AMENDMENT 1 TO CLINICAL STUDY
AGREEMENT

DODATEK ¢. 1 KE SMLOUV]VE‘: O KLINICKEM
HODNOCEN!I

THIS AMENDMENT AGREEMENT (the
“Amendment 1) is entered into as of 19 April 2017
between inVentiv Health Clinical UK Limited with
a place of business at Thames House, 17-19 Marlow
Road, Maidenhead, Berkshire SL6 7AA United
Kingdom (hereinafter “CRQO”),

and

Krajska zdravotni, a.s., with a place of business at
Socialni péce 3316/12A, 401 13 Usti nad Labem,
Czech Republic, Identification number: 25488627,
Tax ID: Cz25488627, represented by [ GG
CEO. Study will be conducted at Department of
Oncology in Krajska zdravotni, a.s. - Masarykova
nemocnice Usti nad Labem, o. z., V Podhéaji 21, 401
13 Usti nad Labem, Czech Republic (“Institution”).

TENTO DODATEK KE SMLOUVE (dale jen
»,dodatek ¢&. 17) se uzavira ke dni 19. dubna 2017
mezi inVentiv Health Clinical UK Limited, se
sidlem na adrese Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire SL6 7AA Spojené kralovstvi
(dale jen ,,CRO"),

a

Krajska zdravotni, a.s., se sidlem Socialni péce
3316/12A, 401 13 Usti nad Labem, Ceska republika,
IC: 25488627, DIC: (Z25488627, zastoupena
B ococéinim  feditelem.  Studie bude
provadéna na onkologickém oddéleni Krajské
zdravotni, a. s. - Masarykovy nemocnice Usti nad
Labem, 0. z., V Podhéji 21, 401 13 Usti nad Labem,
Ceska republika (déle jen , Instituce).

WHEREAS, CRO is acting on behalf of Pfizer Inc

(“Pfizer”) to arrange and administer the clinical study
, and has entered into an agreement with

Pfizer concerning the management of such study; and

KDE CRO jednd jménem Pfizer Inc (déle jen
»Spolecnost  Pfizer) pfi organizovani a vedeni
Klinické studie a uzaviela dohodu se
spolecnosti Pfizer ohledné tizeni takové studie; a

WHEREAS, the parties entered into a certain Clinical
Study Agreement, which was fully executed on 7
November 2016 (the “Agreement”); and

KDE smluvni strany uzaviely uréitou Smlouvu o
Klinickém hodnoceni, ktera byla uzaviena dne 7.
listopadu 2016 (dale jen ,,smlouva®); a

WHEREAS, the Parties wish to amend the Agreement
to provide for certain changes in Institution’s payment
information due to issuance of new Protocol
Amendment 1;

KDE si smluvni strany pieji zménit smlouvu s cilem
zavést urCité zmény platebnich tdajii Instituce kvali
vydani nového Dodatku 1 k Protokolu;

NOW THEREFORE, in consideration of the promises
and mutual covenants herein contained, the sufficiency
of which all parties acknowledge, the parties agree to

NYNI TEDY, pfii zvaZeni slibil a vzajemnych umluv
obsazenych v tomto dokumentu, jejichz dostatecnost
uznavaji obé smluvni strany, smluvni strany souhlasi s

the following amendment(s) to the Agreement: nasledujicim  dodatkem  (nésledujicimi  dodatky)
smlouvy:
1. Study budget and payment terms included as | 1. Rozpocet studie a platebni podminky uvedené

Attachment A to the Agreement will be replaced in its
entirety with that attached as Attachment Al hereto
and made a part hereof.

jako ptiloha A ke smlouvé budou nahrazeny v plném
rozsahu ptilohou Al k tomuto dodatku a jsou jeho
soucasti.

2. Except as provided for in this Amendment 1,

2. S vyjimkou uvedeného v tomto dodatku ¢. 1
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all other provisions of the Agreement will remain
unchanged and will be fully applicable to this
Amendment 1.

zustanou vSechna ostatni ustanoveni smlouvy beze
zmény a budou se v plném rozsahu vztahovat na tento
dodatek ¢. 1.

3. This Amendment 1 may be executed in two (2)
or more counterparts, each of which will be deemed an
original, but all of which will constitute one in the
same instrument. A facsimile transmission of this
signed Amendment 1 or email transmission of a PDF
of this signed Amendment 1 bearing a signature on
behalf of a party will be legal and binding on such a

party.

3. Tento dodatek ¢. 1 mlze byt vyhotoven ve
dvou (2) nebo vice vyhotovenich, pficemz kazdé z
nich bude povazovano za originalni, ale vSechny
spolecné budou predstavovat jeden a tentyz nastroj.
Faxovy prenos tohoto podepsané¢ho dodatku ¢. 1 nebo
e-mailovy pienos tohoto podepsaného dodatku ¢. 1 ve
form¢ PDF nesouci podpis jménem smluvni strany
bude legalni a pro danou smluvni stranu zavazny.

4, This Amendment 1 embodies the entire

4. Tento dodatek ¢. 1 predstavuje uplnou dohodu

agreement and understanding of the Parties regarding | a ujednani smluvnich stran tykajicich se jeho
its subject matter. predmétu.
5. This Amendment 1 may be modified only in a | 5. Tento dodatek ¢. 1 mize byt zménén pouze

writing signed by the Parties.

pisemnou dohodou podepsanou obéma smluvnimi
stranami.

[Signature Page to Follow]

[Strana urcéena pro podpisy se nachazi dale]
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IN WITNESS WHEREOF, the parties hereto have set | NA DUKAZ CEHOZ obé smluvni strany piipojuji své
their hands in duplicate with the intention that this be a | podpisy ve dvou vyhotovenich s umyslem, Ze se jedna
binding agreement as provided herein. 0 zavaznou dohodu, jak je uvedeno v tomto dodatku.

inVentiv Health Clinical UK Ltd.

Signature /Podpis

Printed Name /Jmeno tiskacim pismem

Title /Funkce

Date /Datum

Krajska zdravotni, a.s.

Signature /Podpis

Printed Name /Jmeno tiskacim pismem

Title /Funkce

Date /Datum
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Attachment Al
STUDY BUDGET AND PAYMENT TERMS

Protocol Number _

Payee Name and Address: Payment of the sums
due under this Agreement will be made payable to:

PI Name: I
Site Number: 1227

. Krajska zdravotni,
Payee: as

Payee’s Address:

Socialni péce
3316/12A 401 13
Usti nad Labem
Czech Republic

Payee’s Phone

00420 477 114 105

Number:

Payee’s

AP/Payment

Contact ]

Email

address:

Tax ID Number | CZ25488627

Bank Name: Ceskoslovenska
Mirové nameésti 1/1

Bank Address: | 400 01 Ustinad
Labem Czech
CZ35 0300 0000

IBAN: 0002 1668 6400

Swift Code: CEKOCZPP

Account Number:| 216686400/0300

Please identify

type

of institution:

(Hospital,

Institute, hospital

Individual,

Foundation,

Corporation,

other)

The Payee must provide full payment instructions
and bank details in area above, in writing to CRO,

Priloha Al
ROZPOCET STUDIE A PLATEBNI PODMINKY

Cislo protokolu _

Jméno a adresa pifjemce plateb: Castky splatné

podle této Smlouvy budou vyplaceny:

Jméno Hlavniho
zkousejiciho:

Cislo pracovisté:

1227

Ptijemce platby:

Krajska zdravotni, a.s.

Adresa piijemce
platby:

Socialni péce
3316/12A

401 13 Usti nad
Labem Ceska

Telefonni ¢islo
piijemce platby:

00420 477 114 105

E-mailova adresa
piijemce plateb pro

nadace, firma, jiné)

automatizované | | TGN

platby / platebni

kontakt

DIC: CZ25488627

Nazev banky: Ceskoslovenska
Mirové pémésti 1/1

Adresa banky: 400 01 Usti nad
Labem Ceska
raniihlilza

) CZ35 0300 0000 0002

IBAN: 1668 6400

Swift kod: CEKOCZPP

Cislo uctu: 216686400/0300

Uved'te typ

zafizeni:

(ner_nocmce, nemocnice

Instituce,

jednotlivec,

Pfijemce plateb musi
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before any payment can be made. The Payee is
obliged to inform CRO, in writing, of any changes or
required updates of payment instructions and/or bank
details.

CRO will provide payment to the Institution solely
with funds received by Pfizer, in an amount as
outlined in the attached Exhibit 1. No payments will
be made to the Institution until the following are
completed: (1) execution of the Agreement, (2)
submission of all regulatory documents to Pfizer and
CRO, (3) EC approval, and (4) endorsement of the
site by the CRO Study team. If the Agreement is
terminated before all payments are earned, the
remainder must be returned to CRO immediately. If
Institution fails to do so, CRO or Pfizer, in its sole
discretion, may apply such unearned sums to
payments otherwise due in connection with
Institution’s participation in another Pfizer study or
may pursue other available remedies.

Per Subject Cost: The per-subject cost is based upon
completion of all visits and procedures in accordance
with the Study specifications set forth in the Protocol.
Payments will be made on a quarterly basis within 45
days of issue of invoice for completed visits as
confirmed by Study Data received by Pfizer and CRO
and as approved by the CRO Study team as long as the
site is in compliance with the Protocol and the terms of
this Agreement.

Other Study-Level Costs and Additional
Treatment-Related Costs: In addition to the per-

subject costs, CRO will pay Institution for the other
Study-level costs and additional treatment-related
costs that are pre-approved by CRO, as set forth in
Exhibit 1. To request payment of these -costs,
Institution will remit itemized invoices to CRO, on
Institution letterhead, and including submission of any
back-up documentation or receipts for pass- through
expenses. Any non-procedural pass- through expenses
will be invoiced to CRO only in the amount actually
incurred, up to the maximum amounts shown in
Exhibit 1, with no mark-up in cost. Any costs
designated as invoiceable in Exhibit 1 should be
invoiced to CRO at the visits or time points specified
therein and not submitted to third party payors.

bankovni Udaje diive, nez bude mozné provést
jakékoliv platby. Pfijemce plateb je povinen
informovat CRO pisemnou formou o veSkerych
zménach  nebo  vyZzadovanych  aktualizacich
platebnich pokynti a/nebo bankovnich udaju.

CRO uhradi platbu Instituci vyhradné z finan¢nich
prosttedkl pfijatych od spolecnosti  Pfizer, a to ve
vysi uvedené v pfiloze ¢. 1. Instituci nebudou
vyplaceny zadné platby, dokud nebude splnéno
nasledujici: (1) uzavieni Smlouvy, (2) odevzdani
vSech regula¢nich dokumentii spole¢nosti Pfizer a
CRO, (3) souhlas EK a (4) schvaleni pracovisté
studijnim tymem CRO. Pokud bude Smlouva
ukon¢ena pied splnénim zavazkli, za néz byly
uhrazeny platby, zbyvajici castka musi byt
neprodlené¢ vracena CRO. Pokud tak Instituce
neucini, CRO nebo spolecnost Pfizer mohou dle
svého uvazeni takovou nezaslouzené nabytou ¢astku
odecist od platby jinak splatné v souvislosti s ucasti
Instituce v jiné studii spole¢nosti Pfizer nebo mohou
usilovat o jiné dostupné opravné prostiedky.

Cena za subjekt: Cena za subjekt je stanovena na
zakladé dokonceni vSech navstév a procedur
v souladu se specifikacemi studie uvedenymi v
Protokolu. Platby mohou byt hrazeny ctvrtletné do
45 dnt od prijeti faktury za dokonéené navstévy,
které jsou potvrzené prostiednictvim Udaju ze studie
piijatych spole¢nosti Pfizer a CRO a schvalenych
studijnim tymem CRO, pokud pracovisté dodrZuje
Protokol a podminky této Smlouvy.

DalSi néklady na urovni studie a dodateéne

naklady souvisejici s lé€bou: Kromé ceny za
subjekt CRO uhradi Instituci dalsi naklady na drovni

studie a dodatecné nédklady souvisejici s 1é¢bou, které
jsou piedem schvalené CRO, jak je stanoveno v
piiloze ¢. 1. K proplaceni téchto ndkladi Instituce
vystavi pro CRO fakturu s rozepsanymi polozkami
na hlavickovém papite Instituce a predlozi veSkerou
podpurnou dokumentaci nebo Ucetni doklady pro
piefakturovavané vydaje. Jakékoliv piefakturovavanée
vydaje nesouvisejici s procedurami budou CRO
fakturovany vyhradn¢ ve vysi skute¢né vynaloZenych
néklada, a to do maximalnich castek uvedenych v
piiloze ¢. 1, bez jakékoliv ptirazky k cené.
Jakékoliv naklady oznacené jako fakturovatelné v
piiloze ¢. 1 by mély byt CRO fakturovany v dobé
navstév nebo v casovych bodech specifikovanych v
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Einal Payment: Twenty percent (20%) of each
payment will be withheld at the time of
payment. This 20% withholding will be reconciled as
part of the final payment determination. The final
payment will be paid upon final review and
acceptance of all Study Data for enrolled subjects by
Pfizer and/or CRO, completion of all required
administrative matters by the Principal Investigator,
including, but not limited to (i) completion of all
Study subjects’ visits, (ii) Principal Investigator and
Study personnel’s performance of all procedures
required by the Protocol, (iii) Pfizer and/or CRO’s
verification that all Study Data has been collected,
recorded and submitted, and (iv) resolution of all
outstanding queries, and the return of any Pfizer,
CRO, or vendor-provided Equipment requested by
Pfizer and/or CRO. Final reconciliation of amounts
owed will be completed within sixty (60) days of
Study Site closure, unless an extension of time is
mandated by applicable law or regulation.

No Payment. CRO will not pay Institution for any
Study subject whose enrollment in the Study
deviates from the Protocol’s eligibility criteria or
from whom Study Data cannot be analyzed because
of Protocol deviations, lack of proper records or
incomplete, uncorrected or unverifiable CRFs.

Investigational Drug: Per Section 8 of this
Agreement, Pfizer or CRO will provide the Pfizer

Drug. The following additional Protocol- required
drugs will be provided at no charge or Pfizer will
cover the costs of as indicated below:

- MSB0010718C (avelumab) 20 mg/ml solution for
infusion (10 ml/vial) will be provided by Pfizer.

- Pegylated liposomal doxorubicin hydrochloride 2
mg/ ml suspension for infusion (10 or 25 ml/vial) will
be provided by Pfizer.

této piiloze a nesmi byt piedloZeny tretim strandm
jako platcum.

Zavéredna platba: Dvacet procent (20 %) z kazdé
platby bude v okamziku platby zadrzeno. Tato 20%
zadrZzena castka bude vyrovnana v ramci stanoveni
zaveérecné platby. Zavére¢na platba bude uhrazena
po konecne kontrole a prijeti vSech Udaja ze studie
pro zatazené subjekty spolec¢nosti Pfizer a/nebo
CRO, dokonceni vSech poZadovanych
administrativnich ukonu Hlavnim zkou$ejicim, mimo
jiné vcetné (i) dokonceni vSech navstév subjekta
studie, (ii) provedeni vSech Ukonti poZadovanych
Protokolem ze strany Hlavniho zkouSejiciho a
pracovniku studie, (iii) ovéieni ze strany spole¢nosti
Pfizer a/nebo CRO, Ze byly shromazdény,
zaznamenany a predloZeny vSechny Udaje ze studie,
a (iv) vyieSeni vSech nezodpovézenych dotazti a
vréceni veSkerého vybaveni poskytnutého spolec¢nosti
Pfizer, CRO nebo dodavatelem dle pozadavku
spole¢nosti Pfizer a/nebo CRO. Z&véreéne vyrovnani
dluznych c¢astek bude provedeno do Sedesati (60)
dnii od uzavieni studijniho pracovisté, pokud dle
platného zakona nebo ptedpisu neni vyZadovano
prodlouzeni tohoto obdobi.

Bez uhrady. CRO neproplati Instituci néklady za
studijni subjekty, u nichZz pifi naboru do studie
doSlo k odchylkhm od kritérii  zpiasobilosti
uvedenych v Protokolu nebo u nichz nelze provest
analyzu (dajd ze studie kvuli odchylkdm od
Protokolu, chybgjicim fadnym zaznamim nebo
nedplnym,  nespravnym  nebo  neovéritelnym
zaznamim CRF.

Hodnoceny piipravek: Podle oddilu 8 této
Smlouvy poskytne spole¢nost Pfizer nebo CRO Iék
spolecnosti  Pfizer. Nasledujici dodatecné 1éky
vyZadované Protokolem budou poskytnuty bezplatné
nebo spolecnost Pfizer uhradi naklady na nég, jak je
uvedeno niZe:

- MSB0010718C (avelumab) 20 mg/ml infuzni
roztok (10 ml / injekeni lahvicku) doda spoleénost
Pfizer.

- Pegylovany lipozomalni doxorubicin-hydrochlorid 2
mg/ml infuzni suspenze (10 nebo 25 ml / injekeni
lahvi¢ku) doda spole¢nost Pfizer.
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Standard of Care: Compensation for all Protocol-
required activities to be performed by Institution is
included in the budget, except for any services
indicated as constituting Standard of Care (“SOC”)
in Exhibit 1. “Standard of Care” is defined to
include any medically necessary treatments,
procedures or tests, administered in a way consistent
with good medical practice that would be expected
to be performed even if the subject were not
participating in the Study. Study subjects or their
health care insurers are responsible for the costs of
SOC services. In its sole discretion, Pfizer will
consider covering the costs of such SOC services, via
CRO, for (i) participants who are both uninsured and
indigent, or (ii) in extraordinary circumstances.

Screen Failures: A “Screen Failure” is a consented
subject who fails to meet the screening visit criteria
and is thus not eligible for enrollment into the Study.
Screen Failures will be reimbursed as outlined in
Exhibit 1 and must be invoiced for payment.

EC Fees: Central and local Ethics Committee fees
will be paid directly by CRO/Pfizer unless otherwise
specified herein.

Invoices & Payments: Email invoices, in English, to:
the Grants Management mailbox below:

pfizergrantsandpayments@inventivhealth.com

Please indicate following on the Subject line:
Sponsor name; Study Protocol #, Project code
# 15PFZ0711 and P1 name

Correspondence should be addressed to the
Grants Management mailbox below:
Email

pfizergrantsandpayments@inventivhealth.com

Please indicate following on the Subject line:
Sponsor name; Study Protocol #, Project code #

Standardni péce: Odména za vSechny c¢innosti,
jejichz provadéni Instituci vyzaduje Protokol, je
zahrnuta v rozpoCtu, s vyjimkou sluzeb
ozna¢ovanych jako standardni péce (dale ,,standardni
péce) v priloze ¢. 1. Standardni péce* je definovana
jako jakékoliv z lékaiského hlediska nezbytné
oSetreni, procedura nebo vySetieni, provadéné v
souladu se spravnou lékaiskou praxi, jejichZ
provedeni by se piedpokladalo i v piipadé, Ze by se
subjekt neucastnil studie. Subjekty studie nebo jejich
zdravotni pojiStovna odpovidaji za naklady na
standardni péci. Spole¢nost Pfizer dle svého
vlastniho posouzeni zvazi Uhradu standardni péce
prostiednictvim CRO pro (i) Ucastniky, kteti nejsou
pojisténi a zaroven jsou v nouzi, nebo (ii) za
vyjimecnych okolnosti.

¥ -

NeuspéSny screening: ,,Neusp&Sny screening”
piedstavuje subjekt, ktery podepsal souhlas a

nespliuje kritéria screeningové navstévy, a tudiz neni
zpusobily Kk zafazeni do studie. Odmény za
nedspésny screening budou hrazeny, jak je stanoveno
v piiloze ¢. 1, a musi byt fakturovany k proplaceni.

Odména EK: Poplatky centralni a lokalni etické
komisi budou hrazeny piimo CRO/spolecnosti
Pfizer, pokud v tomto dokumentu neni
specifikovano jinak.

Faktury a platby: Faktury v anglickém jazyce
zaSlete e-mailem odd¢leni Grants Management

(sprava grantii) na adresu:

pfizergrantsandpayments@inventivhealth.com

Do piedmétu zpravy uved'te nasledujici:
jméno zadavatele; ¢. Protokolu studie, kod
projektu 15PFZ0711 a jméno Hlavniho
zkousejiciho

Korespondence musi byt adresovana  oddéleni

Grants Management na adresu:

Email:

pfizergrantsandpayments@inventivhealth.com

Do pifedmétu zpravy uved'te nasledujici:
jméno zadavatele; ¢. Protokolu studie, kod
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15PFZ0711 and Pl name

Invoices should not be submitted until approval has
been received from CRO and/or Pfizer to begin
enrollment. Invoices will not be paid until such time.
If invoices are received prior to approval to begin
enrollment, they will not be processed and payment
will be delayed.

For any costs not in Exhibit 1, do not submit
invoices until a budget modification letter or contract
amendment has been received. To expedite payment,
such invoices can be accompanied by a copy of the
amendment.

The following information must be included on all
invoices:

e Invoice number

e Invoice date

e CZK amount of invoice

e  Principal Investigator Name

e Institution Name

e  Protocol Number

e CRO project Number

e Date of event (visit or procedure as

applicable)

Invoices for additional treatment-related costs, other
study level costs that are pre-approved by CRO, as
set forth in Exhibit 1, and subject visits must also
include:

e Subject identification number

e A visit identifier (i.e. Cycle 1, Day 1) for
when the procedure occurred  (if
applicable)

e The cost per Exhibit 1

All sums stated in Exhibit 1 shall be exclusive of
Value Added or an equivalent sales tax (“VAT”).
Only in the following limited circumstances shall

VAT be added to any sums stated in Exhibit 1:

1. Where the Institution is registered for VAT
in the local country and is legally obliged to

projektu 15PFZ0711 a jméno Hlavniho
zkousejiciho

Faktury by nem¢ly byt predkladany, dokud
neobdrzite souhlas CRO a/nebo spole¢nosti Pfizer
se zahajenim naboru subjekti. Do takového
okamZziku faktury nebudou proplaceny. Pokud
budou piijaty faktury ptred souhlasem se zahajenim
naboru, nebudou zpracovany a platba bude
opozdéna.

Za néklady neuvedené v priloze ¢. 1 neptedkladejte
faktury, dokud neobdrZite dopis o Upravé rozpoctu
nebo dodatek ke Smlouvé. K urychleni plateb by
k fakturdm mela byt priloZzena kopie takového
dodatku.

Nésledujici informace musi byt uvedeny na vsech
fakturach:

« Cislo faktury

e Datum vystaveni faktury

e Fakturovana castka v K¢

e Jméno Hlavniho zkousejiciho

e Nazev Instituce

« Cislo Protokolu

 Cislo projektu CRO

e Termin kondni (navstévy nebo procedury

dle potieby)

Faktury pro Uhradu dodateénych  néklada
souvisejicich s lécbou, dalSich nakladi na urovni
studie, které jsou ptedem schvaleny CRO, jak je
stanoveno v piiloze ¢. 1, a za navstévy subjektd musi
uvadét také nasledujici:
e ldentifikac¢ni ¢islo subjektu
« Identifikace navstévy (napt. cyklus 1, den
1), kdy Dbyla provedena procedura
(vztahuje-li se)
e Cena podle ptilohy ¢. 1

Vsechny castky v pfiloze €. 1 jsou uvedeny bez dané
z pridané hodnoty nebo ekvivalentni dané z obratu
(dale ,,DPH®).

Pouze v nasledujicich omezenych ptipadech bude
DPH pripocitana k ¢astkam uvedenym v priloze ¢.
1:
1. pokud je Instituce ve své zemi
registrovanym platcem DPH a ze zkona mé&
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charge CRO local VAT in respect of the
services provide to CRO;

2. Where the Institution has listed its VAT

number below; and

Upon receipt of a valid VAT invoice

4. Where the Institution has the option to
apply the “reverse charge mechanism” and
fails to do so they shall not be regarded as
legally obliged to charge local VAT for the
purposes of point 1 above in this section.

w

Institution VAT Number: CZ25488627

Taxes: Any consideration payable under this
Agreement will be exclusive of local VAT since
these services fall under Art. 44 of the Council
Directive EC 2006/112/EC. In the case, where this
territorial rule would not be applicable, the normal
standard VAT rules or any similar sales tax rule will
be applied. In case any other services or goods are
subject to VAT, a valid VAT invoice must be
issued by the supplier to the recipient in respect
of the transaction covered by the consideration. If
VAT is charged in error, it will be refunded upon
receipt of a refund from the relevant tax authorities
either by way of an actual refund or by way of
adjustment of the relevant VAT return. If VAT is
not charged but subsequently it is found that it
should have been charged or VAT is assessed by the
relevant tax authorities as being due on the
consideration, the VAT due upon said consideration
will be paid upon presentation of a valid VAT
invoice.

Failure to include this required information on all
invoices will result in delayed payment.

Refunds: Send refunds to:
Attn: Grants Management
inVentiv Health Clinical UK LTD
Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire, SL6 7AA UK,
(15PFz0711)

Additional Testing, Treatment or Procedures:
Institution will not be reimbursed for any additional

testing, treatment, or procedures not required by the
Protocol or specified in the Agreement or this
Attachment Al, unless such additional testing,

povinnost CRO U¢tovat mistni DPH s
ohledem na sluzby poskytovane CRO;

2. pokud Instituce jako platce DPH uvedlo své

DIC nize;

po piijeti platné faktury s DPH;

4. pokud ma Instituce moznost uplatnit
»-mechanismus pieneseni danové povinnosti”
a neucini tak, nebude povazovano za
pravné vazané Kk uctovani mistni DPH pro
Ucely bodu 1 vySe tohoto oddilu.

w

DIC Instituce jako platce DPH: CZ25488627

Dané: Jakakoli thrada splatna podle této Smlouvy
bude bez mistni DPH, protoZe tyto sluzby spadaji
pod ¢l. 44 smérnice Rady ES 2006/112/ES. V
piipadé¢ nepouZitelnosti tohoto Uzemniho pravidla
budou uplatnéna beéznd standardni pravidla pro
odvody DPH nebo piipadné¢ obdobna pravidla pro
dan z obratu. V piipadé, Ze uplatnéni DPH
podléhaji  jakékoliv dalsi sluzby nebo zboZi,
dodavatel musi piijemci vystavit platnou fakturu s
DPH za transakci, k niz se Ghrada vztahuje. Bude-li
DPH uctovana omylem, bude po vraceni ptislusnym
finanénim (radem navrdcena bud’ formou faktického
vraceni, nebo formou Upravy odvodu DPH.
Nebude-li DPH 0¢tovana, avsak nasledné se zjisti,
Ze (ctovana byt mela, nebo posoudi-li piislusny
finan¢ni Gfad, Ze je nutno zaplatit DPH za danou
thradu, bude dluzna DPH zaplacena po piedlozeni
platné faktury s DPH.

Pokud nebudou na vSech fakturach uvedeny tyto
povinné informace, dojde k opozd¢ni platby.

Refundace: Refundované ¢astky zaSlete na adresu:
Attn: Grants Management
inVentiv Health Clinical UK LTD
Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire, SL6 7AA UK,
(15PFZ0711)

Daldi vySetieni. léeéba nebo procedury: Instituci
nebude proplaceno dalSi vySetieni, lécba nebo

procedury, které nevyzaduje Protokol nebo nejsou
specifikovany ve Smlouvé nebo v této priloze Al,
pokud takové dalSi vySetieni, 1é¢ba nebo procedury
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treatment or procedures are pre-approved by CRO
and/or Pfizer.

Amendments: The following Study budget changes
must be documented by a modification letter signed
by Pfizer and/or CRO: (1) increases in the total
Study budget, with or without modification of the
payment schedule, or (2) modification of the
payment schedule with no change in total Study
budget.

nebyly piedem schvaleny CRO a/nebo spole¢nosti
Pfizer.

Dodatky: Nasledujici zmeény rozpoctu studie musi
byt doloZeny dopisem o zmeénach podepsanym
spole¢nosti  Pfizer a/nebo CRO: (1) zvySeni
celkového rozpoc¢tu studie, se zménou nebo beze
zmeény platebniho kalendafe, nebo (2) zména
platebniho kalendare beze zmény celkového rozpoctu
studie.
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Exhibit 1 to Attachment Al Priloha ¢. 1 k priloze Al
Study Budget Rozpocet studie

1. Table: Budget per patient 1. Tabulka: Rozpocet na jednoho pacienta

Visit Payment in CZK NavS§téva Platba v K¢

2. Additional Treatment - Related Costs 2. Dodatecné naklady souvisejici s 1é¢bou

Additional procedures that may not apply to all Dodate¢né tkony, které nemusi byt provedeny u
patients. vSech pacientt.
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Payment

N el
N el
N ol
N ol
N el
N el
N el
E— —

VySetifeni Podminky Platba v K¢
man [ e
man [ e
man [ e
mam [ s
mam [ s
man [ e
mam [
man [ e
— —
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| man [ s
el el e = s

All mentioned procedures will be invoiced. Vsechny zminéné ukony budou proplaceny na

fakturu.

3. Other Study-Level Costs 3. Jiné naklady na studii
Additional Procedures are not included in the Per Dodatecné ukony ,nejsou, zahrnuty v nékladech,na}
Subject Cost (Procedures not tied to a specific jeden subjekt (jedna se o ikony nespojené s konkreétni

visit). navstévou).

Procedure Comments Pay(r:nzelzt " VySeti‘eni Podminky Platba v K¢
mamn | e mm = e
N el mm [ e
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All mentioned procedures will be invoiced. Vsechny zminéné ukony budou proplaceny na
fakturu.

I
|
I
I
1]

Pharmacy Fees Lékarenské poplatky
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