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 SERVICE AGREEMENT  SMLOUVA O  
 between 

 
Eli Lilly Cork Limited, 

Registered office: Island House, Eastgate Road, 
Eastgate Business Park, Little Island, 

Cork, Irsko. 
Represented by:  
Title:  
 

 IE3508310BH, (dále jen „Lilly“) 
and 

 
Fakultní nemocnice Královské Vinohrady      

Department uilding H  
With Its Registered Office: Šrobárova 1150/50 

100 34, Praha 10, Czech Republic 
Represented by  

director 
ID number/ Tax ID: 00064173/ CZ00064173 

Proceeding number: KH 33/2022 
Cost centre: 65010 

(hereinafter referred to as „Service provider“) 
and 

 
Doc. MUDr. Otto Lang Ph.D. 

Born:   
With permanent address:  

 
(dále jen „Authorised Person“) 

 
 

 mezi 
 

Eli Lilly Cork Limited, 
 

Eastgate Business Park, Little Island, 
Cork, Irsko. 

Zastoupená:  
Titul:  
 

 IE3508310BH, (dále jen „Lilly“) 
a 
 

Fakultní nemocnicí Královské Vinohrady      
 

Šrobárova 1150/50 
100 34, Praha 10  

Zastoupená MUDr. Janem Votavou  
 

O : 00064173/ CZ00064173 
33/2022 

10 
(dále jen „Poskytovatel “) 

a 
 

Doc. MUDr. Otto Lang Ph.D. 
 

 
(dále jen „ “) 

 

    
 Eli Lilly Cork Limited (hereinafter referred to as 

“Lilly”) is collaborating with  
 as the principal investigators 

(hereinafter referred to as “Investigators”) in the 
study (hereinafter referred to as “Study”) entitled 
“

 
    

 

, 
according to protocol  (hereinafter 
referred to as “Protocol”). 
 
Study is sponsored by Eli Lilly and Company, with 
its registered office at Lilly Corporate Center, 
Indianapolis, IN46285, United States, which is 
represented in the European Union by Eli Lilly 
Cork Limited, VAT: IE3508310BH, with its 
registered office at Island House, Eastgate Road, 
Eastgate Business Park, Little Island, Cork, Ireland 
(hereinafter referred to as “Lilly”).  
 
Investigators will be performing Study at the 
ambulance of  
Fakultní Thomayerova nemocnice  

 Eli Lilly Cork Limited  navazuje spolupráci s  
  

 (dále jen „Zkoušející
klinické studie (dále jen „Studie“) nazvané 

 

“, 
podle protokolu  (dále jen „Protokol“).  
 
 
 
Zadavatelem studie je Eli Lilly and 
Company, 
Indianapolis, IN46285, Spojené státy americké, která je 
v   
Eli Lilly Cork Limited,  
Island House, Eastgate Road, Eastgate Business Park, 
Little Island, Cork, Irsko. (dále jen „Lilly“) 
 
 

e S e  
 na adrese  

Fakultní Thomayerova nemocnice  
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Onkologická klinika 1 LF UK,  
140 59 Praha 4 - Czech Republic -   

 (hereinafter referred to as 
“Institution”).  
 

Onkologická klinika 1 LF UK, , 
140 59 Praha 4 -  -  

  
(dále jen „ “). 
 
 

 This agreement (hereinafter referred to as 
“Agreement”) sets forth the obligations of Service 
Provider and Authorised Person as a provider of 
certain healthcare services in the course of Study 
and the obligations of Lilly.  
 

 Tato smlouva (dále jen „Smlouva“) stanovuje povinnosti 
Poskytovatele  v 

v rámci Studie a povinnosti 
Lilly. 
 

 The parties of this Agreement assume the following 
obligations: 

   

   
 1. Service Provider undertakes to provide the 

following services relating to Study pursuant to 
the terms of this Agreement and Protocol: 
 

 according to Study 
Protocol based on the request from study 
Investigators of the Institution  
 

  
 
 recording on CD medium and 

delivery to Study Coordinator in the institution 
or storage at the vendor scan depository – 
upon agreement with the Principal Investigator 

 
in the course of Study (hereinafter as "Services").  
 
 
2. Service Provider and its colleagues involved in 
the provision of services in the course of Study 
agree to comply with all relevant laws or standards 
that may be applicable to its involvement in Study, 
in particular Act No. 378/2007 Coll., on Medicinal 
Products, as amended, Regulation (EU) No. 
536/2014 of the European Parliament and of the 
Council of 16 April 2014 on clinical trials on 
medicinal products for human use, Act No. 372 / 
2011 Coll., On health services, and Decree No. 
226/2008 Coll., as amended, about Good Clinical 
Practice and more detailed conditions for clinical 
trials of medicinal products, and including the 
conditions specified in Protocol and Protocol 
amendments and/or addenda; Good Clinical 
Practice Guidelines and all other applicable 
national, state and local laws, regulations and 
standards; data privacy laws and regulations 
regarding personal data protection as implemented 
at the national level by Act No. 110/2019 Coll., on 
the processing of personal data, in particular 
Regulation (EU) 2016/679 of the European 
Parliament and of the Council of 27 April 2016 on 
the protection of individuals with regard to the 
processing of personal data and on free movement 
of such data (GDPR). Service Provider also agrees 

  a Pov  se zavazuj  
poskytovat v souvislosti se S

Smlouvy a Protokolem: 
 
 Kostní scintigrafie dle Protokolu S

Z ho ze Z  
 

 Popis kostního skenu  
 

 Nahrávání a 
Zdravotnickém 

- 
Z  

 
 

v rámci studie (dále jen "S "). 
 

 

Studie, budou 
jednat v souladu s  

  jejich práci na 
studii, 07 Sb., o 

 mimo jiné 
s  protokolu a 
a  
klinické praxe a 

a normami, a dále s 

 

parlamentu a Rady (EU) 2016/679 ze dne 27. dubna 

.   
S
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that he/she will not use sub-sites or satellite sites in 
the course of conduct of Study services unless Lilly 
has given written approval for the use of the sub-
sites and satellite sites. 

k  
  

    
 3. In carrying out his responsibilities under this 

Agreement, Service Provider agrees to comply 
with all applicable anti-bribery laws in the Czech 
Republic, where Service Provider have the 
principal place of business and where he conducts 
activities under this Agreement. Compliance with 
anti-bribery statutes of the Czech Republic should 
ensure compliance with the U.S. Foreign Corrupt 
Practices Act (FCPA), as revised, which generally 
prohibits the offer, promise, payment or giving of 
anything of value either directly or indirectly to any 
government official for the purpose of obtaining or 
retaining business or any improper advantage.  
 
For purposes of this section, “government official” 
means any official, officer, representative, or 
employee of, including any doctor employed by, 
any non-U.S. government department, agency or 
instrumentality (including any government-owned 
or controlled commercial enterprise), or any official 
of a public international organization or political 
party or candidate for political office. Additionally, if 
any of Service Provider’s owners, directors, 
employees, agents, and consultants are 
government officials, Service Provider agrees that 
Lilly’s and/or Lilly’s representative’s payment of 
them in connection with this Agreement is not 
intended to influence any decision that any 
individual may make to their benefit in their 
capacity as a government official. 
 
Service Provider further represents that none of 
Service Provider’s owners, directors, employees, 
agents, or consultants will directly or indirectly offer 
to pay, promise to pay or give money and/or 
anything of value to any government official for 
purposes of (i) influencing the performance, the 
non-performance and the delay in performance of 
any act related to his work duties and/or any 
decision of such government official in its official 
capacity; (ii) influencing/inducing such government 
official to do an act contrary to his work duties or 
omit to do any act in violation of the lawful duty of 
such official; (iii) securing directly or indirectly any 
improper advantage for the purpose of performing 
any act which is contrary to his work duties; or (iv) 
determining/inducing such government official to 
use his influence with the government or 
instrumentality thereof to affect or influence any act 
or decision of the government or such 
instrumentality with respect to any activities 
undertaken relating to this Agreement.  
 

  této Smlouvy 
 P   

 budou 
zákony v P

podle této S  

soula
 (Foreign Corrupt Practices Act, 

 
 

 
 

ministerstev, agentur nebo 

 

 P
P  

 
 souvislosti s touto S

   
 

z 
P

  
 

 rozporu 

 ovlivnil je
vlády nebo instituce v souvislosti s 
v rámci této Smlouvy.  
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Additionally, Service Provider will make reasonable 
efforts to comply with requests for information, 
including answering questionnaires and narrowly 
tailored audit inquiries, to enable Lilly and/or Lilly’s 
representative to ensure compliance with 
applicable anti-bribery laws. Service Provider 
agrees that any payment from Lilly and/or Lilly’s 
representative to Service Provider in connection 
with/related to the services to be provided under 
this Agreement is not intended to influence any 
decision Service Provider may make regarding the 
prescription of Lilly medicines or to otherwise 
influence any pending or future Lilly business. 

 , s 
Lilly a/nebo  

 
Lilly a/nebo od zástupce jmenovaného 

 Lilly v souvislosti se S
S

k 
P
o 

 
    
 4. Lilly and/or Lilly-designated representatives may 

upon a prior notice visit the facilities being utilized 
by Service Provider for the services at reasonable 
times and during normal working hours to observe 
the progress of the services. Service Provider will 
assist Lilly in scheduling such visits. Service 
Provider agrees that Lilly, Lilly-designated 
representatives and domestic or foreign regulatory 
agencies may inspect his procedures, facilities and 
Study records (including portions of other pertinent 
records for all patients in Study) used in conducting 
Study. Information obtained from such inspections 
may be shared with Lilly and Lilly-designated 
representatives. Service Provider shall provide Lilly 
with the results of any such review, audit or 
inspection. 

 

P  S po 

S

 
dohledu mohou podrobit kontrole jeho postupy, 

 

jsou ve S

. Poskytovatel 

 
    
 5. If any drugs are furnished for the purposes of the 

service provided in the course of Study, they will be 
used solely under Protocol, and may not be used 
for any other purposes.  

 5. Pokud budou ávané pro 
S Studie, budou 

P
 

    
 6. All Service Provider's records related to Study, 

will be handed over to Study Site of the Institution. 
If local Regulation require records to be kept by the 
service provider, they must be retained at Lilly’s 
expense for twenty-five (25) years after completion 
or termination of Study or the duration required by 
the EU directive, provided, however, that in the 
unlikely event that ICH or FDA record retention 
requirements, (i.e., two (2) years after the date of 
marketing application approval by FDA for Study 
drug(s) indication investigated, or if an application 
is not approved, two (2) years after the FDA is 
notified by Lilly of discontinuation of the IND) are 
longer than twenty-five (25) years, Lilly will notify 
Service Provider regarding any additional length of 
time that records must be retained by Service 
Provider to meet such requirements. The Service 
Provider agrees to take the appropriate measures 
to prevent premature destruction of essential 
documents. 

 6. Veškeré záznamy P
se S , mu centru 

. Pokud 
P  

na náklady Lilly po dobu dvacet 
  nebo 

 avšak s 
v 

dost o registraci nebyla schválena, dva (2) roky od 

(25) let, bude 
P

 s 

 
    



Ancillary SVC Contract 
OUS Lilly Ancillary SVC Agreement Template – Czech Republic 
Global Version: January 2021 
Affiliate Version: January 2021 
 

   Page 5 of 17/ Strana 5 z 17 

 7. All information provided to Service Provider by 
Lilly, its representatives or generated by Service 
Provider in connection with Study will be kept in a 
confidential manner and will not be used for any 
purpose not contemplated by this Agreement for a 
minimum of five (5) years after the termination or 
conclusion of Study except to the extent that Lilly 
gives Service Provider written permission or 
particular information is required by laws or 
regulations to the Ethical Review Board, a patient, 
local regulatory agencies, or any other governing 
body or court of competent jurisdiction. If disclosure 
is requested, Service Provider shall promptly notify 
Lilly and follow Lilly's instructions provided as long 
as they are in strict compliance with applicable laws 
and regulations. Provider will not disclose 
information without Lilly's prior written consent or 
until Lilly notifies Service Provider that it has 
exhausted all available legal remedies to prevent 
or limit disclosure of such information, all under 
condition that Lilly will Inform the Service Provider 
about its consent or the exhaustion of available 
legal remedies in a timely manner and without 
delay. Service Provider shall ensure that its 
employees, contractors and agents are informed of 
and abide by these confidentiality terms. 

 7. Veškeré informace, které Poskytovateli s
 zástupci nebo které 

P  souvislosti se S
 

Studie nebudou 
 

v této S
P
pokud 

-
P
i Lilly a bude postupovat 

  
souladu s 
zákony. Poskytovatel 

do 

omezit jejich rozsah, to vše  
Lilly bude P

. 
  zástupci 

budou seznámeni s 
s   

    
 8. The terms of this Agreement shall also be 

considered confidential information which may be 
disclosed to the extent required by law. 

 
Smlouvy, a 

pouze v  
    
 8.1 Identification of Trade Secret.  8.1 . 
 Lilly states that it considers the subject number, 

description of the Study, the fee information, the 
Payment Schedule and the Study budget, the 
Investigator’s Brochure, the Insurance Policy 
concerning clinical trial insurance and the Clinical 
Trial Protocol to be significant information as 
defined under the statutory definition of a trade 
secret (Sec. 504 of Act No. 89/2012 Coll., Civil 
Code), because general access to such 
information could have material impact on the 
economic results and the market position of Lilly. 
The Service Provider undertake to maintain this 
information confidential pursuant to this 
Agreement. 

 Lilly  

tokol klinického 

Lilly.   se zavazuje zachovávat 
, v souladu s touto 

Smlouvou. 

    
 8.2 Publication / Disclosure of the Letter of 

Agreement. 
 

 8.2 smlouvy. (volitelné podle nutnosti) 

 Prior to the publication of the Agreement, all 
provisions and Exhibits of the Agreement identified 
as a trade secret by the Parties, as well as any data 
not to be published under Act No. 340/2015 Coll., 
will be removed from the Agreement, and the 
publication will be carried out by the Service 
Provider. 

 

    

. 
Lilly P  

Smlouvy 
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Prior to the signature of the full version of the 
Agreement, Lilly will provide the Service Provider 
with a version of the Agreement in electronic format 
with redacted text for the publication in the Register 
of Contracts according to Act No. 340/2015 Coll. on 
Special Prerequisites for the Effectiveness of 
Certain Contracts, the Publication of Those 
Contracts, and the Register of Contracts. Service 
Provider will publish the modified Agreement 
version within 5 days of the signature by Service 
Provider at the latest. In case Service Provider 
does not publish the Agreement within the above 
period, Lilly is entitled to publish the Agreement on 
their own behalf. 

 
v registru smluv, dle o 

 a to 
Smlouvy. 

 
Smlouvy 

Smlouvy. Ne -li  Smlouvu 
v Lilly Smlouvu 

 

    
 9. Data and intellectual property that is conceived 

or generated as a result of Study shall be the sole 
property of Lilly, and Service Provider shall have no 
rights to such data or intellectual property. 

 9. Veškerá data a 
 souvislosti se S

  nemá 
k  
práva. 

    
 10. Service Provider agrees that it is not and has 

not been debarred or disqualified from participating 
in clinical research by any United States regulatory 
authority or by any other regulatory authority, and 
that it will not use or involve any person or 
organization in connection with this Study that is or 
has been debarred or disqualified by any 
regulatory authority from participating in clinical 
research. In the event that Service Provider or any 
person or organization it uses or involves in 
connection with Study should become debarred or 
disqualified during the course of Study, Service 
Provider agrees to promptly notify Lilly in writing. 

 

 ú  
v souvislosti s touto S
s 

 
  Studie došlo 

k P
organizace, s P  souvislosti se 
S  
P  

. 

    
 11. Data Privacy and Security   

 
 When processing personal data for purposes of 

fulfilling an obligation under the Agreement, Lilly is 
determining the purposes and means for the 
processing of personal data and acting as the Data 
Controller. The Authorized Person is processing 
personal data as governed by the Agreement.  
Authorized Person shall maintain written records of 
the processing of all personal data and shall 
provide such written record to Lilly promptly upon 
request and agrees that such written record may 
be submitted by Lilly to any third party data 
controller (where applicable) and to relevant 
government and regulatory authorities.  
The contracting parties agree to fulfill their 
obligations in accordance with the relevant legal 
regulations for the protection of privacy and 
personal data, through the use of appropriate 
technical and organizational measures for the 
integrity of processing, confidentiality and security 
of personal and study data. The Service Provider 
owns and is responsible for the source 
documentation (as defined in ICH GCP). Lilly owns 

 
povinnosti z této S  - která 

 Studie - 
 

– zpracovatel -  
upraveno touto Smlouvou. Po  vede 

 st 
 – -li to v souladu 

s  
  

ochranu 

 
 za zdrojovou dokumentaci (jak je 

veškeré údaje Studie. Lilly a  
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and is responsible for all Study data. Lilly and the 
Service Provider act as separate administrators in 
the cases mentioned above. 

 v  
správci. 

    
 Service Provider  or Authorized Person shall 

promptly notify Lilly in the event it breaches the 
terms and/or obligations contained in this Section 
or become aware of such breach. 

    

 
    
 Lilly and Service Provider will each maintain a 

comprehensive privacy and security program 
designed to ensure that personal data will only be 
processed in accordance with the terms of this 
Agreement, including the appointment of a data 
protection officer where required by Applicable 
Law. 

 

 
    
 Lilly and Service Provider agree that, as between 

them, Service Provider is best able to manage 
requests from data subjects for access, 
amendment, transfer, blocking, or deletion of 
personal data.  Service Provider acknowledges 
that in order to maintain the integrity of Study 
results, the ability to amend, block, or delete 
personal data may be limited, in accordance with 
Applicable Law. 

 P
P

 
S  omeze

v souladu s  

    
 Data Protection Impact Assessment. The 

Service Provider shall cooperate and assist Lilly 
with respect to any data protection impact 
assessments and/or prior consultations with 
Government Authorities that may be required in 
respect of processing carried out under the 
Agreement. 

  

o Smlouvy. 

    
 Security Incidents.   

(a) Notification of Security Incidents. The Service 
Provider or Authorized person agree to notify 
the Lilly within thirty-six (36) hours of discovery 
of a security incident and will cooperate with 
reasonable Lilly requests for information 
regarding such security incident as necessary 
to enable Lilly to determine and comply with 
Lilly’s notification obligations under Applicable 
Law. 

 a) 
 se 

povinnosti, a aby tyto povinnosti mohla splnit. 
    

(b) Service Provider agrees to indemnify Lilly for all 
proven losses resulting from any security 
incident due to proven negligence or willful 
misconduct by Service Provider, Authorized 
Person, their agents, their affiliates, or any 
Processor retained by Service Provider, 
including but not limited to legal damages, 
government penalties, and/or mitigation 
expenses. 

 b) 
za veškeré prokázané 

z 
v prokázané nedbalosti nebo úmyslného 

P   jeho 

 
    
 11. Lilly may collect personal information from 

Service Provider, Authorized Person and Service 
 1  

o P  
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Provider's personnel including but not limited to 
names, titles and business contact information 
(“Service Provider Personnel Data”) and process 
such data to fulfil business purposes, including:  

osob , zejména informace 
a údaje o 

za 
  

    
 (1) Compliance with applicable laws regulations 

regarding possible financial conflicts of interest; 
 (1) 

 
 (2) Assessment of personnel qualifications to 

conduct Study; 
 (2)  

studie; 
 (3) Quality control and Study management; and   (3) kontrola kvality a  
 (4) Disclosures to ERBs, Ethics Committee or 

national or foreign regulatory authorities in 
connection with their performance of review or 
oversight responsibilities for Study. 

 (4) 

v souvislosti s 
 rámci studie. 

    
 As part of Lilly’s legitimate interest in improving the 

conduct of its research studies, Service Provider 
Personnel Data may also be aggregated with data 
from other Lilly sources and evaluated for business 
decisions including those involving future research.  
 

 
Lilly na zlepš mohou 

 

 
    
 Service Provider and/or Service Provider 

personnel whose Personal Data are processed for 
this specific purpose may object to such processing 
by contacting Lilly as specified below. 

 
údaje jsou zpracovávány 

. 
    
 Lilly may store or process such Service Provider 

Personnel Data in the U.S. or other countries at 
Lilly or Lilly-associated facilities, as long as a 
business need or legal obligation exists, provided 
that Lilly, in accordance with legal regulations, 
ensures adequate level of protection of Service 
Provider Personal Data which is to be transferred 
to countries outside of the EU that do not provide 
for adequate level of personal data protection 
according to European Commission. Lilly will 
process and store Service Provider Personnel 
Data collected for the purposes above as long as it 
is necessary, in any case no longer than the time 
of duration of these purposes. 

 uchovávat nebo zpracovávat 
 v USA nebo 

 po dobu existence 

Lilly,  

 

 
    
 Service Provider and Service Provider personnel 

may have access to Personnel Data about 
themselves that Lilly has collected and may have 
corrections made to Personnel Data about 
themselves that is inaccurate. 

  

 

    
 Under certain circumstances, Service Provider, 

and Service Provider personnel have a right to 
require restriction of processing of their Personnel 
Data and erasure thereof, and also a right to 
Personnel Data portability. The complaint against 
Service Provider Personnel Data processing by 
Lilly may be lodged with the Office for Personal 
Data Protection of the Czech Republic.  

 P  a jeho 

 
 chranu 

 

    
 By signing this Agreement, Lilly delegates to 

Authorized Person, and Authorized Person agrees 
 vy 

osobu – a   –
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to obtain the permission/fulfill notice requirements, 
per applicable privacy laws, of their personnel for 
Lilly’s collection, transfer and use of their Personnel 
Data for the purposes described in this section. 

 
se 

 ebo je 
 souladu 

s  
    
 Service Provider may contact Lilly with inquiries 

regarding Lilly’s collection or use of their Personnel 
Data. Lilly agrees to comply with all applicable laws 
and regulations regarding Lilly’s use of Service 
Provider Personnel Data. 
 
 
 
Lilly agrees to indemnify Service Provider and 
Service Provider employees for all proven losses 
resulting from a breach of security that occurred in 
connection with Service Provider's and Service 
Provider's personal information collected for the 
purposes of this Agreement as a result of Lilly's 
negligence or willful misconduct; their 
representatives or anyone involved on the part of 
Lilly. This specifically includes legal damages, 
administrative fines and/or mitigation costs. 

   se mohou 
obráti

 
Lilly.  
 

 
P

P a P

jeji  ze strany 
Lilly. To 

. 
    
 In the course of performing Services under this 

Agreement, Service Provider may have access to 
certain personal health information of individuals 
participating in clinical research. All such 
information shall be considered Personal Health 
Information (“Personal Health Information”). 
Service Provider agrees that Personal Health 
Information shall be considered confidential 
information subject to the obligations of 
Confidentiality and Non-Use as described in this 
Agreement. Service Provider and Authorized 
Person agree to perform all Services (including 
without limitation, the use, processing, storage, 
maintenance and distribution of Personal Health 
Information) in accordance with all applicable 
national, state and local privacy laws and 
regulations and the applicable provisions of Lilly’s 
Vendor Privacy Standard as revised by Lilly from 
time to time and published at 
http://supplierportal.lilly.com or otherwise 
made available. 

 S Smlouvy bude 
P  

údaje“). Poskyto  

, jak je uvedeno v 
této S    

 ou 

) poskytovat v souladu s 

ustanov

http://supplierportal.lilly.com 
 

 
 Service Provider and Authorized Person agree to 

maintain, store and transfer (including internal data 
transfers) all Personal Health Information in a 
secure and confidential manner. By way of 
example, regular e-mail is not a secure transfer, but 
transfer that encrypts the Personal Health 
Information or is conducted via an encrypted tunnel 
(VPN) is considered secure. 
 

 se zavazuj
povedou, budou 

-mailová korespondence 

mace zakódovává nebo je 

 
    
 12. Neither Lilly nor Service Provider nor 

Authorized Person will use the name or names of 
the other party or their employees in any 

 12. Lilly ani P  

 



Ancillary SVC Contract 
OUS Lilly Ancillary SVC Agreement Template – Czech Republic 
Global Version: January 2021 
Affiliate Version: January 2021 
 

   Page 10 of 17/ Strana 10 z 17 

advertising or sales promotional material or in any 
publication without prior written permission; 
provided, however, Service Provider agrees to the 
use of its name in Study publications and 
communications, including clinical trial web sites 
and Study newsletters and Lilly may disclose 
Service Provider’s name and the names of any 
employees, the type of services performed by 
Service Provider and/or any employee for Lilly 
under this Agreement, the existence and terms of 
this Agreement, and the amount of compensation 
Lilly and/or Lilly’s representative paid in exchange 
for Service Provider services, in order to comply 
with applicable laws and regulations. Service 
Provider shall be responsible for ensuring that 
Service Provider’s employees have consented to 
these same terms of disclosure. 
 

 

P  
svého jména v  zprávách o Studii, mimo 

Studie a v 
bulletinu ke Studii a 
jméno P

Smlouvy, existenci 
a  

S Poskytovatele 

a 
tnanci 

souhlasili s  

 Payment for the services according to this 
Agreement will be processed based on an invoice 
issued by the Service Provider and made to the 
Payees stipulated in Exhibit 1.B- Supplier 
Information Form (SIF).  
The Service Provider acknowledges and agrees 
that Lilly will enter into a separate agreement with 
the Authorized Person specifying the amount of its 
remuneration for the actions performed within the 
framework of the provision of Services in this Study 
for the Research Center 56656 Medical Facility. 

 Platba za S Smlouvy bude zpracována 
P

e uvedeného 
v - Informace o poskytovateli 
(SIF).  

 

v této Studii  centrum 56656 
Zdravotni . 

    
 Service Provider will receive payment only for data 

received based on the actual number of visits and 
procedures performed in accordance with agreed 
upon procedure fees outlined in the Budget. Such 
remuneration is limited to the payment of  
from the  who will be enrolled in the 
Study no later than the  unless Lilly 
gives the Investigator written consent to enrol 
additional patients or to extend the enrolment 
period. In the event that this consent is granted, the 
Service Provider and the Authorized Person will be 
informed about it immediately. The Service 
Provider will receive payment for additional 
Services in the amount specified in the budget. 
 

 S
P  

odsou é procedury 
tak, jak jsou uvedeny v 
omezuje pouze na platbu  z 
centra  , které budou 

do S , 
pokud Lilly nedá Z
se  

 
budou 

. 
 

v  
 Reasonable and customary costs incurred for 

required unscheduled visits or for additional 
Protocol-required procedures or Study materials 
that are not related to diagnosis or treatment of 
adverse events shall be paid by Lilly in accordance 
with the invoiceable process outlined above or, if 
applicable, through an alternate invoiceable 
payment process; provided that Lilly agrees to such 
costs for the visit, procedure and/or Study materials 
in advance. 

 

ch 
, které však 

nijak  
, budou Lilly uhrazeny podle 

s 
 

    
 The payment will be made in Czech crowns. The 

VAT rate is governed by the laws enforceable at 
the time of implementation of taxable fulfillment. 

 
 

Platba bude splatná do 45  faktury.  
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Payment will be due within 45 days of the delivery 
of the invoice.  
Invoicing reminders of the Service Provider 
approved by the Authorized Person may be sent by 
Lilly to the address:  
 

 k 
bou  Lilly 

na adresu:  
 

 Service Provider is responsible for fulfilling his tax 
and related obligations connected with acceptance 
of the payment for services according to this 
Agreement. 

 
 

 

    
 To be eligible for payment, the services must be 

performed in full compliance with Protocol and this 
Agreement, and the data submitted must be 
complete and correct. It is expected that Lilly or 
Lilly-designated representative will be the sole 
source of compensation to Service Provider for 
Study. Service Provider will not seek payment from 
any third party payer, whether public or private 
(including, but not limited to, patients, insurers, or 
governmental agencies), for any visits, services, or 
costs covered by payments made by Lilly and/or 
Lilly’s representative under this Agreement, or 
which are not part of the ordinary care normally 
provided for the patient. If Lilly or Lilly’s 
representative provides any free products or items 
for use in Study, Service Provider agrees that he 
will not bill any patient, insurer or governmental 
agency, or any other third party, for such free 
products or items. Matters in dispute shall be 
payable upon mutual resolution of the dispute.  

 
pouze v 
v souladu s Protokolem a touto Smlouvou a 
všechna odevzdaná data úplná a 

P
zástupce. 

 

 souladu s touto smlouvou uhradila Lilly nebo 
j

 poskytne jakékoliv 

Studie, P
pr

 
    
 14. Lilly shall indemnify Service Provider, its staff, 

officers, agents, representatives and employees 
(“Indemnitees”) from and against any detriment, 
damages, costs, and expenses of claims and suits 
(including reasonable attorney fees) resulting from 
injury to a patient alleged to have been directly 
caused or contributed to by Study provided, 
however: 

 14. S P

a 
škody, náklady a 
a 

 d

S  
 

 a) that Indemnitees have adhered to and complied 
with all applicable national, state and local 
regulations; 
 

 a) 
a  

 b) that the services were handled in accordance 
with Protocol; 
 

 b) S Protokolu; 

 c) that Lilly is promptly notified of any such claim or 
suit without unnecessary delay; 
 

 c)  
informována bez zbyte o odkladu; 

 d) that Indemnitees cooperate in a reasonable 
manner in the investigation and defense of any 
such claim or suit; 
 

 d) 
a   

 e) that Lilly retains the right to defend the lawsuit in 
any manner it deems appropriate, including the 
right to retain counsel of its choice; and 

 e) 
 mimo jiné 
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 f) that Lilly shall have the sole right to settle the 
claim, provided, however, that Lilly shall not admit 
fault on the Indemnitees behalf without 
Indemnitees advanced written permission. 

 f) 
ovšem s 

 

    
 Lilly’s obligation of indemnification shall not extend 

to any loss, damage or expense resulting from the 
proven negligence, wilful malfeasance or 
malpractice by the Indemnitees. 

 

v prokázané nedbalosti, úmyslného 

 
    
 Lilly hereby agrees that any deviations from or 

failures to adhere to the terms of the Protocol that 
are mutually agreed upon in writing by all parties to 
the Study (including the ERB) or any deviations 
from the Protocol that are necessary to eliminate 
an immediate safety hazard to the Study 
participants are not considered violations of the 
Protocol or failures to adhere to the terms of the 
Protocol pursuant to this provision. 

 
Protokolu, které 

odchylky od P

P Protokolu podle 
 

    
 Lilly warrants that it maintains a policy or program 

of insurance or self-insurance at levels sufficient to 
support the obligations of indemnification provided 
above.  Upon written request, Lilly will provide 
evidence of its insurance, or if self-insured, its most 
recent audited financial statement to Service 
Provider. 

 Spo

P

 
    
 15. The obligations under paragraphs 2, 3, 4, 5, 6, 

7, 8, 9, 10, 11, 12 and 15 shall survive the 
expiration, or termination of this Agreement. 

 15. Povinnosti definované v 
8, 9, 10, 11, 12 a  

Smlouvy. 
    
 16. Neither Service Provider nor Lilly shall have 

any authority to make agreements with third parties 
that are binding on the other party. 

 Lilly 

znamenaly závazek pro druhou stranu. 
    
 17. Lilly shall be entitled to authorize a Contract 

Research Organization to perform certain Lilly 
obligations for this Study. Service Provider agrees 
to cooperate with any Lilly-authorized Contract 
Research Organizations in performing this Study. 

 17. 
 souvislosti s touto S

plnila vybrané povinnosti Lilly Studie se 
P
s 
spo  

    
 18. Service Provider may not assign its rights 

and/or delegate its obligations under this 
Agreement without the prior written consent of Lilly, 
which consent shall not be unreasonably withheld.  

 
a/nebo delegovat své povinnosti dle této Smlouvy bez 

 
    
 This Agreement may be amended by an instrument 

in writing signed by the parties to this Agreement. 
Amendments may be required or requested in 
order to document changes or modifications to the 
Protocol, the Study Budget and/or information 
regarding the Investigator or other Study site 
information or the Service Provider itself. Service 

 Tuto S
Smlouvy. 

Protokolu, 
S Z

P
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Provider shall use their best efforts to review any 
amendments to this Agreement in good faith and in 
a timely manner and, if applicable, to facilitate the 
timely execution of said amendments. 

S

podpis. 

    
 19. Notices under this Agreement shall be in writing 

and considered sufficient if delivered personally, 
sent by registered mail with return receipt, sent by 
recognized overnight courier service, addressed as 
follows: 

 19 S
a budou 

 
nebo  

    
 If to Service Provider:  

Fakultní nemocnice Královské Vinohrady      
uilding H  

With Its Registered Office: Šrobárova 1150/50 
100 34, Praha 10, Czech Republic 
 
Attention:  
Tel.:  
Email:   

 
 
If to Authorized Person: 
Fakultní nemocnice Královské Vinohrady      

 
With Its Registered Office: Šrobárova 1150/50 
100 34, Prague 10, Czech Republic 
 

 Pokud pro Poskytovatele : 
Fakultní nemocnice Královské Vinohrady      

 
 

 
 
K rukám:  
Tel.:  
Email:  

  
 
Pokud pro Pov : 
Fakultní nemocnice Královské Vinohrady      

pavilon H  
 

 

   Attention: Doc. MUDr. Otto Lang, Ph.D  K rukám: Doc. MUDr. Otto Lang, Ph.D 
 E-mail:    

Tel:    
Mob:  

 E-mail:    
Tel:    
Mob:  

    
 If to Lilly:  Pokud budou adresována  
 Eli Lilly Cork Limited 

Island House, Eastgate Road, Eastgate 
Business Park, Little Island, Co. Cork, Ireland, 
T45 KD39 
 

 Eli Lilly Cork Limited 
Island House, Eastgate Road, Eastgate 
Business Park, Little Island, Co. Cork, Irsko, 
T45 KD39 

 Attention:   
 

Tel.:   
E-mail:  

 K rukám:  
 

Tel.:  
E-mail:  

    
 20. The parties’ representatives may sign 

separate, identical counterparts of this document; 
taken together, they constitute one agreement. 
This Agreement is drawn up in three copies. Each 
contracting party will receive one copy. The 
contract becomes valid on the date of signature by 
all contracting parties and effective on the date of 
publication in the register of contracts. If the 
Agreement is signed electronically with a qualified 
electronic signature, each party will receive one 
electronic copy of the Agreement. 
 
This Agreement has been translated into a 
bilingual format in both English and Czech. In the 
event of inconsistency or discrepancy between the 

 20. Zástupci stran mohou podepsat samostatná 
identická vyh

 

v registru smluv. V 
podepsána elektronicky 
podpisem

  
 
 

 V 
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English language version and the Czech language 
version of this Agreement, the Czech language 
version shall prevail.  

 

21. Notwithstanding other provisions regarding
termination of this Agreement as provided for
hereinabove, Lilly reserves the right to terminate
this Agreement by written notice delivered to
Service Provider and taking effect upon delivery
due to medical reasons, due to necessity to assure
patients’ safety, in association with measures
adopted by state bodies regulating the area of
drugs or due to other reasons on condition that it
happens in compliance with valid laws, rules and
Good Clinical Practice.

21. B
S  této S Lilly vyhrazuje

S
P

  
z  souvislosti
s 
nebo z 
v souladu s 

22. The Section 557 of Act. No. 89/2012 Coll., Civil
Code, is not applicable for interpretation of this
Agreement.

23. This Agreement represents the entire
understanding between the parties and
supersedes all other agreements, express or
implied, between the parties concerning the
subject matter hereof. Parties to the Agreement
agree that the legal relationships and relations
arising out of this Agreement are governed by the
generally binding legal regulations of the Czech
Republic. Legal relationships not expressly
regulated are governed by the appropriate
provisions of Act No. 89/2012 Coll., Civil Code, as
amended (“Civil Code”).

Parties to the Agreement undertake to assist each 
other in processing of the trial and possible 
disputes and discrepancies of view concerning the 
procedure and method of works should be solved 
by behavior usual for contractual parties. The court 
bodies of the Czech Republic will have the 
appropriate jurisdiction to negotiate and decide 
upon possible disputes that will not be solved by 
co-operation as stipulated above. 

23. Tato S

stranam
S

S

 
zákoník“).

Studie si 
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Parties to this Agreement confirm that it was 
agreed no under disadvantageous terms that 
they have read it before execution and agree 
herewith, and in witness of their agreement with 
its wording they attach their signatures hereto. 

Smlouv

 

Eli Lilly Cork Limited: 

______________________________________ Datum/ Date: ________________ 
Name/jméno:  

Service Provider/ Poskytovatel : 

_ __________________________ Datum/ Date: _________________ 
 

Director/  

Authorized Person : 

_____________________________________ Datum/ Date: _________________ 
Doc. MUDr. Otto Lang, Ph.D. 

Digitally signed by  
Reason: I am approving this document 
Date: 2022.08.02 10:46:18 +01'00' 
Adobe Acrobat version: 2020.005.30362

 
.

Digitáln  podepsal  
. 

Datum: 2022.08.02 13:11:16 
+02'00'

 Digitáln  podepsal 
 

Datum: 2022.08.02 
13:54:12 +02'00'




