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AMENDMENT #1 TO THE CLINICAL TRIAL 
AGREEMENT  

 

DODATEK Č. 1 KE SMLOUVĚ O KLINICKÉM 
HODNOCENÍ 

 
BETWEEN  MEZI 

RIGEL PHARMACEUTICALS, INC. SPOLEČNOSTÍ RIGEL PHARMACEUTICALS, INC. 
 AND A 

FAKULTNÍ NEMOCNICE OSTRAVA 
AND 

MUDr. JAROMÍR GUMULEC 

FAKULTNÍ NEMOCNICÍ OSTRAVA 
A 

MUDR. JAROMÍREM GUMULECEM 
  

PROTOCOL NUMBER C-935788-058 ČÍSLO PROTOKOLU C-935788-058 
  
 This Amendment #1 to the Clinical Trial 
Agreement is valid from December 11, 2020 (the 
“Amendment Effective Date”) by and between  
 
 
Rigel Pharmaceuticals, Inc., a Delaware 
corporation with its headquarters located at 1180 
Veterans Boulevard, South San Francisco, CA 
94080, U.S.A. (“Rigel”),  
 
and Fakultní nemocnice Ostrava, a with its 
principal place of business at 17. listopadu 1790/5, 
Ostrava - Poruba, postcode 708 52, Czech 
Republic, Identification number 008 43 989, Tax 
identification number CZ00843989, with regard to 
this Agreement the following representative is 
authorised to act on behalf of Institution and to 
execute this deed: 
xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx Vice-
director for Science, Research and Education, 
Institution established by deed of Department of 
Health of Czech Republic dated of November 25, 
1990 ref. no. OP-054-25.11.90 (“Institution”)   
 
and xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
with place of work at Fakultní Nemocnice Ostrava, 
Haematology-Oncology Clinic, 17. listopadu 
1790/5, Ostrava Poruba, zipcode 708 52, Czech 
Republic (“Investigator”) 
 
 

 Tento dodatek č. 1 ke smlouvě o klinickém 
hodnocení s platností od 11. prosince 2020 
(„datum účinnosti změny“) mezi společností 
 
 
Rigel Pharmaceuticals, Inc., delawareskou 
společností se sídlem na adrese 1180 Veterans 
Boulevard, South San Francisco, CA 94080, USA 
(dále jen „společnost Rigel“),  
 
a Fakultní nemocnicí Ostrava, se sídlem na 
adrese 17. listopadu 1790/5, Ostrava - Poruba, PSČ 
708 52, Česká republika, IČ: 008 43 989, DIČ: 
CZ00843989, ve věcech této smlouvy je oprávněn 
jednat a podepisovat: 
xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
náměstek ředitele pro vědu, výzkum a výuku, 
Zřizovací listina MZ ČR ze dne 25. listopadu 1990 
č.j. OP-054-25.11.90 (dále jen „zdravotnické 
zařízení“) 
 
 
 
 
 
a xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx s 
pracovištěm na adrese Fakulní nemocnicí Ostrava, 
Klinika hematoonkologie, 17. listopadu 1790/5, 
Ostrava Poruba, PSČ 708 52, Česká republika (dále 
jen „zkoušející“) 
 
 

 WHEREAS, the parties entered into a 
Clinical Trial Agreement effective March 5, 2020, 
as amended for Protocol # C-935788-058 entitled, 
“A Phase 3 Open Label Extension Study of 
Fostamatinib Disodium in the Treatment of Warm 
Antibody Autoimmune Hemolytic Anemia” and 

 VZHLEDEM K TOMU, že smluvní strany 
uzavřely smlouvu o klinickém hodnocení s datem 
účinnosti 5. března 2020, ve znění protokolu 
klinického výzkumu č. C-935788-058 nazvaným 
„Otevřené pokračující klinické hodnocení fáze III 
s přípravkem fostamatinib disodium při léčbě 
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any amendments thereto (“Agreement”);  autoimunitní hemolytické anémie s tepelnými 
protilátkami“ a veškerých dodatků k němu (dále jen 
„smlouva“);  
 

                WHEREAS, the parties desire to amend 
Attachment 1 of Exhibit A of the Agreement to 
include the addition of local lab fees; 

VZHLEDEM K TOMU, že strany si přejí doplnit 
Doplněk 1 Přílohy A smlouvy tak, aby zahrnovaly 
dodatečné platby lokální laboratoři; 

  
 NOW, THEREFORE, the Parties hereby 
agree as follows: 

 NA ZÁKLADĚ TOHO se smluvní strany 
dohodly následovně: 

  
1) Attachment 1of Exhibit A of the Agreement is 
hereby deleted in its entirety and replaced with the 
revised Attachment 1.  

1) Doplněk 1 Přílohy A smlouvy se tímto ruší v 
celém rozsahu a nahrazuje se novým Doplňkem 1. 
 

  
 
2) Defined terms used in this Amendment and not 
defined herein will have the same meanings 
assigned such terms in the Agreement. All other 
provisions of the Agreement shall remain unaltered 
and given full force and effect. 
 
 
3) This Amendment has been written in three  
copies, each with the effect of the original, of 
which each Contracting Party shall receive one. 
The language of this Amendment is in accordance 
with Section 11.8 of the Agreement.  
 
 
4) Publication of this Amendment in the Contracts 
Register is in accordance with Section 11.11 of the 
Agreement. 
 
 
 
 

Signatures to follow 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 
2) Definované termíny použité v tomto dodatku 
a zde nedefinované budou mít stejný význam, který 
je těmto termínům připisován ve smlouvě. Všechna 
další ustanovení smlouvy zůstávají nezměněna 
a budou plně platnými a účinnými. 
 
 
3) Tento dodatek je sepsán ve třech vyhotoveních 
s platností originálu, přičemž každá smluvní strana 
obdrží po jednom.  Jazyk tohoto dodatku je v 
souladu s oddílem 11.8 smlouvy. 
 
 
 
4) Zveřejnění této změny v registru smluv je v 
souladu s oddílem 11.11 smlouvy.   
 
 
 
 
 

Následuje podpisová stránka 
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IN WITNESS WHEREOF, the Parties hereto have duly executed this Amendment #1 to the Clinical Trial 
Agreement on the Amendment Effective Date / NA DŮKAZ ČEHOŽ smluvní strany tohoto Dodatku 1 ke 
smlouvě řádně uzavřely tento Dodatek k datu účinnosti. 
 
FAKULTNÍ NEMOCNICE OSTRAVA RIGEL PHARMACEUTICALS, INC.  
 
By/Podepsal/a:_____________________________ 

 
By/Podepsal/a:_____________________________ 

Name/Jméno: xxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
xxxxxxxx 

Name/Jméno: xxxxxxxxxxxxxxx  

Title/Funkce: Vice Director for Science,   Research 
and Education / Náměstek pro vědu, výzkum a 
výuku 
 
Date/Datum:______________________________ 

Title/Funkce: Exec. Director, Legal  
 
Date/Datum: 

 
INVESTIGATOR / ZKOUŠEJÍCÍ: 
 
       
(Signature) / (Podpis) 
 
xxxxxxxxxxxxxxxxxxxxxxxxx 
(Print Name and Title) / (Jméno a titul tiskacím písmem) 
 
Date/Datum: 
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Attachment 1 / Doplněk 1: 
 

STUDY BUDGET / ROZPOČET STUDIE 
 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxx  xxxxxxxxxxxx 
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xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx xxxxxxxxxxxxxx 

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

 xxxx xxxxxxxxxxxxxxxxxxxxxx  

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

 xxxxxxxxxx 

xxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxx 
xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 

xxxxxxxxxxxxxx 

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

 xxxx xxxxxxxxxxxxxxxxxxxxxx  

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

 xxxxxxxxxx 

xxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxx 
xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 

xxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 

Xxxxxxxxxxxxxx 
xxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxx 
xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 

Xxxxxxxxxxxxxx 
xxxxxxxx 

  

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxx 

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

 xxxx xxxxxxxxxxxxxxxxxxxxxx  

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

 xxxxxxxxxx 

xxxxxxxxx 

xxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxx  

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx: 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

xxxxxxxxx 

xxxxxxxxxxxx  

xxxxxxxxx 
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 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

 

 

xxxxxxxxxxxx 

xxxxxxxxxx 

 

xxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxx 

xxxxxxxxxx. 

 

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx: 
xxxxxxxxxxxxx 
xxxxxxxxxxxxx 
xxxxxxxxxxxxx 

 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxxxxx 
 xxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxx 
 

xxxxxxxxx 

xxxxxxxxxxxx  

xxxxxxxxx 

xxxxxxxxxxxx 

xxxxxxxxxx 

 

xxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxx 

xxxxxxxxxx. 

 

xxxxxxxxxxxxxxxxxxxxxxxxxx: 
 xxxxxxxxxxxxx 
 xxxxxxxxx 
 xxxxxxxx 
 xxxxxxxxxx 
 xxxxxxxx 
 xxxxxxxxxxx 
 xxxxxxxx 
 xxxxxxxx 
 xxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 
 xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

xxxxxxxxx 

xxxxxxxxxxxx  

xxxxxxxxx 

xxxxxxxxxxxx 

xxxxxxxxxx 

 

xxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxx 
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 xxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxx 

xxxxxxxxxx. 

 

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

Xxxxxxxxxxxxxxxxxxxxxxxxx 

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxx 

xxxxxxxxxx. 

 

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

Xxxxxxxxxxxxxxxxxxxxxxxxx 

Xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxx 

xxxxxxxxxxxxxxxxxx 

xxxxxxxxxx. 
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