Dodatek 3 ke
Smlouvé o klinickém hodnoceni

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

PPD Czech Republic, s.r.o., se sidlem Budé&jovicka
alej, Antala StaSka 2027/79, 140 00 Praha 4, Ceska
republika, zastoupena prostfednictvim MUDr. Dariny
Hrdlickové - jednatelky spoleCnosti a zapsand v
obchodnim rejstiiku vedeném Meéstskym soudem v
Praze, ¢ast C, ¢. vlozky 37941.

IC: 63671077
DIC: CZ63671077
(.PPD”)

a

Fakultni nemocnici Hradec Kralové,

se sidlem Sokolska 581, 500 05 Hradec Krilové - Novy
Hradec Kralové, Ceska republika, zastoupenou prof.
MUDr. Vladimirem Palickou, CSc., dr. h. c., feditelem.

ICO: 00179906

DIC: CZ00179906

Bankovni spojeni: Ceska narodni banka, Na P¥ikopé 28,
115 03 Praha 1

Cislo étu: 24639511/0710

IBAN: CZ2307100000000024639511

SWIFT: CNBACZPP

Variabilni symbol: €. faktury

dale jen ,,poskytovatel*

a

XXXXXXXXXXXXXX
IV. interni hematologickd klinika Fakultni nemocnice
Hradec Kralové

trvalym bydliStém XXXXXXXXXX

I. C.; XXXXXXXXX
déle jen “zkouSejici”

je doplikem Smlouvy o klinickém hodnoceni mezi
PPD, poskytovatelem a zkouSejicim, kterd byla plné
podepsand dne 10. f{jna 2012 a dodatku 1 podepsaného
dne 28. ledna 2013 a dodatku 2 podepsaného dne 26
zati 2014 (,,Smlouva“).

SMLUVNI STRANY PROHLASUJI, ZE
VZHLEDEM K TOMU, Ze PPD, poskytovatel a

zkousejici uzavfeli smlouvu, podle které
poskytovatel/zkousejici poskytuji PPD urcité sluzby

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 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.

Company ID no.: 63671077
Tax ID no.: CZ63671077
(‘SPPD”)

and

Fakultni nemocnice Hradec Kralove,

with its registered address at Sokolska tr. 581, 50005
Hradec Kralove — Novy Hradec Kralove, Czech
Republic, represented by prof. MUDr. Vladimir
Palicka, CSc., dr.h.c., director

Company ID no.: 00179906

Tax ID no.: CZ00179906

Bank information: Ceskd narodni banka, Na Ptikopée 28,
115 03 Praha 1

Acct. no: 24639511/0710

IBAN: CZ2307100000000024639511

SWIFT: CNBACZPP

Refference no: invoice number

further, the “Medical Facility*

and

XXXXXXXXXXXXXX
IV. Clinic of Internal Medicine — Department of
hematology of Fakultni nemocnice Hradec Kralove

permanent residence at XXXXXXXXXXXXXXXXXXXXXX

Birth ID no.: XXXXXXXXXXX
further, the “Investigator*

shall be an Amendment to that certain Agreement on
Clinical Study between PPD, Medical Facility and
Investigator fully executed on 10™ of October 2012 and
Amendment no.1 fully executed on 28" January 2013
and Amendment no.1 fully executed on 26th August
2014 (“Agreement”).

WITNESSETH
WHEREAS, PPD, Medical Facility and Investigator

have entered into the Agreement pursuant to which the
Medical Facility/Investigator provides certain clinical
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spojené s klinickym hodnocenim dle protokolu ¢.
XXXXXXX $ NAZVeMm: “XXXXXXXXXXXXXXXXXXXXXX,, &

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

DOHODLY SE smluvni strany sohledem na obsah
tohoto dodatku 3 a s imyslem byt jim prdvné vizany
takto:

1. Nasledujici bude vloZeno do piilohy 1 smlouvy za
tabulku €. 1

Piijemci plateb bude zaplaceno za subjekty hodnoceni
po Cyklu 35 ve vysi: xxxxx za kazdy 4ty cyklus (39, 43,
47 atd.) a xxxxx za kaZzdy jiny cyklus (37, 38, 40, 41,
42,44, 45, 46, atd.)*

Aby se predeSlo pochybnostem, poskytovateli bude
proplacena opakovand Overall Survival visit v hodnoté
xxxxx a Progression Free Survival v hodnoté xxxxx
v schvélenych ¢astkach podle rozpoctu*

* Platby se vztahuji na veskeré uskutecnéné navstévy

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

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

Odhadovana hodnota finan¢nich prostfedkti podle
smlouvy je pfiblizné 4,494,560 K¢.

Smluvni strany souhlasi, Ze Zddnd obchodni tajemstvi
nebo osobni informace nebudou uvefejnény jako
soucast takové publikace. Pro tcely této smlouvy
a veSkerych dalSich dodatki, takovad obchodni tajemstvi
zahrnuji, ale nejsou omezeny na: informace o platbiach
ptilozené jako piiloha A, minimélni pocet planovanych
zafazenych subjektl, ocekdviany pocet zafazenych
subjekti hodnoceni a ocekdvané trvani klinického
hodnoceni. Jako vysledek si smluvni strany schvilily
verzi smlouvy a dodatkll uréenou na publikaci, ve které
byly obchodni tajemstvi a osobni informace redigované.
Smluvni strany souhlasi, Ze poskytovatel uvefejni
odsouhlasenou formu smlouvy do 15 pracovnich dnti
ode dne posledniho podpisu smlouvy nebo pokud jde o
dodatky, ode dne posledniho podpisu daného dodatku.
V Case uvefejnéni poskytovatel informuje CRO /
zadavatele o publikovani smlouvy v registru smluv na
ur¢enou emailovou adresu xxxxxxxx, na kterou bude
zasldna notifikace o publikaci smlouvy nebo

study services to PPD according to protocol no.
XXXXXXXXXXX entitled: “XXXXXXXXXXxxXx ~’; and

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 1 of the Agreement,
after Table no. 1

Payee will receive reimbursement for subject Cycles
beyond 35 at the rate of xxxxx for every 40 Cycle (39,
43, 47, etc.) and at the rate of xxxxx for all other Cycles
(37,38, 40, 41, 42, 44, 45, 46, etc.).*

For the avoidance of doubt, Institution shall be
reimbursed for repeat Overall Survival visit in the
amount of xxxxx and Progression Free Survival subject
visits in the amount of xxxxx.*

*The payments are applicable for all performed visits

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 Coll.
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 Sb., on the official
register: https://smlouvy.gov.cz/ (“Agreements
Register”).

The estimated value of financial payment under the
Agreement is approximately CZK 4,494,560.

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 CRO / Sponsor
will provide a version of the Agreement and any related
Amendment(s) for publication, in which all business
secrets and personal information have been redacted.
The Parties agree that the Institution shall publish
Agreed Form on the Agreements Register within 15
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 the Agreement
and any related amendment(s) in the Agreements
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piislusného dodatku v registru. Pokud poskytovatel
neuvefejni  dohodnutou  formu  smlouvy nebo
ptislusného dodatku do 15 pracovnich dnti ode dne
posledniho podpisu pfislusného dokumentu, zadavatel
nebo PPD mutiZze uvefejnit dohodnutou formu. Pokud je
podpis smlouvy po 1. Cervenci 2017, smluvni strany
souhlasi, Ze smlouva nebude ucinn4, pokud nebude
dohodnutd forma smlouvy nebo piisluSného dodatku
publikovdna v souladu s timto ustanovenim (,,datum
ucinnosti®). V kazdém ptipade si CRO vyhrazuje pravo
neposkytnout hodnocené 1é¢ivo, pokud nebude smlouva
nebo piislusny dodatek publikovdn podle tohoto
ustanoveni.

V ptipadé¢, Ze je platnost dohodnuté formy zpochybnéna
po jejim publikovani, smluvni strany si to navzdjem
ozndmi neprodlené poté, co se o takovém zpochybnéni
dozvi a budou spolupracovat na schvéleni revidované
verze odsouhlasené formy za ticelem publikace.

V z4dném piipadé neuvetejni poskytovatel smlouvu
nebo piislusny dodatek(y) v jiné, neZ dohodnuté formé,
pokud to nebude pfedem pisemné schvidlené CRO nebo
zadavatelem.

3. Dodatek 3 se podpisem smluvnich stran stane
soucCasti smlouvy a veSkeré odkazy na smlouvu
budou znamenat odkaz na smlouvu véetné dodatku
3.

4. Vsechna ostatni ustanoveni a podminky smlouvy
zustavaji v pIné platnosti a ucinnosti. V piipadé
jakéhokoli rozporu mezi ustanovenimi smlouvy a
tohoto dodatku 3 budou rozhodujici a fidici
ustanoveni tohoto dodatku 3.

5. Tento dodatek je vyhotoven v ¢eské jazykové verzi
a v anglické jazykové verzi, pficemZ piednost ma
Ceska jazykova verze.

6. Tento dodatek bude vyhotoven ve 3 vyhotovenich.
7. VeSkerd pouZitd terminologie, kterd neni bliZe

definovdna vtomto dodatku 3, bude mit stejny
vyznam jako je uvedeno ve smlouve.

Register by designating the following email address:
XXXXXXXXXXxxX 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 15 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.

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

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 3, the terms of this Amendment 3
shall govern and control.

5. This Amendment is executed in Czech and English
version, with Czech version prevailing,

6. This Amendment is executed in 3 counterparts.

7. 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:

By / Podpis:
Name / Jméno:
Title / Funkce:
Date / Datum: 12.2.2018

Poskytovatel/ Medical Facility:

By / Podpis:
Name / Jméno: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.
Title / Funkce: Director / feditel

Date / Datum: 21.2.2018

Zkousejici / Investigator:

By / Podpis:
Name / Jméno: XXXXXXXXXXXXXXXXXXXXXXXX
Date / Datum: 21.2.2018
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