
AMENDMENT NO. 1 TO CLINICAL TRIAL 
AGREEMENT 

DODATEK C. 1 KE SMLOUVE 0 KLINICKEM 
HODNOCENf 

This Amendment No 1 to the Clinical Trial Agreement Tanto Dodatek 6. 1 ke Smlouve o klinickem hodnocenl 
("Amendment") is between: (dale jen ,.Dodatek") se uzavlra mezi: 

Fakultni nemocnlce Olomouc, having a place of 
business at Zdravotniku 248/7, 779 00 Olomouc, 
Czech Republic, IdentifiCation number: 00098892, Tax 
identification number: CZ00098892, represented by 
prof. MUDr. Roman Havlik, Ph.D., Director (the 
"Institution"), and 

IQVIA RDS Czech Republic s.r.o., having a place of 
business at Pernerova 691 /42, 186 00 Praha 8 -
Karlfn, Czech Republic, Identification number: 
24768651 , Tax identification number: CZ24768651, 
represented by lng. Eva Falbrova, Managing Director 
("'QVIA "), and 

Jiangsu Hengrul Medicine Co., Ltd., having a place 
of business at 15F, Hengrui Mansion, No. 1288 Haike 
Road, Pu Dong District, Shanghai, China (201210) 
("Sponsor"). 

and is effective as of its publication in the Register of 
Agreements, but the parties agree to be bound by the 
rights and obligations arising from this as of the last 
signed below ("Effective Date"). 

WITNESSETH: 

WHEREAS, Institution, IQVIA and Sponsor 
are parties to an agreement entitled Clinical Trial 
Agreement for Sponsor's Protocol SHR-3680-111-
HSPC entitled "One multicenter, randomized, open, 
phase Ill clinical study on SHR3680 combined with 
androgen deprived therapy (ADT) versus 
Bicalutamide combined with ADT in treatment of 
metastatic hormone-sensitive prostate cancer with 
high tumor load' effective as of 05 September 2019 
(the "Agreement"), and the parties desire to amend 
such Agreement; 

Fakultnf nemocnlce Olomouc, se sldlem Zdravotnlku 
248/7, 779 00 Olomouc, Ceska republika, ldentifika~nl 
clslo: 00098892, Danove identifikacni clslo: 
CZ00098892, zastoupena prof. MUDr. Romanem 
Havllkem, Ph.D., reditelem (,Zdravotnicke zafizenf"), a 

IQVIA RDS Czech Republic s.r.o., se sldlem 
Pemerova 691 /42, 186 00 Praha 8- Karlin, Ceska 
republika, tdentifikacnl cislo: 24768651, Danove 
identifikacnf cislo: CZ24768651, zastoupena lng. Evou 
Falbrovou, jednatelem (.IQVIA"), a 

Jlangsu Hengrul Medicine Co., Ltd ., se sidlem 15F, 
Hengrui Mansion, No. 1288 Haike Road, Pu Dong 
District, Shanghai, China (20121 0) (,Zadavatel"). 

a uzavlra se s ucinnosti ode dne uvefejnE'mi v registru 
smluv av§ak smluvnl strany si pfejl byt upravou prav a 
povinnostl obsazenou v tomto Dodatku vflzany jiz data 
posledniho podpisu nlze (.Datum u~lnnostl"), 

TfMTO SE POTVRZUJE: 

VZHLEDEM K TOMU, ZE Zdravotnicke zarlzen!, IQVIA 
a Zadavatel jsou smluvnlmi stranami smlouvy 
s protokolem SHR-3680-111-HSPC, nazev: One 
multicenter, randomized, open, phase Ill cHnical study on 
SHR3680 combined with androgen deprived therapy 
(ADT) versus Bicalutamide combined with ADT in 
treatment of metastatic hormone-sensWve prostate 
cancer with high tumor load', ktera nabyla platnosti dne 
5. zai'i 2019 (dale jen .Smlouva") a strany se rozhodly 
tuto Smlouvu zmlmit; 

WHEREAS, the Attachment A shall be VZHLEDEM K TOMU, ZE pi'iloha A bude pozmenena 
amended in order to cover the cost of additional visits; tak, aby zohlednita naklady na dodate6ne nav~tl~vy ; 
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NOW THEREFORE, in consideration of the mutual NYNi S OHLEDEM NA SHORA UVEDENE, po zvazenl 
promises and covenants set forth herein, and other vzajemnych pfislibu a zavazku zde uvedenych a dalsich 
good and valuable consideration, the receipt and fadnych a hodnotnych protiplneni, jejichz prijeti 
sufficiency of which is hereby acknowledged, the a dostatecnost je tlmto potvrzena, se smluvni strany 
parties hereby agree to amend the Agreement as dohodly na zmene Smlouvy takto: 
follows: 

1. Attachment A 1. Pfiloha A 

Attachment A is hereby amended to add the following Do pi'llohy A se pfidava nasledujici oddil: 
clause: 

P. Additional VIsits: 

Should additional visits be required for the 
performance of the study, following the last visit, such 
visits shall be conducted in accordance with the 
provisions set in the protocol. The additional visits 
shall occure once every 4 cycles from the last visit. 
Reimbursement for additional visit shall be the same 
as the rate payable for visit 37 as set in the budget. 
Reimbursement will be made upon receipt by IQVIA 
of an original Valid Invoice. 

The estimated value of financial payment under the 
Agreement, as amended, shall be approximately 
CZK 2 031 816.00 

Before signing, IQVIA shall provide the Institution with 
an electronic redacted version of this amendment in a 

to the email address: 
In the event of non­

provision, the Institution reserves the right to publish 
the standard blinded version. 

Attached to this amendment is also for information 
purposes Individual Visits Cost Schedule 

All terms and conditions of the Agreement not 
expressly amended by this Amendment remain in full 
force and effect. 
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P. Dodatecne nav~t«!vy 

Pokud jsou pro provedneni studie nutne dalsi navstevy 
po provedeni posledni navstevy, budou tyto navstevy 
uskutetneny v souladu s Protokolem. Dodatetne 
navstevy se mohou konat jednou za 4 cykly od posledni 
navstevy. Uhrada ZB dodatetnou navstevu bude stejn(J 
jako uhrada za navstevu 37, jak je uvedeno v platebnl 
tabulce. Uhrada bude provedena pote, co IQVIA obdr:ZI 
originaly faktur. 

Pi'edpokladana hodnota Smlouvy ve zneni tohoto 
Dodatku je pribliZne 2 031 816.00Kc 

"Pfed podpisem IQVIA poskytne Zdravotnickemu 
zarizenf elektronickou redigovanou verzi tohoto dodatku 

"''r'"n''A citelnem formatu a to na emailovou adresu: 
V pfipade neposkytnutf si 

vyhrazuje pravo na uvefejnenl 
standardnf zaslepene verze. 

Pfilohou tohoto dodatku je pro informativnl ucely rovnei 
Tabulka plateb za jednotlive navstevy 
Vsechny podminky Smlouvy, ktere nejsou ¥Yslovne 
zmeneny timto Dodatkem, zustavaji v plnem rozsahu 
platne a ucinne. 
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IN WITNESS WHEREOF, this Amendment 
has been executed by the parties hereto through 
their duly authorized officers on the date(s} set forth 
below. 
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NA DUKAZ TOHO, tento Dodatek byl uzavren 
prostfednictvrm opravnenych zastupcu v den(dnech) 
uvedenych nize. 
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