Protocol No. PR-30-5017-C

AMENDMENT #3 TO CLINICAL STUDY
AGREEMENT

This Amendment (the "Amendment”) to the
Clinical Study Agreement, dated 21-Aug-2017 (the
“Agreement”), for the clinical study (the “Study”)
conducted in accordance with the protocol PR-30-
5017-C entitled “A Phase 3, Randomized,
Double-Blind, Placebo-Controlled, Multicenter
Study of Niraparib Maintenance Treatment in
Patients with Advanced Ovarian Cancer
Following Response on Front-Line Platinum-
Based Chemotherapy” and any amendments
thereto (the “Protocol”), is made by and between:

Fakultni nemocnice Plzen (University Hospital
Plzen),

Edvarda BeneSe 1128/13, 305 99 Plzen, Czech
Republic, ID No.: 00669806, Tax ID No.:
CZ00669806, represented by Vaclav Simanek,
MD, Ph.D., the Executive, (the “Institution”)

and

Assoc. Prof. Jifi Presl, MD, PhD,

Clinic of Gynecology and Obstetrics, University
Hospital Plzen, alej Svobody 80, 304 60 Plzen,
Czech Republic (the “Investigator”)

and

Tesaro, Inc.,

a Delaware corporation with an office at 1000
Winter Street, Suite 3300, Waltham,
Massachusetts 02451 U.S.A; represented by PSI
CRO Czech Republic s.r.0., V Parku 2343/24, 148
00 Praha 4 — Chodov, Czech Republic, IN:
28196775, TIN: CZ28196775, registered with
Business Register, Municipal Court in Praﬁ

section C, folio 132148, represented b
ﬂ, by

Power of Attorney

PSI template, Czech Republic, 17-MAY-2016

University Hospital Plzen/Assoc. Prof. Jiri Presl, MD, PhD

DODATEK #3 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek (dale jen ,Dodatek®) ke Smlouvé
o klinickém hodnoceni s datem 21. 08. 2017 (dale
jen ,Smlouva®“) ke klinické studii (dale jen ,Studie®)
provadéné v souladu s Protokolem PR-30-5017-C
s nazvem: ,Multicentricka
dvojité zaslepena klinicka studie faze 3
kontrolovana placebem hodnotici udrzovaci
Ié¢bu Niraparibem u pacientek s pokrocilym
karcinomem vajecnikl s klinickou odpovédi na
prvoliniovou chemoterapii na bazi platiny” a
vSemi jeho dodatky (dale jen ,Protokol®) se

randomizovana

uzavira mezi:

Fakultni nemocnice Plzen,

Edvarda Benese 1128/13, 305 99 Plzen, Ceska
republika, 1C: 00669806, DIC: CZ00669806,
zastoupena MUDr. Vaclavem Simankem, Ph.D.,
feditelem (dale jen ,Zdravotnické zafizeni*)

a

Doc. MUDr. Jifi Presl, Ph.D.

Gynekologicko-porodnicka klinika, Fakultni
nemocnice Plzeh, alej Svobody 80, 304 60 Plzen,
Ceska republika (déle jen ,Hlavni zkous$ejici)

Tesaro, Inc.,

delawareska spole¢nost se sidlem: 1000 Winter
Street, Suite 3300, Waltham, Massachusetts
02451 USA, zastoupena PSI CRO Czech Republic
s.r.o., V Parku 2343/24, 148 00 Praha 4 — Chodov,
Ceska republika, ICO: 28196775, DIC:
Cz28196775, zapsana v Obchodnim rejstiiku u
Méstského soudu v Praze, oddil C, vlozka 132148,
zastoupena
, ha zakladé plné moci

(dale jen ,Zadavatel” nebo ,Tesaro”)
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(“Sponsor” or “Tesaro”)

WHEREAS, effective as from the 29 July 2020,
Sponsor has appointed as its EU legal
representative  TESARO BIO NETHERLANDS
B.V., with an address at Joop Geesinkweg 00901,
1114AB Amsterdam-Duivendrecht, The
Netherlands, which has replaced Sponsor's
previous EU legal representative - Tesaro UK
Limited;

WHEREAS, the parties wish to revise the Fee and
Payment Schedule, Attachment 1 to the
Agreement in order to revise the Sponsor’s
invoicing details;

WHEREAS, the parties agree that for the purposes
of efficient payment administration they will
completely replace the contents of Attachment 1
with the relevant updated contents;

WHEREAS, in order to so replace the contents of
Attachment 1, the parties have agreed to enter into
this Amendment.

The parties hereby agree as follows:

1. The Fee and Payment Schedule under
Attachment 1 to the Agreement shall be replaced
in its entirety by the “Revised Fee and Payment
Schedule” as annexed to this Amendment.

2. This Amendment shall be considered
effective as of the date of its publication on the
Contracts Register.

3. The parties acknowledge that Act No.
340/2015 Coll., on the Contract Register obliges
the Institution to publish this Amendment, the
Agreement and any other amendments to the
Agreement (the “Documents®). The Sponsor or its
designee shall prepare a machine-readable
electronic format of the Documents which will blind
out sensitive information in compliance with
Section 3 Subsection 1 of the Act on the Contract
Register and send them to the Institution for
publication. Once the Institution publishes the
Documents, the Institution shall inform Sponsor’s

desiinee of the iublication by email sent to:

PSI template, Czech Republic, 17-MAY-2016
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VZHLEDEM K TOMU, ZE Zadavatel s uginnosti
od 29. cervence 2020 jmenoval spolecnost
TESARO BIO NETHERLANDS B. V. se sidlem:
Joop Geesinkweg 00901, 1114AB Amsterdam-
Duivendrecht, Nizozemsko, svym
zastupcem v EU nahrazujicim pfedchoziho
pravniho zastupce v EU spole€nost Tesaro UK
Limited,;

pravnim

VZHLEDEM K TOMU, ZE si strany pfeji revidovat
Rozpis plateb stanoveny v Pfiloze 1 ke Smlouvé
za Ucelem revize faktura¢nich Gdaju Zadavatele;

VZHLEDEM K TOMU, ZE strany souhlasi s tim,
aby obsah Pfilohy 1 byl
relevantnim aktualizovanym obsahem za ucelem
efektivni Uhrady plateb;

zcela nahrazen

VZHLEDEM K TOMU, ZE strany souhlasi
s uzavienim tohoto Dodatku za uéelem nahrazeni

obsahu Pfilohy 1.
Strany se dohodly nasledovné:

1. Rozpis plateb v Pfiloze 1 ke Smlouvé bude
zcela nahrazen ,Revidovanym rozpisem plateb®
pfipojenym k tomuto Dodatku.

2. Tento Dodatek nabyva ucinnosti k datu
uvefejnéni v Registru smiuv.

3. Smluvni strany berou na védomi, Ze
Zdravotnické zafizeni je povinno uvefejnit tento
Dodatek, Smlouvu a veSkeré dalSi dodatky ke
Smlouvé (dale jen ,Dokumenty“) v souladu se
zdkonem ¢&. 340/2015 Sb., o registru smliuv.
Zadavatel nebo jeho zastupce pfipravi strojové
Citelnou verzi Dokumentu v elektronickém formatu
Udaji v souladu
s ustanovenim § 3 odst. 1 zakona o registru smluv
a zasle ji Zdravotnickému zafizeni k uvefejnéni.

se znecitelnénymi citlivymi

Zdravotnické zafizeni bude informovat Zadavatele

o0 uvefejnéni Smlouvy prostfednictvim emailové
adresy: .
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4, Capitalized terms used but not re-defined
in this Amendment shall have the same meaning
as they have in the Agreement.

This Amendment shall be made part of the
Agreement and attached thereto. Except as
provided herein, all other terms of the Agreement
shall remain in full force and effect.

[SIGNATURE PAGE TO FOLLOW]
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4. Vyrazy s velkym pocateCnim pismenem
pouzité vtomto Dodatku, které vSak nejsou
redefinovany, maji stejny vyznam jako ve Smiouvé.

Tento Dodatek je soucasti Smlouvy jako jeji
pfiloha. S vyjimkou ustanoveni tohoto Dodatku
zUstavaji v plné platnosti
stanovené Smiouvou.

veSkeré podminky

[INASLEDUJE PODPISOVA STRANA]
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Protocol No. PR-30-5017-C University Hospital Plzen/Assoc. Prof. Jiri Presl, MD, PhD

This Amendment has been executed in three | Tento Dodatek byl vypracovan ve tfech
originals, one for each party. vyhotovenich, z nichZ kazd4 strana obdrzi jedno.

The Institution/Zdravotnické zarizeni: / Fakultni nemocnice Plzen
(University Hospital Plzen)

Name: / Jméno: MUDr. Vaclav Siméanek, Ph.D.
Title: / Pozice: the Executive | feditel

Dated: / Datum:

The Investigator: / Hlavni zkouSejici:

Name: / Jméno: Doc._ MUDr. Jifi Presl, Ph.D.

Dated: / Datum:

Sponsor/Zadavatel: Tesaro, Inc.

Executed by PSI CRO Czech Republic s.r.o.. based on a power of
attorney / Podepsal/a za PSI CRO Czech Republic s.r.o. na zakladé plné
maoci:

Name: / Jmeno: [ N EEEEEE
Title: / Pozice: _ by Power of Attorney/na zakladé piné

moci

Dated: / Datum:

Name: / Jméno: [N

Title: / Pozice: by Power of Attorney/na zakladé pIné moci

Dated: / Datum:
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Annex to AMENDMENT #3 TO CLINICAL
STUDY AGREEMENT

Revised Fee and Payment Schedule

INSTITUTION: Fakultni nemocnice Plzen
(University Hospital Plzenl

INVESTIGATOR: Assoc. Prof. Jifi Presl, MD,
PhD,

In full consideration for performance of the
Study, Sponsor or its designee will pay the
Payee identified below as follows:

BUDGET: See Attachment 1-A
1. Payment Schedule:
1.1 Payee:

The Payee under this Attachment 1 shall be the
Institution.

The parties agree that the Payee designated
below is the proper Payee for the Agreement
and that payments under the Agreement will be
made only to the following Payee:

University Hospital Plzen/Assoc. Prof. Jiri Presl, MD, PhD

Piiloha k DODATKU #3 KE SMLOUVE
O KLINICKEM HODNOCENI

Revidovany rozpis plateb

ZDRAVOTNICKE ZARIZENI: Fakultni
nemocnhice Plzen

HLAVNIi ZKOUSEJICi: Doc. MUDr. JiFi Presl,
CSc

Po zvazeni provedeni Studie bude Zadavatel
nebo jeho zastupce platit Pfijemci
definované platby:

nize

ROZPOCET: Viz Pfiloha 1 - A

1. Prehled plateb:

1.1 PFijemce:

Pfijemcem je dle této Pfilohy 1 Zdravotnické
zafizeni.

Strany souhlasi s tim,
PFijemce je Fadnym pfijemcem dle této Smlouvy

a ze platby dle této Smlouvy budou adresovany
vyhradné tomuto PFijemci:

Ze nize uvedeny

Contract
Payee/Smluvni
prijemce

Institution/Zdravotnické zarizeni

Contract Payee Name
(must match name in the

Agreement)/Nazev

Smluvniho pfijemce
(musi souhlasit
S nazvem uvedenym

ve Smiouvé)

Fakultni nemocnice Plzen (University Hospital Plzen)

Fakultni nemocnice Plzen

PAYEE

Edvarda BeneSe 1128/13

ADDRESS/ADRESA

305 99 Plzen

PRIJEMCE:

Czech Republic/Ceska republika

PSI template, Czech Republic, 17-MAY-2016
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University Hospital Plzen/Assoc. Prof. Jiri Presl, MD, PhD

VAT/TAX ID
NUMBER/DIC/IC

CZ00669806

Banking
Information/Bankovni
udaje

Bank Name/Nazev
banky

Czech National Bank/Ceska narodni banka

Bank Street/Ulice

Na Piikopé 28

Bank City/Mésto Praha
Bank

State/Province/Stat

Bank Postal Code/PSC | 115 03

Bank Country/Stat

Czech Republic/Ceska republika

Account Number (if
applicable)/Cislo Gétu
(pokud je relevantni)

34534-33739311

Receiving Account
Currency/Ména  uctu
prijemce

EUR/Euro

IBAN number/IBAN

CZ91 0710 0345 3400 3373 9311

SWIFT-Code/SWIFT

i CNBACZPP
kod
Bank Number/Cislo

0710

banky
Other country specific
bank info/Dalsi
bankovni udaje
Contact
Information/Kontaktni
udaje
PAYEE CONTACT
NAME/KONTAKTNI _
OSOBA PRIJEMCE
PAYEE CONTACT
Email/KONTAKTNI I

email PRIJEMCE

PSI template, Czech Republic, 17-MAY-2016
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Protocol No. PR-30-5017-C

University Hospital Plzen/Assoc. Prof. Jiri Presl, MD, PhD

Payee contact phone
number/Kontaktni
telefonni Eislo pfijemce

Language
preference/Jazyk

Czech/¢estina

For receipt of payment under the Agreement,
Payee agrees that Payee will only provide
banking information for a bank account
belonging to Payee.

Payments will be made in EURO.

1.2 Periodic Payments:

Sponsor or its designee will reimburse the
Payee quarterly, on a completed visit per
Study subject basis in accordance with this
Attachment 1 and 1-A. Ninety percent (90%)
of each payment due, including Screen
Failure, if applicable (see Section 1.4 below),
will be made based upon prior quarter
enrollment data confirmed by CRFs received
from the Investigator supporting Study subject
visitation subject to Sponsor approval. The
balance of monies earned, up to ten percent
(10%), will be pro-rated upon verification of
actual Study subject visits, and will be paid by
Sponsor or its designee to the Payee upon
final acceptance by Sponsor of all CRF
pages, all data clarifications issued, the
receipt and approval of any outstanding
regulatory documents as required by Sponsor
and/or its designee, the return of all unused
supplies to Sponsor or its designee, and upon
satisfaction of all other applicable conditions
set forth in the Agreement and all terms and
conditions thereof.

DrugDev Inc (“DrugDev” = IQVIA Clinical
Trial Payments), registered address at 1170
Devon Park Drive; 3rd Floor, Wayne, PA
19087 has been contracted by the Sponsor to
make payments to payees on the Study.
DrugDev will receive invoices and process

PSI template, Czech Republic, 17-MAY-2016

Aby Prijemce obdrzel platbu dle této Smiouvy,
souhlasi Pfijemce s poskytnutim pouze
bankovnich udaji k uctu, ktery patfi Pfijemci.

Platby budou hrazeny v eurech.
1.2 Periodické platby:

Zadavatel nebo jeho zastupce bude platby
Pfijemci  vyplacet Ctvrtletné dle
absolvovanych  Subjekty  studie

s Pfilohou 1 a 1 — A. Devadesat procent (90%)
kazdé splatné Castky pfipadnych
NeUspésnych screeningd (viz Oddil 1.4 nize)
bude uhrazeno na zakladé udaju o zafazeni
Subjektu studie za predchozi &tvrtleti ovéfenych
dle CRF vyplnéného Hlavnim zkouSejicim a
dokladajicim navstévy Subjektu studie podléhajici
schvéaleni Zadavatele. Zbyla zaslouzena Castka
az do deseti procent (10%) bude dopocitana po
ovéfeni absolvovanych
Subjektem studie a bude Pfijemci vyplacena

navstév
v souladu

véetné

skute¢né navstév

Zadavatelem nebo jeho zastupcem po
zavéretném  prevzeti vSech stran CRF
Zadavatelem, vyjasnéni 0dajl, obdrzeni a
schvaleni vSech nedodanych regulacnich

dokumentt vyzadovanych Zadavatelem a/nebo
jeho zastupcem, navraceni vSech nepouzitych
materiall Zadavateli nebo jeho zastupci a po
spinéni vSech dalSich pfisluSnych podminek
stanovenych v této Smlouvé a v3ech podminek
této Smlouvy.

Zadavatel uzaviel smlouvu se spole€nosti
DrugDev Inc (“DrugDev” = IQVIA Clinical Trial
Payments), se sidlem na adrese 1170 Devon Park
Drive; 3rd Floor, Wayne, PA 19087, na jejimz
zakladé bude DrugDev v ramci Studie platit
pfijemcim plateb. DrugDev bude za Zadavatele
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Protocol No. PR-30-5017-C

payments on behalf of the Sponsor unless
otherwise agreed.

ALL QUESTIONS REGARDING STUDY
PAYMENTS OR FINANCIAL
ARRANGEMENTS SHOULD BE DIRECTED
TO SPONSOR OR ITS DESIGNEE, DrugDev
(IQVIA Clinical Trial Payments):

email:
Subject Line /PROTOCOL # PR-30-5017-C

CRFs shall be completed by Investigator
within ten (10) calendar days following an
interaction/visit required under the Protocol
with a Study subject, or of receipt of the Study
subject’s test results. At the request of
Sponsor or its designees, Investigator will
correct any errors and/or omissions to the
CRFs within seven (7) calendar days from the
date of the request and will make available to
Sponsor and/or its designees the corrected
CRFs and supporting records for further
verification.

CRFs will qualify for payment based on Study
subject status as follows:

e Completed per Protocol: fully payable.

e Discontinued due to adverse event:
prorated for the number of completed
visits/procedures.

e Other discontinuation or Study subject
lost to follow up: prorated for the number
of completed visits/procedures.

CRFs will not qualify for payment in the event
of a violation by Institution or Investigator as
follows:

e Material Protocol violation.

e Violation of applicable law or regulation.

1.3 Final Payment:

PSI template, Czech Republic, 17-MAY-2016
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pfijimat faktury a vyfizovat platby nebude-li
dohodnuto jinak.

VESKERE DOTAZY TYKAJICI SE STUDIJNICH
PLATEB ClI  FINANCNICH  UJEDNANI
SMERUJTE NA ZADAVATELE NEBO JEHO
ZASTUPCE DrugDev (IQVIA Clinical Trial
Payments):

email

Pfedmét /PROTOCOL # PR-30-5017-C

Hlavni zkousSejici vyplni CRFs béhem deseti (10)
kalendafnich dna nasledujicich po komunikaci se
Subjektem studie / navstévé Subjektu studie
v souladu s Protokolem, nebo obdrzeni vysledkU
vysetifeni Subjektu studie. Hlavni zkousejici na
zadost Zadavatele nebo jeho zastupce opravi
veskeré chyby a/nebo chybéjici Udaje v CRFs, a
to béhem sedmi (7) kalendafnich dnd od data
zadosti a CRFs a doplhujici
dokumentaci zpfistupni Zadavateli a/nebo jeho
zastupci pro dalSi ovéreni.

opravené

Platbu bude mozné provést na zakladé nize
uvedenych informaci Subjektu studie v CRFs:

e provedeno dle Protokolu: vyplatit plnou

Castku.
e |éCba vysazena zdlvodu nezadouci
pfihody: vyplatit pomérnou <&astku dle

absolvovanych navstév/procedur.

e |écba vysazena =zjiného dudvodu nebo
Subjekt studie jiz neni mozné dale sledovat:
vyplatit pomérnou &astku dle absolvovanych
navstév/procedur.

Platba na zakladé CRFs nebude uhrazena

v pfipadé nasledujicich poruseni  Smlouvy
Zdravotnickym  zafizenim  nebo  Hlavnim
zkouSejicim:

e zavazného poruseni Protokolu;

e poruSeni platnych zakon &i predpisu.

1.3 Zavérecna platba:
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Notwithstanding the criteria defined in Section
1.2 above (Periodic Payments), the final
payment shall be contingent upon the
following additional conditions:

() all required Study subject visits have
been completed; and

(b) Sponsor has received all Study subject
data in a form suitable for analysis; and

(c) all data clarification queries have been
resolved to Sponsor’s satisfaction; and

(d) Sponsor has verified that all required
regulatory documentation is complete,
and

(e) Institution or Investigator has returned all
required equipment, Study Drug and
other Study Supplies to Sponsor; and

(f) the Study close-out visit has been
completed; and

(9) Institution has provided final invoices
within thirty (30) days of close out visit.

Institution shall have sixty (60) days from the
receipt of the final payment under the
Agreement to identify discrepancies and
resolve any payment disputes with Sponsor or
its designee.

1.4 Screen Failures:

Screen Failures (defined in Section 3.1) will
be paid in accordance with Section 3.1 of this
Attachment 1, only after completion of Study-
related assessments according to the
payment terms as specified in this Attachment
1. All screening procedures completed prior
to Screen Failure must be clearly documented
in the source documents and a signed and
dated Informed Consent Form must be in
place. Additional Screen Failures will not be
paid without prior approval from the Sponsor
in writing.

1.5 Non-Cancelable Costs:

PSI template, Czech Republic, 17-MAY-2016
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Bez ohledu na kritéria uvedena v Oddile 1.2 vyse
(Periodické platby) bude Zavérecna platba
vyplacena na zakladé splnéni nize uvedenych
podminek:

(a) Subjekt studie absolvuje

pozadované navstévy; a

vdechny

(b) Zadavatel obdrzi veskeré udaje o Subjektu
studie ve formé vhodné k analyze; a

(c) budou vyfeSeny vSechny pozadavky na
objasnéni udaju ke spokojenosti Zadavatele;
a

(d) Zadavatel ovéfi  uplnost

regulacni dokumentace; a

pozadované

(e) Zdravotnické zafizeni nebo Hlavni zkousejici
vrati veSkeré pozadované vybaveni, Studijni
Iék a dal§i Studijni material Zadavateli; a

(f) bude provedena uzaviraci navstéva centra; a

(g) Zdravotnické zafizeni poskytne faktury
béhem ftficeti (30) dnl po vykonani uzaviraci

navstévy centra.

Zdravotnickému  zafizeni bude poskytnuto
Sedesat (60) dnt od obdrzeni zavérecné platby
v souladu s touto Smlouvou k odhaleni rozpor( a
vyfeSeni  veSkerych platebnich sporl se

Zadavatelem nebo jeho zastupcem.
1.4 Neuspésny screening

NeuUspésny screening (definovan v Oddile 3.1)
bude zaplacen v souladu s Oddilem 3.1 této
Pfilohy 1, a to po dokon€eni vySetieni
souvisejicich se Studii v souladu s platebnimi
podminkami stanovenymi
VeSkeré scrreeningové procedury dokoncéené
pfed NeuUspéSnym screeningem museji byt
zietelné zdokumentovany ve zdrojové
dokumentaci a musi byt k dispozici podepsany a
datovany Informovany souhlas. Dal§i Neuspésné
screeningy nebudou bez pfedchoziho pisemného
souhlasu Zadavatele uhrazeny.

v této Priloze 1.

1.5 Nevratné naklady:
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If non-cancelable costs are incurred by
Institution in accordance with the Budget,
written justification must be provided to
Sponsor for review and approval, and
payment of such costs is subject to Sponsor’'s
written approval.

1.6 Protocol Violators:

Payments for Study subjects who are deemed
to have been in violation of the Protocol but
that allows them to be included in efficacy
analysis may be paid up to the point that the
violation occurred at the discretion of
Sponsor.

1.7 Pro-Rata Payments:

Should the Study be prematurely
discontinued, the payment will be calculated
on a pro rata basis. Institution may be paid on
a pro rata basis for payment for Study
subjects who do not complete the Study.
Payment will include only those Study
subjects who were enrolled in the Study no
later than the premature termination date of
the Study.

2. Per Visit Budget per Completed Study
subject:

Sponsor will make a payment, in accordance
with Study Budget, for each Study subject that
completes the prescribed course of treatment
in the Study in compliance with the Protocol.
A detailed Study Budget is attached hereto as
Attachment 1-A.

3. Other Payments:

Payment for other fees or expenses will be
made as follows and as stated on Attachment
1-A:

3.1 Screen Failures:  Sponsor or its
designee will reimburse Institution for Screen
Failures at a rate of 50% of the Screening visit
cost and 100%
procedures, performed within the Screening

which were not

of the cost of those

visit, included in such

PSI template, Czech Republic, 17-MAY-2016
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Pokud Zdravotnické zarizeni v souladu
s Rozpodtem vynalozi nevratné naklady, je tfeba
poskytnout Zadavateli pisemné zdUvodnéni ke
kontrole a schvaleni. Uhrada t&chto néaklad(

podléha pisemnému schvaleni Zadavatele.
1.6 Poruseni Protokolu:

Platby za Subjekty studie, u nichZ se ma za to, ze
doSlo k porudeni Protokolu, avSak jejichz udaje
mohou byt pouzity pro analyzu ucinnosti, mohou
byt dle uvazeni Zadavatele uhrazeny az do data
poruseni Protokolu.

1.7 Pomérné platby:

Pokud bude Studie ukon&ena pred€asné, bude
platba pomeérnym
Zdravotnickému zafizeni mohou byt uhrazeny
platby pomérnym dilem za Subjekty studie, které
nedokonc¢i Studii. Platba se bude vztahovat pouze
na Subjekty studie, které nebudou zafazeny po
pred€asném ukonceni Studie.

vypocitana dilem.

2. Rozpocet dle absolvovanych navstév
Subjektem studie:

Zadavatel uhradi platby v souladu s Rozpocétem,
a to za kazdy Subjekt studie, ktery dokonci
predepsanou |éCbu ve Studii dle Protokolu.
Podrobny Studijni rozpolet je pfipojen k této
PFiloze jako Pfiloha 1- A.

3. Jiné platby:

Dalsi poplatky a vydaje budou
nasledovné a dle Pfilohy 1 — A:

uhrazeny

3.1 Neuspésny screening: Zadavatel nebo jeho
zastupce uhradi Zdravotnickému zafizeni za
neuspésny screening 50% nakladd Screeningové
navstévy a 100% nakladli za procedury, vykonané
v ramci Screeningové navstévy, které nebyly
zahrnuty v néakladech na tuto Screeningovou
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Screening visit cost. A maximum of three (3)
Screen Failures will be paid for every one (1)
Study subject randomized. Reimbursement
will be made within forty-five (45) days of
receipt of invoice detailing the Study subject
number and date of the Screen Failure. A
Screen Failure is considered a Study subject
who signs the Informed Consent Form and
completes screening but fails under
inclusion/exclusion criteria and will not be
randomized to the maintenance phase.

3.2 Start-up Fee: Institution Start-up fee
in the amount of will be paid upon
execution of the Agreement. Institution Start-
up fee is non-refundable and covers
administrative costs of the Institution for Study
start-up.

Further, the Institution’s pharmacy start-up fee
at the amount of i will be paid upon

execution of the Agreement. Institution’s
pharmacy start-up fee is non-refundable and
covers administrative costs of the Institution’s
pharmacy for Study start-up.

Amendment Fee

If an amendment to the Agreement is made by
the Parties, the Sponsor agrees to pay to the
Institution a fee for the amendment
negotiation at an amount of - that covers
the costs incurred by the Institution in
connection with administrative work and
amendment negotiation from the legal and
economic point of view. The fee will be
invoiced immediately after the amendment
execution by all the Parties.

3.3 Subject travel reimbursement: Sponsor
or its designee shall reimburse, through the
Institution, for reasonable travel expenses
incurred by the Study subjects for each visit
scheduled as per the Protocol, supported by
appropriate documentation (tickets, receipts,
etc.).

PSI template, Czech Republic, 17-MAY-2016
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navstévu. Maximalné budou uhrazeny ftfi (3)
neuspésné screeningy na kazdy jeden (1)
randomizovany Subjekt studie. Platba bude
uhrazena béhem Ctyficetipéti (45) dnG od
obdrzeni faktury obsahujici €islo Subjektu studie
a datum Neuspésného screeningu. Za Nelspésny
screening bude povazovan Subjekt studie, ktery
podepiSe Informovany souhlas a dokonci
screening, avSak nesplini kritéria pro zarazeni a
spini kritéria pro nezarazeni do Studie, a tudiz
nebude randomizovan do udrzovaci faze.

3.2 Zahajovaci poplatek: Po podpisu této

Smlouvy bude uhrazen zahajovaci poplatek
Zdravotnickému zafizeni ve vysSi ﬁ
Zahajovaci poplatek Zdravotnickému zafizeni je

nevratny a pokryva administrativni naklady
Zdravotnického zafizeni na zahajeni Studie.

Déale bude po podpisu této Smlouvy uhrazen
zahajovaci poplatek lékarny Zdravotnického
zafizeni ve vySi na zakladé samostatné
vystavené faktury Zdravotnickym zafizenim.
Zahajovaci poplatek Iékarny Zdravotnického
zarizeni je nevratny a pokryva administrativni
naklady |ékarny Zdravotnického zafizeni na
zahajeni Studie.

Poplatek za dodatek

Bude-li Stranami uzavien dodatek ke Smlouvé,
zavazuje se Zadavatel uhradit Zdravotnickému
zafizeni poplatek za sjednani dodatku ke smlouvé
ve vySi ktery zahrnuje naklady Instituce
spojené s administrativou a projednanim dodatku
z pravniho a ekonomického hlediska. Tento
poplatek je fakturovan bezprostfedné po

podepsani dodatku vSemi Stranami.

3.3 Uhrazeni cestovnich nakladii Subjektim
studie: Zadavatel nebo jeho zastupce Subjektiim
studie po predlozeni pfislusnych dokladu
(jizdenky, paragon, atd.) uhradi prostfednictvim
Poskytovatele zdravotnich sluzeb pfimérené
vynalozené cestovni naklady za kaZdou navstévu
naplanovanou dle Protokolu.
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services of the
pharmacist/Institution’s
pharmacy: The Sponsor shall pay the
Institution for the services performed by
authorized pharmacist/the
pharmacy in accordance with the table
entitled “Fees for services of the authorized
pharmacist/Institution’s pharmacy”, forming
part of the Attachment 1 - A, based on
conclusive records of the individual tasks kept
by the authorized pharmacist. The scope of
the services required shall be defined by the
Sponsor or its designee in “Questionnaire of
UH Plzen” (attached hereto by reference).
Payments to the Institution for the services
provided by authorized pharmacist/the
Institution’s pharmacy must be separated
from any other payments within the Study.
Invoicing of these payments shall be done in
compliance with Attachment No. 1.

3.4 Payments for

authorized

Institution’s

4. Payment Instructions:

All invoices pertaining to this Study will be

issued to:
TESARO
BIO NETHERLANDS B.V.

Address: Joop Geesinkweg 00901, 1114AB

Amsterdam-Duivendrecht, The Netherlands

VAT ID: NL856947830B01

And should be submitted to Sponsor or its
designee, together  with  appropriate
supporting documentation (e.g., receipts, and
third-party invoices), for reimbursement at the
following address:

TO: TESARO BIO NETHERLANDS B.V.
CARE OF: DrugDev (IQVIA Clinical Trial
Payments)
Attention: DrugDev Payments (IQVIA
Clinical Trial Payments)

IQVIA, 5th Floor
PSI template, Czech Republic, 17-MAY-2016
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3.4 Platby za sluzby povéfeného
farmaceuta/lékarny Poskytovatele zdravotnich
sluzeb: Zadavatel se zavazuje zaplatit
Poskytovateli zdravotnich sluzeb za sluzby
povéfeného farmaceuta/lékarny Poskytovatele
zdravotnich  sluzeb dle tabulky s nazvem
.Poplatky za sluzby povéfeného

farmaceuta/lékarny Poskytovatele zdravotnich
sluzeb®, tvofici soucast PFilohy 1 - A Smlouvy, na
zédkladé prikazné evidence  jednotlivych
provedenych vedené  povéfenym
farmaceutem. Rozsah pozadovanych sluzeb
definuje jeho
prostfednictvim ,Dotazniku FN Plzen® (tvoficim na
zakladé odkazu pfilohu této Smiouvy). Platby
Poskytovateli
povéfeného farmaceuta/lékarny Poskytovatele
zdravotnich sluzeb musi byt oddéleny od
ostatnich plateb ve Studii. Fakturace téchto plateb
bude probihat v souladu s pfilohou ¢. 1 této
Smlouvy.

ukond,

Zadavatel nebo zastupce

zdravotnich sluzeb za sluzby

4. Pokyny k platbam:

V&echny faktury vztahujici se ke Studii budou
vystaveny na: TESARO BIO NETHERLANDS
B.V.

Adresa: Joop Geesinkweg 00901, 1114AB

Amsterdam-Duivendrecht, Nizozemi

DIC: NL856947830B01

A zasilany Zadavateli nebo jeho zastupci
k uhrazeni spolu s odpovidajicimi doklady (napf.
paragony a faktury vystavené tretimi stranami) na

nasledujici adresu:

TESARO BIO NETHERLANDS B.V. CARE
OF: DrugDev (IQVIA Clinical Trial
Payments)
Krukam: DrugDev Payments (IQVIA Clinical
Trial Payments)
IQVIA, 5th Floor
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210 Pentonville Road, King
CrossLondon
N19JYy

United Kingdom
email: |

Please note that invoices must contain the
following
returned, which will delay payment:

information or they will be

e Institution Name
e Investigator Name
e Protocol Number
e Invoice Date

e Date & Description of service

provided

e Supporting documentation (i.e. third
party invoices, receipts)

Sponsor or its designee will reimburse the
Payee within sixty (30) days of invoice receipt
and other required documentation on a
completed visit per Study subject basis in
accordance with the attached Budget and this
Fee and Payment Schedule. In case of a
delayed payment based on an undisputed
invoice, the Institution is entitled to claim
interests on late payment of up to 0.01 % of
the due sum per day until the sum is fully paid.

VAT

Budget amounts are exclusive of VAT, which
should be charged to Sponsor at the relevant
rate, if applicable under national laws.

PSI template, Czech Republic, 17-MAY-2016
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210 Pentonville Road, King CrossLondon
N1 9JY

United Kingdom

email: _

Vezméte, prosim, na védomi, Zze faktury museji
obsahovat nize uvedené udaje. V opaéném
pfipadé budou vraceny, coz muze zpozdit
jejich uhradu.

e nazev Zdravotnického zafizeni;

e jméno Hlavniho zkou$ejiciho;

e (Cislo Protokolu;

e datum vystaveni faktury;

e datum a popis poskytnuté sluzby; a

e doklady (tj. faktury vystavené tretimi
stranami a paragony).

Zadavatel nebo jeho zastupce uhradi Pfijemci
platby b&hem tficeti (30) dnl od pfijeti faktury a
dalSich pozadovanych dokladd na zakladé
Subjektem  studie
v souladu s pfipojenym Rozpoétem a timto
Pfehledem poplatkGi a plateb. V pfipadé pozdni
Uhrady platby na zakladé nesporné faktury je
Poskytovatel  zdravotnich opravnén
poZadovat uroky z prodleni ve vysi 0,01% denné
z dluzné &astky az do jejiho uplného zaplaceni..

navstév  absolvovanych

sluzeb

DPH

Castky uvedené v Rozpoétu jsou bez DPH, ktera
bude Zadavateli uctovana v odpovidajici vysi dle
platnych zakona.
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Attachment 1 - A Priloha 1 - A

Budget Rozpocet

Institution / Poskytovatel zdravotnich sluzeb: University Hospital Plzen / Fakultni nemocnice
Plzen

o
o

14/16

[%2]
o
]
°
)
=
@
o
N
@
(2]
@
°
c
=3
o

e
>
Py
=
~
<
>
<
N
=

CONFIDENTIAL/ POUFNE



Protocol No. PR-30-5017

(@]

University Hospital Plzen/Assoc. Prof. Jiri Presl, MD, PhD

!

1. Fees for services of the authorized pharmacist/Institution’s pharmacy / Poplatky za sluzby
povéreného farmaceuta/lékarny Poskytovatele zdravotnich sluzeb

Il | PP

. Extra cycle procedures / VySetieni navic v ramci cyklu
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Lt

V. Extra Post treatment assessments (every 12 weeks) / Hodnoceni navic po ukonéeni [éEby
(kazdych 12 tydnt)

<

Conditional Procedures / Podminéna vySetieni

i)
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