Dodatek 3 ke
Smlouvé o klinickém hodnoceni

Tento Dodatek 3 ke Smlouvé o klinickém hodnoceni
(,,Dodatek 3*) mezi:

PPD Czech Republic, s.r.0., se sidlem Budé&jovicka
alej, Antala Staska 2027/79, 140 00 Praha 4, Ceska
republika, dcefind spolecnost PPD International
Holdings GmbH., jednajici prostfednictvim

jednatelky spolecnosti a zapsana v
obchodnim rejstiitku vedeném Méstskym soudem v
Praze, ¢ast C, ¢. vlozky 37941.

IC: 63671077
DIC: CZ63671077
(,.PPD”)

a
Fakultni nemocnici Kralovské Vinohrady, se sidlem

Srobarova 1150/50, 100 34 Praha 10, Ceska republika
zastoupend

je doplitkem Smlouvy o klinickém hodnoceni mezi PPD
a poskytovatelem, ktera byla plné¢ podepsana dne 1.
fijna 2012, dodatku 1 pIn& podepsaného 31. ledna 2013
a dodatku 2 plné podepsaného 18. srpna 2014
(,,Smlouva®).

SMLUVNIi STRANY PROHLASUJI, ZE

VZHLEDEM K TOMU, ze PPD a Poskytovatel
uzavieli smlouvu, podle které Poskytovatel poskytuje
PPD uréité sluzby spojené s klinickym hodnocenim dle
protokolu ¢. Snazvem: ‘“Randomizované,
dvojité zaslepené, multicentrické klinické hodnoceni
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Amendment 3 to
Agreement on Clinical Study

This Amendment 3 to Agreement on Clinical Study
(“Amendment 3”) between:

PPD Czech Republic, s.r.o., registered address at
Budejovicka alej, Antala Staska 2027/79, 140 00 Prague
4, Czech Republic a subsidiary of PPD International
Holdings GmbH., represented by

executive of the company, and registered in
the Commercial Register at the Municipal Court in
Prague, Section C, Insert 37941.

Company ID no.: 63671077
Tax ID no.: CZ63671077
(“PPD”)

and

Fakultni nemocnice Kralovske Vinohrady with its
registered address at Srobarova 1150/50, 100 34 Praha
10, Czech Republic, represented by

shall be an Amendment to that certain Agreement on
Clinical Study between PPD and Medical Facility fully
executed on 1% October 2012, Amendment no. 1 fully

executed on 31* January 2013 and Amendment no. 2
fully executed on 18" August 2014 (“Agreement”).

WITNESSETH

WHEREAS, PPD and Medical Facility have entered
into the Agreement pursuant to which the Medical
Facility provides certain clinical study services to PPD
according to protocol no. |l entitled: < A Phase 3,
Randomized, Double-Blind, Multicenter Study

Comparing Oral | p'us and
versus Placebo plus
and

in Adult Patients with Relapsed
and/or Refractory Multiple Myeloma ”’; and
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myelomem*, a

VZHLEDEM K TOMU, Ze si smluvni strany pieji
upravit podminky Smlouvy, jak je stanoveno v tomto
dodatku 3,

DOHODLY SE smluvni strany s ohledem na obsah

tohoto dodatku 3 a s umyslem byt jim pravné vazany
takto:

1. Nasledujici bude vlozeno do piilohy 1 smlouvy za
tabulku ¢.1

Ptijemci plateb bude zaplaceno za subjekty hodnoceni

Aby se predeslo pochybnostem, Poskytovateli bude

proplacena  opakovana  Overall = Survival visit
a Progression Free Survival v schvalenych ¢astkach
podle rozpoctu

2. Nasledujici bude doplnéno jako nové ustanoveni
XVI odstavec 13, 0¢inné ode dne ucinnosti tohoto
dodatku:

Publikace v souladu se zdkonem 340/2015 o registru
smluv. Instituce, zadavatel a CRO timto berou na
védomi, ze detaily této smlouvy a veSkerych dalSich
dodatkti musi byt zvefejnény podle zakona ¢. 340/2015
0 registru smluv https://smlouvy.gov.cz/ (“registr
smluv”)

Odhadovana hodnota finan¢nich prostfedkti podle
smlouvy je pfiblizng 385248 K&.

Smluvni strany souhlasi, ze z4dna obchodni tajemstvi
nebo osobni informace nebudou zvefejnény jako
soucCast takové publikace. Pro ucely této smlouvy
a veSkerych dalSich dodatkt, takova obchodni tajemstvi
zahrnuji, ale nejsou omezeny na: informace o platbach
ptilozené jako pfiloha A, minimalni pocet planovanych
zafazenych subjektl, ocekdvany pocet zafazenych
subjekti hodnoceni a ocekavané trvani klinického
hodnoceni. Jako vysledek si smluvni strany schvalili
verzi smlouvy a dodatkii uréenou na publikaci, ve které
byly obchodni tajemstvi a osobni informace redigované.
Toto je piilozené K smlouvé a k veskerym dalsim
dodatkim jako priloha 10 (,,odsouhlasend forma
smlouvy*). Smluvni strany souhlasi, ze Poskytovatel
zvefejni odsouhlasenou formu smlouvy do 5 pracovnich
dnt ode dne posledniho podpisu smlouvy nebo pokud
jde o dodatky, ode dne posledniho podpisu daného
dodatku. V Case zvefejnéni Poskytovatel informuje
CRO / zadavatele o publikovani smlouvy v registru
smluv na uréenou emailovou adresu

WHEREAS, the parties desire to amend the terms of the
Agreement as set forth herein.

NOW, THEREFORE, for the valuable consideration
contained herein, and intending to be legally bound, the
parties agree as follows:

1. The following shall be added to Appendix no. 1 of the
Agreement, after Table no. 1

Payee will receive reimbursement for

For the avoidance of doubt, Institution shall be
reimbursed for repeat Overall Survival visit and
Progression Free Survival subject visits at the approved
amounts in the budget.

2. The following language shall be added as a new
clause XVI 13, effective from the Effective Date of this
Amendment:

Publication in accordance with Act no. 340/2015 Caoll.
on Contract Register. Institution, Sponsor and CRO
hereby acknowledge that details of the Agreement and
any related amendment(s) are required to be published
pursuant to Act no. 340/2015 Sh., on the official
register: https://smlouvy.gov.cz/ (“Agreements
Register”).

The estimated value of financial payment under the
Agreement is approximately CZK 385248.

The Parties agree that no business secrets or personal
information shall be disclosed or made public as part of
such publication. For the purposes of the Agreement and
any related amendments, such business secrets include
but are not limited to: payment information attached as
Appendix A, the minimum enrollment goal, expected
number of Study subjects enrolled and the expected
duration of the Study. As a result, the Parties will agree
a version of the Agreement and any related
Amendment(s) for publication, in which all business
secrets and personal information have been redacted.
These will be attached to the Agreement and any related
amendments as Appendix 10 to each such documents
(“Agreed Form™). The Parties agree that the Institution
shall effect the publication of the Agreed Form on the
Agreements Register within 5 working days of the Date
of Final Signature of this Agreement, or in the case of
any related amendments, the Date of Final Signature of
the respective amendment(s). At the time of publication
the Institution will inform CRO / Sponsor of publishing
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https://smlouvy.gov.cz/

. no kicrou bude zaslina

notifikace o publikaci smlouvy nebo pfislusného
dodatku v registru. Pokud Poskytovatel nezvetejni
dohodnutou formu smlouvy nebo ptislusného dodatku
do 10 pracovnich dni ode dne posledniho podpisu
prislusného dokumentu, zadavatel nebo PPD mize
zvetejnit dohodnutou formu. Pokud je podpis smlouvy
po 1. cervenci 2017, smluvni strany souhlasi, ze
smlouva nebude ucinna, pokud nebude dohodnuta
forma smlouvy nebo piislusného dodatku publikovana
vsouladu stimto ustanovenim (,,datum uc¢innosti®).
V kazdém piipad¢ si CRO vyhrazuje pravo
neposkytnout hodnocené 1é¢ivo, pokud nebude smlouva
nebo pfislusny dodatek publikovan podle tohoto
ustanoveni.

V ptipadg, Ze je platnost dohodnuté formy zpochybnéna
po jejim publikovani, smluvni strany si to navzijem
oznami neprodlené poté, co se o takovém zpochybnéni
dozvi a budou spolupracovat na schvaleni revidované
verze odsouhlasené formy za ucelem publikace.

V zadném piipadé nezveifejni Poskytovatel smlouvu
nebo prislusny dodatek(y) Vv jiné, nez dohodnuté formé,
pokud to nebude ptfedem pisemné schvalené CRO nebo
zadavatelem.

2. Dodatek 3 se podpisem smluvnich stran stane
soucasti smlouvy a veskeré odkazy na smlouvu
budou znamenat odkaz na smlouvu véetné dodatku
3.

3. V8echna ostatni ustanoveni a podminky smlouvy
zustavaji v pIné platnosti a U¢innosti. V piipade
jakéhokoli rozporu mezi ustanovenimi smlouvy a
tohoto dodatku 3 budou rozhodujici a Fidici
ustanoveni tohoto dodatku 3.

4. Veskera pouzitd terminologie, kterd neni blize
definovana vtomto dodatku 3 bude mit stejny
vyznam jako je uvedeno ve Smlouve.

the Agreement and any related amendment(s) in the
Agreements Register by designating the following email
address: as the email address
to which a notification of publication in the Agreements
register shall be sent. Should the Institution fail to
publish the Agreed Form of this Agreement and any
related Amendment(s) within 10 working days from the
Date Of Final Signature of the respective documents,
the Sponsor or the Institution may publish the Agreed
Form. If the signature date of this Agreement or any
related amendment(s) is on or after 1 July 2017, the
Parties agree that this Agreement or related amendment
as applicable shall not come into effect until the Agreed
Form has been published in accordance with this clause
(“Effective Date”). In any event, CRO reserves the right
not to provide Study Drug until the Agreement and any
related amendment(s) are published in accordance with
this clause.

In the event that there is a challenge to the validity of
the Agreed Form, once it has been published, the Parties
shall notify each other as soon as reasonably practicable
upon becoming aware of such challenge and shall work
together to agree a revised version of the Agreed Form
for publication.

In no event shall the Institution publish the Agreement
or any related amendments in any form other than the
Agreed Form, unless agreed in advance in writing with
CRO and Sponsor.

2. Upon execution, this Amendment 3 shall be made a
part of the Agreement and shall be incorporated by
reference therein.

3. All other terms and conditions of the Agreement
shall remain in full force and effect. In the event of
any conflict between the terms of the Agreement
and this Amendment 3, the terms of this
Amendment 3 shall govern and control.

4. All capitalized terms used, but not otherwise defined
herein, shall have the meanings ascribed to them in
the Agreement.
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NA DUKAZ SOUHLASU se znénim dodatku 3 IN WITNESS OF THEIR CONSENT to this
pripojuji smluvni strany své podpisy niZe. Amendment 3, the Parties have signed below.

PPD:

gy / podpis: [
Name / sméno: |
itle / Funkc: |1

Date / Datum:

Poskytovatel/ Medical Facility:

gy / podpis: [
Name / Jméno: |

Title / Funkce: Director/feditel

Date / Datum:

Prohlaseni zkousejiciho / Investigator Declaration
Ja timto potvrzuji a souhlasim s dodatkm €. 3 / | herby acknowledge and agree with Amendment no. 3

sy / podpis: [
Name / Jmeno: [ R

Title / Funkce: zkouSejici / Investigator

Date / Datum:
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