXX

The Payee should issue an invoice based on the
above said report.

Bioclinica will make payments on behalf of
Sponsor..

ROZPIS PLATEB

Platby budou vyplaceny ve prospech
(,,pFijemce platby*):_Nemocnice Na Bulovce
Danové identifikacéni Cislo piijemce platby:
CZ00064211

Narodni identifikacni ¢islo poskytovatele
zdravotnich sluzeb hlavniho zkousejiciho
(.NPI¥): NA

Cislo osvédceni hlavniho zkousejiciho k
vykonévani 1ékarské praxe: NA

1. Elektronické platby -
provadény
prospéch:

platby budou

elektronickym pfevodem ve

Majitel uctu: Nemocnice Na Bulovce
XXX

Pokud dojde ke zméné bankovnich udajt
ptijemce platby, je pifijemce platby povinen
tuto skutecnost pisemné oznamit spolec¢nosti
Bioclinica zaslanim e-mailu na adresu: XXX.
Strany souhlasi, Ze v pfipad¢ zmény
bankovnich udaji, které nezahrnuji zménu
pfijemce platby, nejsou nutné Zzadné dalsi
kroky.

Pted zpracovanim jednotlivych plateb bude
spole¢nosti WORLDWIDE zaslana zprava
uvadgjici pocet navstév a pozadovanou castku
K thradé¢ na adresu:

Nemocnice na Bulovce

XXX

Piijemce platby musi vystavit fakturu na
zaklade vyse uvedené zpravy.

Bioclinica provede platbu jménem zadavatele,.

XXX
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All billing invoices in accordance with the
schedule below shall be issued in the name of
Bioclinica and sent to:

Original invoices (only where required by
Payee) should be sent to:

XXX

OR
Electronically to: XXX

Electronic invoice submissions shall include:

VSechny faktury v souladu s nize uvedenym
rozpisem plateb musi byt vystaveny na jméno
Bioclinica a zaslany na adresu:

Origindly faktur (pouze kde vyzadovano
ptijemcem platby) musi byt zaslany na adresu:

XXX

nebo
Electronically to: XXX

Elektronicky zasilané faktury musi v predmétu

Protocol number, country, site number, and
last name of Principal Investigator in the
subject line of the e-mail. Failure to adhere to
these terms may delay the processing and
payment of the electronically submitted
invoice.

Invoices from Payee shall include:

. Payee name (as shown in this
Exhibit A)

. Protocol number

. Invoice date

. Date & itemized description of
services provided

« Applicable supporting
documents/third party invoices

. Total amount payable

2. Definitions

2.1 A “Qualified Subject” is a Study Subject
who, on entrance into the treatment phase of
the Study, has met all of the entrance criteria
and none of the exclusion criteria in the
Protocol, has given his or her written informed
consent to participate, and was enrolled in
accordance with the Protocol.

2.2 A “Completed Subject” is a Qualified
Subject that has completed all of the required
Study visits in accordance with the Protocol to

e-mailové zpravy uvadét. cislo protokolu,
zemi, Cislo pracovisté a prijmeni hlavniho
zkousejiciho. NedodrZeni téchto pozadavki
muze vést k pozdrzeni zpracovani a uhrazeni
elektronicky zaslané faktury.

Faktury vystavené pfijemcem platby musi
zahrnovat:
« jméno piijemce platby (jak je
uvedeno Vv piiloze A)
. (Cislo protokolu
« datum vystaveni faktury
« datum a popis jednotlivych
poskytnutych sluzeb
o pfislusné doprovodné dokumenty
/ faktury tietich stran
« celkovou ¢astku k thradé

2. Vymezeni pojmu

2.1, Zpuisobily  subjekt® je  subjekt
hodnoceni, ktery pii vstupu do lécebné faze
klinického hodnoceni splituje vSechna vstupni
kritéria a nesplituje zadné vylucujici kritérium
uvedené v protokolu, poskytl pisemny
informovany souhlas s ucasti a byl zatazen do
klinického hodnoceni v souladu s protokolem.

2.2 ,Subjekt, ktery dokon¢il Kklinické
hodnoceni*“ je zpusobily subjekt, ktery
absolvoval vSechny pozadované navstévy

XXX
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permit evaluation and whose eCRF has been
completed by the Principal Investigator.

2.3 A "Withdrawn Subject” is a Qualified
Subject who does not complete all of the
required Study visits but otherwise was
appropriately enrolled in accordance with the
Protocol. Payment for Withdrawn Subjects
will be prorated based on work actually
performed.

3. Amount

3.1 Sponsor agrees to pay the amounts
detailed in the Budget for all visits, procedures
and tests scheduled in the Protocol provided
that all work is performed in accordance with
the Agreement. The total cost for the
successful completion of the Study per
successful Completed Subject (as defined
above) is set forth in Exhibit A, and is payable
to the Payee in accordance with the Payee’s
completed tax form, if applicable. Payments
will be made in accordance with the payment
schedule below. Invoices should be submitted
up until the 15th day of the month. In case the
Payee misses the above deadline, the payment
will be processed together with the next
regular payment for the Study. Study Subject
visit payments will be paid quarterly and
invoiceable costs will be paid within forty five
(45) days upon the receipt of an itemized
undisputed invoice approved by Bioclinica.

32 Al work to be
undertaken pursuant to this Agreement shall
not commence until this Agreement is

v klinickém hodnoceni v souladu s protokolem
umoznujici hodnoceni a jehoz eCRF vyplnil
hlavni zkouSejici.

2.3 ,,Subjekt, ktery odstoupil z klinického
hodnoceni*“ je zpusobily subjekt, ktery
neabsolvoval vSechny pozadované navstévy
v klinickém hodnoceni, ale ktery byl jinak
fadn¢ zarazen do klinického hodnoceni v
souladu s protokolem. Platba za subjekt, ktery
odstoupil  z klinického  hodnoceni  bude
vyplacena pomérné s ohledem na skutecné
provedené pracovni ¢innosti.

3. Castka

3.1  Zadavatel souhlasi, Ze vyplati castky
uvedené v rozpoltu za vSechny planované
navstévy, postupy a vySetfeni uvedené
v protokolu za ptedpokladu, ze veskeré
pracovni ¢innosti budou provedeny v souladu
s touto smlouvou. Celkové naklady na uspésné
dokonceni klinického hodnoceni za kazdy
uspésny subjekt, ktery dokoncil klinické
hodnoceni (viz definice vyse), jsou uvedeny
Vv ptiloze A a budou uhrazeny pfijemci platby
v souladu s danovym pfiznanim vyplnénym
ptijemcem platby, dle potieby. Platby budou
hrazeny  vsouladu  srozpisem  plateb
uvedenym niZe. Faktury musi byt pfedloZeny
nejpozdéji do 15. dne mésice. V piipade, ze

pfijemce platby zmeSkd vySe stanoveny
termin, bude platba uhrazena spolu
s nasledujici  obvyklou platbou v ramci

klinického hodnoceni. Platby za navstévy
subjektll hodnoceni budou uhrazeny Etvrtletné
a fakturovatelné naklady budou uhrazeny
beéhem Cctyficeti péti (45) dnt od doruceni
detailni nerozporované faktury schvalené
spolecnosti Bioclinica.

3.2  Nelze zacit provadét
zadné pracovni Cinnosti vyplyvajici z této
smlouvy, dokud poskytovatel neuzavie tuto

XXX
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executed by the Institution and the executed
Agreement is received by Bioclinica.

3.3 If any terms contained in the
payment schedule are in conflict with any
terms in the Budget grid, the terms of the
payment schedule shall govern.

34 Site Start-up Fee: A one-time, all-
inclusive, payment in the amount of XXX for
Study start-up activities (completion and
submission of all regulatory documentation,
training, and protocol review) shall be payable
to the Payee upon execution of this Agreement,
receipt of IRB approval, completion of all
regulatory documents and Site Initiation Visit
(“SIV™), and upon the receipt, verification and
processing of an itemized undisputed invoice
by Bioclinica.

3.5 Pharmacy Set-up Fee: A one-time, all-
inclusive, payment in the amount of XXX for
Pharmacy Set-up activities shall be payable to
the Payee upon execution of this Agreement,
receipt of IRB approval, completion of all
regulatory documents and Site Initiation Visit
(“SIV”), and upon the receipt, verification and

processing of an undisputed invoice by
Bioclinica.
3.6 Pharmacy Close-Out Fee: A one-time,

all-inclusive, payment in the amount of XXX
for Pharmacy close-out activities will be
payable to the Payee[s] upon completion of the
Closeout Visit (“COV™), eCRF final sign-off,
and upon the receipt, verification and
processing of an itemized undisputed invoice
by Bioclinica.

smlouvu a spole¢nost Bioclinica neobdrzi tuto
uzavienou smlouvu.

3.3  V ptipadé rozporu kteréhokoli
ustanoveni V rozpisu plateb S
kterymkoli ustanovenim v rozpoctu  plati

ustanoveni v rozpisu plateb.

3.4 Platba ve prospéch pracovisté za
zahajovaci Cinnosti: Pfijemci platby bude
uhrazena jednorazova souhrnna platba ve vysi

XXX za zahajovaci pracovni cinnosti
souvisejici s provedenim klinického
hodnoceni (vyplnéni a predlozeni vSech

dokumentid urcenych kontrolnim wfadim,
Skoleni a posouzeni protokolu) po uzavieni
této smlouvy, ziskani schvaleni IRB, vyplnéni
vSech  dokumentti urCenych kontrolnim
ufadim a provedeni zahajovaci navstévy na
pracovisti a po obdrzeni, ovéteni a zpracovani
detailni nerozporované faktury spole¢nosti
Bioclinica.

3.5 Platba ve prospéch 1ékarny za zahajovaci
¢innosti: Pfijemci platby bude uhrazena
jednorazova souhrnna platba ve vysi XXX za
zahajovaci pracovni Cinnosti  souvisejici
S poskytovanim farmaceutickych sluzeb po
uzavieni této smlouvy, ziskani schvéleni IRB,
vyplnéni  vSech  dokumentli  urcenych
kontrolnim uUfadim a provedeni zahajovaci
navstévy na pracovisti a po obdrzeni, ovéteni a
zpracovani nerozporované faktury spole¢nosti
Bioclinica.

3.6  Platba ve prospéch I€¢karny za zavérecné
¢innosti: Pfijemci (pfijemcim) platby bude
uhrazena jednorazova souhrnné platba ve vysi
XXX za zavéretné pracovni cCinnosti
souvisejici s poskytovanim farmaceutickych
sluzeb po provedeni zavérecné navstévy,
finalni uzavérce eCRF a po obdrzeni, ovétreni
a zpracovani detailni nerozporované faktury
spolecnosti Bioclinica.

XXX
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3.7 Dispensing Fee: The Payee will receive
reimbursement of a Preparation Fee payable for
each individual preparation of the Study Drug in
the amount listed in the Table of Payments below.

4. Payment Schedule

41  Payments will be made
according to the Budget grid as follows:
Bioclinica will pay for actual work completed
in accordance with the Budget and/or approved
invoice, provided, however, that the Study data
submitted must be complete and correct, as
applicable, and the Services must have been
properly performed in accordance with the
Protocol and this Agreement only for those
Study Subject milestones completed in
accordance with the budget and payment
Schedule. For Study data to be considered
complete and correct each Study Subject a)
must have signed an ethics committee-
approved informed consent document, and b)
must have met all the inclusion/exclusion
criteria, and in addition, all procedures
designated in the Protocol must have been
carried out on a "best efforts” basis; and
omissions must have been satisfactorily
explained. It is expected that for all procedures
and items required under the Protocol for
which Sponsor has agreed to provide payment,
Bioclinica will be the sole source of payment
on behalf of Sponsor.

Study Subject visit payments will be paid
quarterly, and invoiceable costs will be paid
within forty five (45) days upon the receipt of
an itemized undisputed invoice approved by
Bioclinica. Invoiceable costs and Study
Subject visit payments combined shall not be

3.7 Poplatek za pfipravu: Piijemci bude
uhrazen poplatek za piipravu, splatny za
kazdou jednotlivou pfipravu hodnoceného
1é¢iva, a to ve vysi uvedené v tabulce plateb
nize.

4. Rozpis plateb

4.1  Platby budou hrazeny
v souladu s rozpoétem nasledovné: spole¢nost
Bioclinica jménem zadavatele uhradi skute¢né
vykonané pracovni Cinnosti v souladu
S rozpoctem a/nebo schvélenou fakturou, a to
vSak za predpokladu, Ze ptedlozené udaje
Z klinického hodnoceni budou vyplnéné a
spravné, dle potteby, a poskytované sluzby

budou poskytovany fadnym  zpusobem
v souladu s protokolem a touto smlouvou
pouze vsouvislosti s milniky subjektd

hodnoceni dosazenymi v souladu s rozpoétem
a rozpisem plateb. Udaje z klinického
hodnoceni budou povazovany za Uplné a
spravné, pokud vSechny subjekty hodnoceni a)
podepisi dokument informovaného souhlasu
schvaleny etickou komisi a b) splni vSechna
vstupni a vylu€ujici kritéria. Navic je tieba
provést  vSechny  postupy  stanovené
protokolem s vynaloZzenim maximalniho
mozného 1sili a nutné podat uspokojivé
vysvétleni v piipadé€, Ze tyto postupy nebyly

provedeny. Ocekava se, ze spolecnost
Bioclinica  bude  jménem  zadavatele
pfedstavovat  jediny  zdroj  prostiedkl
K uhrazeni vSech postupi a poloZzek

vyzadovanych protokolem, s jejichz uhradou
zadavatel souhlasil.

Platby za navstévy subjektli hodnoceni budou
hrazeny ctvrtletné a fakturovatelné naklady
budou uhrazeny béhem ctyficeti péti (45) dnt
od doruceni detailni nerozporované faktury
schvélené spole¢nosti Bioclinica.
Fakturovatelné néklady dohromady s platbami

XXX
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paid more than once in a calendar month.
Payment for Study Subject visits will be
determined after a completed visit has occured
and only and after data has been entered in the
Case Report Form (eCRF).

All invoices for Study payments must be
submitted within 90 days after the site’s Study
close-out visit. Invoices received after this
time will not be reimbursed.

4.2 Payment dispute

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

za navstévy subjektdl hodnoceni budou
uhrazeny pouze jednou béhem kalendéiniho
mésice. Platba za navstévy subjektt hodnoceni
bude stanovena po uskutecnéni provedené
navstévy a pouze po zaneseni udaji do
elektronického zaznamu subjektu hodnoceni
(eCRF).

Vsechny faktury za platby spojené s klinickym
hodnocenim musi byt pfedlozeny béhem 90
dnii po navstévé pro ukonceni klinického
hodnoceni na pracovisti. Faktury pfijaté po
uplynuti této lhity nebudou proplaceny.

4.2 Sporné platby

Pracovisté bude mit tficet (30) dnli od pfijeti
zavérecné platby k rozporovani nesrovnalosti
s platbami béhem klinického hodnoceni.

XXX
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