Dodatek 1 ke
Smlouvé o klinickém hodnoceni

Amendment 1 to
Agreement on Clinical Study

Tento dodatek 1 ke smlouvé o klinickém hodnoceni
(,,dodatek 1) mezi:

This Amendment 1 to Agreement on Clinical Study
(“Amendment 1) between:

PPD Czech Republic, s.r.o.,

se sidlem Budé&jovicka alej, Antala Staska 2027/79,
140 00 Praha 4, Ceska republika dcefina spole¢nost
PPD International Holdings GmbH., zastoupena
MUDr. Darinou Hrdlickovou —  jednatelkou
spoleCnosti a zapsana v obchodnim rejstiiku
vedeném M¢éstskym soudem v Praze, oddil C, vlozka
37941

(“PPD”)

PPD Czech Republic, s.r.o.,

with its registered address at Budejovicka alej,
Antala Staska 2027/79, 140 00 Prague 4, Czech
Republic a subsidiary of PPD International Holdings
GmbH., represented by MUDr. Darina Hrdlickova,
executive of the company, and registered in the
Commercial Register at the Municipal Court in
Prague, Section C, Insert 37941

(“PPD”)

A

and

Fakultni nemocnici Kralovské Vinohrady,

se sidlem Srobéarova 1150/50, 100 34 Praha 10,
Ceska republika, zastoupena Doc. MUDr. Robertem
Grillem, Ph.D., MHA, feditelem

¢islo jednaci: KH 4/2015

nakladové stiredisko: 52077

(,,poskytovatel*)

Fakultni nemocnice Kralovske Vinohrady with its
registered address at Srobarova 1150/50, 100 34
Praha 10, Czech Republic, represented by director
Doc. MUDr. Robert Grill, Ph.D., MHA

Agreement number: KH 4/2015

Department number: 52077

(“Medical Facility”)

dale jednotlivé jako ,,smluvni strana“ a spole¢né
jako “smluvni strany”

each a “Party” and collectively the “Parties”

je dodatkem smlouvy o klinickém hodnoceni mezi
PPD a poskytovatelem, ktera byla pIné podepsana
dne 4. kvétna 2015 (,,Smlouva®).

shall be an amendment to that certain Agreement on
Clinical Study between PPD and Medical Facility
fully executed on May 4™ 2015 (“Agreement”).

SMLUVNI STRANY PROHLASUJI, ZE

WITNESSETH

VZHLEDEM K TOMU, ze PPD a poskytovatel
uzavfteli smlouvu, podle které poskytovatel poskytuje
PPD urc¢ité sluzby spojené s klinickym hodnocenim
dle protokolu ¢. C16021 S ndzvem:
,Randomizované, placebem kontrolované, dvojité
zaslepené Kklinické hodnoceni faze 3 hodnotici
udrZovaci 1écbu peroralnim Ixazomibem po
uvodni 1é¢bé u pacientii s nové diagnostikovanym
mnohocetnym myelomem nelécenym
transplantaci kmenovych bunék”, a

VZHLEDEM K TOMU, Ze si smluvni strany pieji
upravit podminky smlouvy, jak je stanoveno v tomto
dodatku 1,

WHEREAS, PPD and Institution have entered into
the Agreement pursuant to which the Institution
provides certain Study services to PPD according to
Protocol no. C16021 entitled: “A Phase 3,
Randomized, Placebo-Controlled, Double-Blind
Study of Oral Ixazomib Maintenance Therapy
After Initial Therapy in Patients With Newly
Diagnosed Multiple Myeloma Not Treated With
Stem Cell Transplantation”, and

WHEREAS, the Parties desire to amend the terms of
the Agreement as set forth herein,
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DOHODLY SE smluvni strany s ohledem na obsah
tohoto dodatku 1 a s umyslem byt jim pravné vazany
takto:

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

1. doplnit smlouvu nasledovné: sekce Ill. odstavec 1)
bude zcela nahrazen novym odstavcem 1) ve znéni:
Klinické hodnoceni bude provedeno na Interni
hematologické klinice poskytovatele (dale jen
»resitelské centrum®), v cele se zkousejicim XXX
jako hlavnim zkouSejicim (vySe a dale jen
»ZkouSejici) a dalSimi povéfenymi pracovniky —
studijnim tymem.

1. to update the Agreement with the following:
section Il paragraph 1) shall be replaced in its
interity with the new paragraph 1) as follows: The
Clinical Study shall be conducted at Hematology
Clinic of Internal Medicine of the Medical Facility
(further, the “study centre”), headed by the
Investigator XXX (above and further, the
“Investigator”) as the Principal Investigator and
other authorized employees — Study Staff.

2. Nasledujici text bude pridan jakozto novy ¢lanek
XVI. paragraf 13) platny od data u¢innosti tohoto
dodatku:

Zvetejnéni v souladu se zakonem ¢. 340/2015 Sb. v
oficialnim registru smluv. Poskytovatel, zadavatel a
PPD timto berou na védomi, 7e tato smlouva a
souvisejici dodatek/dodatky musi byt publikovany v
souladu se zdkonem ¢&. 340/2015 Sb. v oficidlnim
registru: https://smlouvy.gov.cz/ (dale jen “registr
smluv”™).

Ptedpokladana celkova vyse odmény dle smlouvy o
klinickém hodnoceni ¢ini 637 872,-K¢.

Smluvni strany souhlasi, Ze nebudou zvefejnéna
zadna obchodni tajemstvi nebo osobni tudaje ani
nebudou uvedena jako soucast takové publikace. Pro
ucely této smlouvy je za takové obchodni tajemstvi
povazovano, krom¢ jiného, platebni informace
ptiloZené v piiloze €. 1, minimalni pocet zafazenych
subjekt hodnoceni, predpokladany pocet zatazenych
subjekti  hodnoceni a piedpokladana  délka
klinického hodnoceni. Jako vysledek, smluvni strany
odsouhlasily verzi smlouvy o klinickém hodnoceni a
ptislusného/nych dodatku/kii pro zvefejnéni, ve
kterych budou ochodni tajemstvi a osobni Udaje
vyjmuty. Tato verze je piiloZena jako Ptiloha ¢. 10
(déle jen ‘“schvélena verze”). Smluvni strany
souhlasi, ze poskytovatel zajisti zvetejnéni v registru
smluv do péti (5) pracovnich dni ode dne posledniho
podpisu této smlouvy, nebo v piipadé dodatku ke
smlouvé od posledniho podpisu prislusného dodatku.
Pii  zvefejnéni smlouvy bude poskytovatel
informovat PPD / zadavatele o tomto zvefejnéni v
registru smluv zaslanim notifikace na nésledujici
adresu: XXX Pokud poskytovatel nezvefejni
schvélenou verzi této smlouvy a ptisluSného/nych
dodatku/ki do péti (5) pracovnich dni ode dne
posledniho podpisu piislusnych dokumentt, jsou
zadavatel nebo PPD opravnéni tak ucinit. Pokud je
tato smlouva nebo pfislusny/né dodatek/tky

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

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

The estimated value of financial payment under the
Agreement is approximately CZK 637,872.00.

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 no. 1, 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 no. 10 to each such
documents (“Agreed Form”). The Parties agree that
the Medical Facility 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 Medical Facility will inform PPD / Sponsor of
publishing the Agreement and any related
amendment(s) in the Agreements Register by
designating the following email address: XXX as the
email address to which a notification of publication
in the Agreements register shall be sent. Should the

C16021_Czech Republic_PI XXX (ex XXX)_Amendment 1 to Agreement on Clinical Study

Approved for signature (XX) 170ct18

214



https://smlouvy.gov.cz/
mailto:iveta.majidova@ppdi.com

podepsany 1. Cervence 2017 nebo déle, smluvni
Strany souhlasi, ze tato smlouva a pftisluSny/né
dodatek/tky nevejdou v uc¢innost dokud neni
schvalena verze zvefejnéna v registru smluv v
souladu s timto Cc¢lankem (dale jen ‘“datum
ucinnosti”’). V kazdém ptipadé si PPD vyhrazuje
pravo nedodat hodnocené 1é¢ivo do doby, nez bude
tato smlouva a ptislusny/né dodatek/tky zvefejnény v
souladu s timto ¢lankem.

Pokud nastanou pochybnosti o platnosti schvalené
verze po jejim zvefejnéni, smluvni strany se
navzajem informuji ihned jak je to prakticky mozné
po zjisténi takovych pochybnosti a spole¢né budou
pracovat na upraveé schvalené verze pro zveiejnéni.

Poskytovatel v Zadném piipadé nezvefejni tuto
smlouvu a pfislusny/né dodatek/tky jinak nez ve
schvalené verzi, pokud neni pisemné odsouhlaseno
jinak s PPD a zadavatelem.

Medical Facility fail to publish the Agreed Form of
this Agreement and any related Amendment(s)
within 5 working days from the Date Of Final
Signature of the respective documents, the Sponsor
or PPD 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(s)
as applicable shall not come into effect until the
Agreed Form has been published in accordance with
this clause (“Effective Date”). In any event, PPD
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 Medical Facility publish the
Agreement or any related amendments in any form
other than the Agreed Form, unless agreed in
advance in writing with PPD and Sponsor.

3. Dodatek 1 se podpisem smluvnich stran stane
soucasti smlouvy a veskeré odkazy na smlouvu
budou znamenat odkaz na smlouvu véetné dodatku 1.

3. Upon execution, this Amendment 1 shall be made
a part of the Agreement and shall be incorporated by
reference therein.

4. Vsechna ostatni ustanoveni a podminky smlouvy
zustavaji v plné platnosti a ucinnosti. V piipadé
jakéhokoli rozporu mezi ustanovenimi smlouvy a
tohoto dodatku 1 budou rozhodujici a fidici
ustanoveni tohoto dodatku 1.

4. 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 1, the terms of this Amendment 1
shall govern and control.

5. Veskera pouzitd terminologie, ktera neni blize
definovdna vtomto dodatku 1 bude mit stejny
vyznam jako je uvedeno ve smlouve.

5. All capitalized terms used, but not otherwise
defined herein, shall have the meanings ascribed to
them in the Agreement.

Toto misto bylo zameérné ponechano prazdné;
podpisy smluvnich stran jsou uvedeny na
ndsledujici strané.

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

page.
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NA DUKAZ SOUHLASU se znénim dodatku 1
Fipojuji smluvni strany své podpisy niZe.

IN WITNESS OF THEIR CONSENT to this
Amendment 1, the Parties have signed below.

PPD:

Podpis/Signature:

Jméno/Name:

Pozice/Title:

Datum/Date:

Podpis/Signature:

Pozice/Title: feditel/director

Datum/Date:

Zkousejici/Principal Investigator:

Podpis/Signature:

Jméno/Name: XXX

Datum/Date:

Poskytovatel/Institution: Fakultni nemocnice Kralovské Vinohrady

Jméno/Name: Doc. MUDr. Robert Grill, Ph.D., MHA

I Acknowledge and Agree/Beru na védomi a souhlasim
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