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CLINICAL TRIAL AGREEMENT  SMLOUVA O KLINICKÉM HODNOCENÍ 
 

    
 Eli Lilly Cork Limited  Eli Lilly Cork Limited 
 Address: Island House 

Eastgate Road 
Eastgate Business Park 

Little Island 
Cork 

Ireland 

 Se sídlem: Island House 
Eastgate Road 

Eastgate Business Park 
Little Island 

Cork 
Irsko 

    
 Represented by:  

Title:  
 Zastoupená:   

Titul:  
  

Tax identification number: IE3508310BH 
 

(hereinafter referred to as “Lilly”) 

  
IE3508310BH 

 
(dále jen „Lilly“  „

Lilly“) 
    
 and  a 
    
 ka   ka 
 with its Registered Office in: Budínova 67/2, 180 

81 Prague 8 -  
Czech Republic 

 se sídlem: Budínova 67/2,   
180 81 Praha 8 -  

 
  

Represented by Ph.D., 
MBA, Deputy for Science, Research, Grant 

Activities and Development,  
based on authorization 

 
Tax identification number: CZ00064211 

 

  
Zastoupená Ph.D., 

 
 

 
CZ00064211 

 (hereinafter referred to as or ” ”) 
 
 

(Lilly and Institution together as “C
parties” or “Parties”) 

 (dále jen “  
 nebo “ “) 

 
(Lilly a Poskytovatel zdravotních s

 jako „S “)  
 

 hereby make this  uzavírají tuto 
    
 AGREEMENT  SMLOUVU  
    
 in conformity with Section 1746, paragraph 2, 

Act No. 89/2012 Coll., Civil Code, as amended 
(hereinafter the “ ”). 

 v souladu s ustanovením § 1746 odst. 2 
koník, ve 

dále jen 
„O “).  

    
 The purpose of this agreement is the clinical 

Study entitled “    
 
 
 
 
 

(hereinafter referred to as “Study” or 
“ al Trial”) sponsored by 

with its registered office at Lilly 
Corporate Center, Indianapolis, IN46285, United 

 této smlouvy je klinické hodnocení 
nazvané „   

  
    

“ (dále jen „studie“ nebo 
„ “) zadavatel

se sídlem Lilly 
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States, which is represented in the European 
Union by with its 
registered office at Island House, Eastgate 
Road, Eastgate Business Park, Little Island, 
Cork, Ireland, according to the protocol 

 (hereinafter referred to as “Protocol”).  
 
Study will be conducted at address Ústav 

 FNB a 1. LF UK, Fakultní 
nemocnice Bulovka, Budínova 67/2, 180 81 
Prague 8 - Lib , Czech Republic (hereinafter 
reffered to as “site”) by principal investigator 

 
(hereinafter referred to as “ ”). 
 

Corporate Center, Indianapolis, IN46285, 
Spojené státy americké, která je v Evropské 

Eli Lilly Cork 
Limited se sídlem Island House, Eastgate 
Road, Eastgate Business Park, Little Island, 
Cork, Irsko, podle protokolu  
(dále jen „Protokol“).  
 
Studie bude provedena u Poskytovatele 

 Ústav radia
onkologie FNB a 1. LF UK, Fakultní 
nemocnice Bulovka, Budínova 67/2, 180 81 
Praha 8 - á republika (dále jen 
„ “), v  hlavní 

, MUDr. Petrou vou, Ph.D., 
MBA (dále jen „Z “). 
 

 Investigator is employed by Institution. Institution 
hereby grants its explicit consent, according to 
its rights of employer, according to Section 304 
(1) of Act No, 262/2006 Coll., the Labor Code, 
as amended, with participation of the 
Investigator on the Clinical Trial as set forth in 
this agreement (hereinafter referred to as 
“ ”) for remuneration negotiated in a 
separate agreement between Lilly and the 
Investigator. 

  Poskytovatele, 

262/2006 Sb., zákoníku práce, 
 

ho na klinickém hodnocení 
dle této smlouvy (dále jen „S “) za 

 
mezi Lilly a m. 

    
 This Agreement sets forth the obligations 

applicable to the performance of this Study and 
the rights and obligations of the Contractual 
parties. 

 m této Smlouvy je stanovit závazky 
k provedení studie a vymezit práva a 
povinnosti Smluvních stran. 

    
I   ZÁVAZKY POSKYTOVATELE 
    
 Institution assume the following obligations in 

executing this Agreement: 
 á následující závazky 

 této Smlouvy: 
    

A Study   
    

(i) Institution shall ensure that Investigator will 
personally conduct and supervise Study at 
Institution. Institution agrees that it will not, and 
will ensure that Investigator does not, use sub-
sites or satellite sites in the conduct of Study 
unless Lilly has given written approval for such 
use of the sub-sites and satellite sites. If any 
portion of Study is performed by Investigator or 
a sub-investigator at a facility or hospital other 
than Institution, Institution shall be responsible 
for ensuring that any such site is aware that it is 
involved in Study and consents to such 
participation; 

 Poskytovatel  bude 

studie u poskytovatele. Poskytovatel souhlasí 
a zajistí, aby se i  

spolupracující pracovi
 t

spolupracujících a 

 nebo spoluz  kteroukoliv 
 

nemocnici Poskytovatel, budou 
 a Poskytovatel odpo

obeznámeno s 
a dalo k  

    
(ii) Institution agree to comply with the following: all 

conditions specified in Protocol and Protocol 
 P
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amendments and/or addenda; Good Clinical 
Practice Guidelines; approval of the Ethical 
Review Board (“ ”); the State Institute for 
Drug Control; data privacy laws and all other 
applicable national, state and local laws, 
regulations and standards that constitute a 
component of the generally binding legal 
regulations of the Czech Republic, namely Act 
No. 378/2007 Coll., on Drugs as amended, Act 
No. 372/2011 Coll., on Health Care Services 
and Regulation No. 226/2008 Coll., as amended 
that stipulate Good Clinical Practice and more 
detailed conditions for Clinical Trials, as well as 
all national laws, European directives and 
regulations regarding personal data protection 
(including, without limitation, the Regulation 
(EU) 2016/679 of the European Parliament and 
of the Council of 27 April 2016 on the protection 
of natural persons with regard to the processing 
of personal data and on the free movement of 
such data, and repealing Directive 95/46/EC 
(General Data Protection Regulation) and Act 
No. 110/2019 Coll., on Processing of Personal 
Data;  

v Protokol
ích o Správné klinické praxi, v 

souhlasu etické komise (dále jen „
komise“) a podmínky stanovené Státním 

ích 

Správná klin

ativu, evropská 

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

 
; 

    
(iii) Institution shall ensure that Investigator, as well 

as all of Investigator’s and Institution’s sub-
investigators, associates, colleagues and 
employees of Institution involved in the conduct 
of Study at the Institution also understand and 
assume these obligations; 

 Poskytovatel 
, 

spoluzko

Poskytovatele 
studie u Poskytovatele; 

     
(iv) Institution shall ensure that only Investigator or 

Investigator’s colleague, a qualified medical 
doctor, will be responsible for patient care and 
other appropriate aspects of this Study; 

 Poskytovatel ienty 

 nebo jeho 

 
    

(v) Institution acknowledges that Investigator has 
been duly acquainted with and understands all 
the information in the investigator’s brochure for 
the compound  provided to 
Investigator by Lilly, including the potential risks 
and side effects of Study´s drug; 

 Poskytovatel  byl 

u
 , které 

mu Lilly poskytla

studii; 
    

(vi) Institution agree not to pay fees to another 
physician for the referral of patients; 

 Poskytovatel 

pacienty; 
    

(vii) Institution undertakes not to commence 
enrollment of subjects in Clinical Trial until (i) 
Sponsor informs Institution in writing that all 
consents, permissions and documents 
necessary to conduct Clinical Trial have been 
obtained, and (ii) Investigator signs Protocol, 
undertaking to fulfill all the obligations specified 
therein; 

 Poskytovatel se zavazuje, 

Poskytovatele 
souhlasy, povolení a dokumentace nezbytné 

ící Protokol
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uvedené; 
    

(viii) Institution shall not conduct research based on 
this Agreement, conduct Clinical Trial or 
administer any Study drug or substance (or 
placebo, as the case may be) to any subject 
until the respective subject confirms in writing 
that it received, read and agrees to grant its 
informed consent with Clinical Trial. To obtain 
an informed consent, the Institution shall use the 
document that has been reviewed and approved 
by Lilly; 

 Poskytovatel 
Smlou

hodnocení, 

a souhlasí s ud m informovaného 

posouzen a schválen Lilly; 
    

(ix) Institution agrees that Lilly, its designated 
representatives and domestic or foreign 
regulatory agencies may inspect the 
procedures, facilities and Study records 
(including portions of other pertinent records for 
all patients in Study) and those procedures, 
facilities or Study records of Investigator and 
any contractor, agent or site that is used in 
conducting Study. Institution shall provide Lilly 
immediate notice of any governmental or 
regulatory review, audit or inspection of 
Institution’s facility or processes related to 
Study. Lilly shall be given the opportunity to 
provide assistance to Institution in responding to 
any such review, audit or inspection. When data 
are reviewed by an on-site scheduled visit of 
Lilly or a Lilly-designated representative, 
Institution will ensure that Investigator has all 
reasonably available data obtained through the 
preceding day complete and ready for 
evaluation. Information obtained from such 
review, audit or inspections shall be shared with 
Lilly and a Lilly-designated representatives. In 
the event that there is a lack of compliance with 
this Agreement, Lilly is entitled to secure 
compliance or discontinue shipments of Study´s 
drug and end Investigator’s and/or Institution’s 
participation in Study. 
 
 
 
 
 
In carrying out Institution responsibilities under 
this Agreement, Institution agrees to comply with 
all applicable anti-bribery laws in the Czech 
Republic, where Institution has the principal 
place of business and where it conducts 
activities under this Agreement. Compliance 
with any anti-bribery statutes of the Czech 
Republic should ensure sufficient 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 

 Poskytovatel 

podrobit kontrole postupy, vybavení a 
 

Poskytovatel
Poskytovatel 

Lilly oznámení o jakékoliv 

orgánu státního dozoru. S
ut Poskytovateli 

i. Pokud budou údaje 

strany Lilly 
Poskytovatel  k 

e e kontrole. Informace získané 

nebo 
Lilly. 
Smlouvy bude a 

 
ho 

a/nebo Poskytovatele t. 
 

Smlouvy se Poskytovatel 

é republice, kde má 
Poskytovatel své hlavní místo podnikání a kde 
vykonává svou Smlouvy. 

h praktikách (Foreign 

a 
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government official for the purpose of obtaining 
or retaining business or any improper 
advantage. For the 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 
Investigator, Institution’s director or any of 
Institution’s employees, agents, and consultants, 
directly or indirectly in connection with this 
Agreement, are government officials, the 
Institution agrees that Lilly’s and/or Lilly-
designated representative’s payment of it in 
connection with this Agreement is not intended 
to influence any decision that any individual may 
make in their capacity as a government official 
or to retain or obtain business. The Institution 
further represents that neither Investigator nor 
Institution’s director nor any of the Institution’s 
employees, agents, or consultants, directly or 
indirectly in connection with this Agreement, will 
directly or indirectly offer to pay, promise to pay 
or give anything of value to any government 
official for the purposes of (i) influencing any act 
or decision of such government official in its 
official capacity; (ii) inducing such government 
official to do or omit to do any act in violation of 
the lawful duty of such official; (iii) securing any 
improper advantage; or (iv) inducing such 
government official to use its 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. Additionally, the Institution will make 
reasonable efforts to comply with requests for 
information, including answering questionnaires 
and narrowly tailored audit inquiries, to enable 
Lilly to ensure compliance with applicable anti-
bribery laws. The Institution agrees that Lilly’s 
and/or Lilly’s representative’s payment to it in 
connection with the services to be provided 
under this Agreement is not intended to 
influence any decision the Institution may make 
regarding the prescription of Lilly´s medicines or 
to otherwise influence any pending or future Lilly 
business. 
 
 
 
 
 
 
Institution shall also ensure that Investigator and 
each sub-investigator in Institution, any sub-site 

i at 

 h, kdy je 
Poskytovatele 

Poskytovatele, v 
souvislosti s touto Smlouvou, státním 

Poskytovatel souhlasí s 
od 

  souvislosti 
s touto Smlou
rozhod ká osoba mohla 

mout z  jeho 

Poskytovatel  ani 
Poskytovatele 

Poskytovatele, v 
souvislosti s touto Smlou

 cílem (i) ovlivnit úkon nebo 

 
 rozporu 

nebo instituci a ovlivnil jednání nebo 
rozhodnutí vlády nebo instituce v souvislosti 
s  rámci této Smlouvy. 
Poskytovatel 

 
auditní otázky, s Lilly 
platné p
Poskytovatel souhlasí s 
Poskytovatel Lilly a/nebo zástupce 

 
le této Smlouvy, není 

 
které by Poskytovatel 
jedná o 

 
 
Poskytovatel také zajistí, aby  a 

spoluz  u Poskytovatele, na 
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and/or satellite site provides Lilly with the 
appropriate financial information for compliance 
with all applicable laws and regulations and Lilly 
policy, and Institution understands and shall 
ensure that Investigator and each sub-
investigator understands that laws, regulations 
and Lilly´s policies may require certain financial 
information be submitted to regulatory 
authorities. 
 

jakémkoliv spolupracujícím a/nebo 
 

a Poskytovatel  zajistí, aby i 
 spolu  byli 

 

ce. 
 

 Institution agrees that if Institution collects any 
biological samples for independent research 
from Study subjects, such samples will only be 
collected prior to the administration of the Study 
drug(s) or device(s). Additionally, Institution 
agrees to obtain separate informed consent 
documents, as well as distinct ERB approval for 
such research, and to comply with all applicable 
privacy laws related to such samples. 
 
 
 
 
The Study shall be conducted on the basis of 
the approval issued by the State Institute for 
Drug Control, issued on 28 July 2022 of the 
reference no. sukls52970/2022, favourable 
opinion of the Ethics Committee for Multi-Centric 
Clinical Trials of the FN Královské Vinohrady, 
issued on 1 June 2021, Reference no. 
KH/35/00/2021 and the approval of the local 
Ethics Committee of the Institution - FN Bulovka, 
issued on 22 June 2021 of the reference no. 
22.6.2021/735 incorporated by reference as 
Appendix No. 3, 4 and 5 of this Agreement. 

 Poskytovatel e od 

budou takové vzor

Poskytovatel se dále 
zavazuje získat samostatné informované 

souhlas etické komise 

 
 

vydaného Státním 
vydaného dne 28.  2022
sukls52970/2022, souhlasného stanoviska 
Etické komise pro multicentrická klinická 
hodnocení Fakultní nemocnice Královské 
Vinohrady, vydaného dne 2.  2021, pod 

 KH/35/00/2021 a souhlasného stanoviska 
lokální Etické komise Poskytovatele - FN 
Bulovka, vydaného dne 22  2021, pod 

22.6.2021/73
5 této Smlouvy. 

    
 Cli  

 
 

 
 Institution undertakes to ensure that the drugs 

furnished for tudy will be used solely under 
Protocol and that they may not be used for 
any other purposes. Institution shall follow 
Lilly’s instructions related to the destruction or 
disposition of Clinical Trial´s materials. 
Institution shall ensure that a pharmacist, as 
an Institution employee, will be a member of 
Study´s team and will be responsible for the 
receipt and , the case maybe, proper storage 
and dispensing of Study´s drug for the 
purpose of conducting Study at Institution 
according to applicable legal regulations. 
Institution shall guarantee and be liable for the 
proper performance of all above mentioned 
activities by a pharmacist. Institution shall be 
responsible for compliance with all laws and 
regulations applicable to any liquidation 
permitted by Lilly in writing or disposition of 

 Poskytovatel se zavazuj

podle Protokol
Poskytovatel bude postupovat podle 

instrukcí Lilly 

klinickém hodnocení. Poskytovatel 
jednou z osob realizujících studii bude 

  
a   

u Poskytovatele podle 
Poskytovatel 

 

farmaceutem. Poskytovatel 
p Lilly nebo zacházení 
s nickém 
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Clinical Trial´s materials at the site.. 
 
 

  
 
The Sponsor shall ensure the supply of Study 
drug to the pharmacy of the Institution where a 
pharmacist will take the consignment over and 
check it (to the same extent as other 
consignments - i.e. for damage, whether any 
special transport requirements were met, if 
everything is fine, and the pharmacist shall 
confirm receipt of the consignment). The 
Sponsor is obliged to notify the authorized 
pharmacist  by e-mail to  

 via IVRS or phone to 
 of the time when the 

consignment is supposed to be delivered to the 
pharmacy no later than 3 business days prior to 
such delivery.  
 
The Sponsor shall ensure delivery of the Study 
drug to the following address: 

 ka
Budínova 67/2, Praha 8 –  
Czech Republic 
 
and shall specify the name of the authorized 
pharmacist on the package. 
 
The Institution undertakes to retain all Study 
records for twentyfive (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 the marketing application 
approval by FDA for Study´s drug(s) indication 
being  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 twentyfive (25) years, Lilly will notify 
Institution regarding any additional length of time 
that records must be retained to meet such 
requirements. The Institution shall use their best 
efforts to prevent premature destruction of 
essential Study records. 

hodnocení u Poskytovatele budou probíhat v 

 
 
 

Zadavatel zajistí distribuci zásilky 
Poskytovatele 

a zkontroluje (jako jiné zásilky - tzn. není-li 

transport, byly-

oznámit do 

emailem na   
nebo telefonicky na  

ému farmaceutovi  
.  

 
 
 
Zadavatel zajistí dodávku 
na adresu: 

ka
Budínova 67/2, Praha 8 –  

 
 

 
 
 
Poskytovatel 
studii uchovávat po dobu  (25) let od 
jejího dok  nebo podle 

 
v 

z

pro zkoumanou in
registraci nebyla schválena, dva (2) roky od 

dvace  (25) 

Poskytovatele 

 Poskytovatel souhlasí s 
vyvine maximální úsilí, aby zabránilo 

 
studii. 

    
 If there is a change of responsibility/ownership 

of Study records (ex. Investigator retires or 
hospital closes), Institution must notify Lilly. 

  i za 
záznamy o studii nebo jejich vl
odchod 

Poskytovatele), musí o tom 
Poskytovatel informovat Lilly.   

    
C -Use  
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 All information provided by Lilly or Lilly-

designated representatives, or generated by 
Investigator or Institution in connection with 
Study, will be kept in confidence by the 
Institution and not used for any purpose not 
expressly provided for in this Agreement for at 
least five (5) years after termination or 
conclusion of Study, except to the extent that 
Lilly gives a written permission or particular 
information is required by laws or regulations to 
be disclosed to the ERB, a patient or local 
regulatory agencies. To the extent disclosure is 
requested by any other person or entity, 
Institution shall promptly notify Lilly and shall not 
disclose any information without Lilly’s prior 
written consent. If such disclosure is sought by a 
third party under a claim of legal right, Institution 
will reasonably cooperate with Lilly in the event 
Lilly wishes to take legal action to challenge 
such claim or the disclosure; provided, however, 
in no event shall Institution be obligated to defy 
any law, regulation or judicial or governmental 
order. Institution is responsible for ensuring that 
Investigator’s and/or Institution’s employees, 
sub-investigators, contractors and agents are 
obligated to these same terms of confidentiality 
and non-use. The terms of confidentiality and 
non-use set forth herein shall supersede any 
prior terms of confidentiality and non-use agreed 
to by the Parties in connection with this Study. 
The terms of this Agreement shall also be 
considered confidential information and may be 
disclosed only to the extent required by law or 
necessary for approval of this Study. 

 Poskytovatel 
informace poskytnuté Lilly i zástupci 

í 
m nebo Poskytovatelem v 

Smlou  let od 

není-

etické komisi, pacientovi nebo místnímu 
 

koukoliv jinou 
Poskytovatel to 

kové 
 práva, 

bude Poskytovatel 
 

 napadnutí 

tím Poskytovatel nebude v 
e

Poskytovatel je 
 

spoluz , dodavatelé a zástupci 
ho a/nebo Poskytovatel budou 

jném 

 charakter a 

Podmínky této Smlou

zákonem nebo v rozsahu nutném pro získání 
 

 
 Additionally, in the event Investigator is invited 

to be an author of a Lilly publication or 
presentation during the course of or after the 
conclusion of the Study covered by this 
Agreement, Investigator agrees that he will hold 
all new information (including data from other 
investigator sites for multi-site studies) provided 
to him by Lilly or Lilly-designated 
representatives, or generated by Investigator in 
connection with such authorship, in confidence 
for five (5) years from the date of such 
disclosure or the generation of information, as 
applicable. This obligation survives the 
expiration, cancellation or termination of this 

 Pokud bude  vyzván, aby se stal 
autorem publikace nebo prezentace 

Smlouvy,  
se  

studie), které mu poskytne spole

které   souvislosti s 
autorstvím, bude nakládat jako s 

v plat
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Agreement. 
 

Smlouvy. 

 The foregoing obligations of confidentiality and 
non-use will not apply to information that: 

 

které: 
    

(i) is or later becomes part of the public domain 
other than through an act or omission of 
Investigator or Institution; 

 

Poskytovatele nebo jícího; 
    

(ii) was known by Institution prior to disclosure by 
Lilly or becomes known from an independent 
source or third party under no obligation to Lilly 
or any other third party to keep such information 
confidential, as can be shown by prior written 
documentation; or 

 byly známy Poskytovateli 

stranou bez jakéhokoliv závazku zachovávání 

to lze 
dokumentací; nebo 

    
(iii) is independently developed, as shown by written 

documentation, by Institution or Institution’s 
personnel who did not have access to 
confidential information provided by Lilly.  

 byly získány nezávi Poskytovatele 

k 
 to prokazuje písemná 

dokumentace. 
    

D Data   
 

 Institution accepts that the data generated in 
connection with Study, excluding patient medical 
records not recorded as case report forms, raw 
source data, original medical records, “Source 
Documents” and “Source Data” as defined in 
ICH guidelines, other personal record and the 
Investigators personal notes shall be the sole 
property of Lilly and shall be subject to the 
obligations of Confidentiality and Non-Use set 
forth above in Article 1.C. Notwithstanding the 
obligations of 1.C set forth above. Institution 
shall have the right to use the data for their own 
internal non-commercial educational, research, 
quality assurance, and/or patient care purposes. 
 

 Poskytovatel 

hodnocení, nezpracované zdrojové 

dokumenty“ a „Zdrojové údaje“, jak jsou 

záznamy a osobní poznámky ho, 

a budou podléhat závazku zachovávání 

C . 
Poskytovatel 
své v

 
 

    
E  

 
  

 Institution represents and certifies that it has 
documented information security policies, 
standards and/or procedures in place to protect 
the confidentiality and integrity of confidential 
information, as well as certain protected health 
information as that term is defined under local 
privacy laws. Institution further represents and 
certifies that it has procedures and/or processes 
for identifying threats and vulnerabilities to their 
information system(s), and will train their 
personnel accordingly. Institution agrees that all 
personal data transferred to or stored on any 

 Poskytovatel 
za
standardy a/nebo postupy v oblasti 

jak 
je tento pojem definován podle místních 

Poskytovatel 
má zavedené postupy a/nebo procesy 
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mobile device, including but not limited to 
smartphones, laptop computers, compact discs, 
PDAs, thumb drives, backup tapes, and/or zip 
drives, shall utilize appropriate technical and 
organizational measures of personal data 
security, as defined by applicable laws and 
regulations. 

odpovídajícím 
pracovníky. Poskytovatel 

zahrnující ale neomezující se pouze na chytré 

PDA, flash disky, zálohovací pásky a/nebo 
vhodná technická a 

 a 
. 

    
F  

 
  

 Institution will be free to publish and present the 
results of Study subject to the following 
conditions: Lilly will be furnished with a copy of 
any proposed publication or presentation for 
review and comment thirty (30) days prior to 
such presentation or submission for publication. 
Such thirty (30) day period does not begin until 
receipt of the proposed publication or 
presentation at Lilly in Indianapolis, Indiana, 
USA. At the expiration of such thirty (30) day 
period, Institution may proceed with the 
presentation or submission for publication; 
provided, however, that in the event Lilly has 
notified Investigator or Institution in writing that 
Lilly reasonably believes that prior to such 
publication or presentation it must take action to 
protect its intellectual property interests, such as 
the filing of a patent application claiming an 
invention or a trademark registration application, 
Institution shall either (1) delay such publication 
or presentation for an additional sixty (60) days 
or until the foregoing action(s) have been taken, 
whichever shall first occur; or (2) if Institution is 
unwilling to delay the publication or 
presentation, Institution will remove from the 
publication or presentation the information which 
Lilly has specified it reasonably believes would 
jeopardize its intellectual property interests. 
Under certain circumstances, a shorter review 
period may be granted in writing by Lilly. 
Institution will assist Lilly in obtaining reprints of 
Investigator’s or Institution’s publication(s) 
resulting from Study. 

 Poskytovatel má m

odevzdáním k publikován

 v Indianapolis, 

ly 
mezitím mu nebo Poskytovateli 

nárok na vy
registraci ochranné známky, zavazuje se 
Poskytovatel 

ení, podle toho, co nastane 
) pokud nebude Poskytovatel 

ochote
Poskytovatel z publikace nebo prezentace 

o vl

období. Poskytovatel se zavazuje napomáhat 
 

ho nebo Poskytovatele 
studie. 

    
 Notwithstanding the foregoing, scientific 

conclusions and professional judgments 
regarding the results of a Study in any 
publication submitted by Investigator shall be 
determined solely by Investigator and will 
adhere to the policies and principles of the 
International Committee of Medical Journal 

 

studie 
,  m a 
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Editors and other major medical journals and will 
not be subject to censor or unreasonable control 
or delay by Lilly. 

(International Committee of Medical Journal 
Editors) 

 a 

Lilly. 
    

G    
 

 If during the course of Study or within one year 
after termination of this Agreement, Institution 
conceive or actually reduce the practice of what 
Investigator or Institution believe to be a new 
invention (including, without limitation, new 
uses, processes, formulations, therapeutic 
combinations or methods) occurring as a result 
of the performance of Study covered by this 
Agreement or involving Study´s drug(s), 
devices(s) or simple derivatives of Study´s drug 
(for instance, but not limited to, antibody 
fragments, analogs, salts, solvates, conformers, 
stereoisomers, racemic mixtures, amorphous 
forms, crystal forms, crystal habits, metabolites, 
prodrugs, free acids, chelates, complexes, 
synthetic intermediates, isotopic or radiolabeled 
equivalents or mixtures thereof), Investigator or 
Institution shall promptly notify Sponsor. 

  

Smlouvy Poskytovatel zformuluje nebo uplatní 

Smlouvy, o které se  nebo 
Poskytovatel do

hodnocen  ve studii nebo jednoduché 
deriváty v) hodnoceného / 

 protilátkové 
fragmenty, analogy, soli, solváty, konformery, 

formy, krystalické formy, krystalové struktury, 
metabolity, pro-
komplexní 

zadavatele.  
    

 
 The new invention or use shall be the sole 

property Lilly. As such, Institution and 
Investigator hereby assign the exclusive 
ownership of any such Invention to Lilly. 

 
 

Poskytovatel é 
vlastnictví jakéhokoliv takového vynálezu 

Lilly. 
    
 Unless explicitly provided otherwise in this 

Agreement, Sponsor retains all rights granted or 
acknowledged on the basis of any legislation 
relating to patents, copyright, trademarks or 
industrial designs and any other laws governing 
intellectual and industrial property, whether or 
not registered, including rights to any use of the 
above (hereinafter referred as “Intellectual 
Property Rights”) with respect to results of 
Clinical Trial, the tested compound, confidential 
information and the Protocol and anything 
derived from them or with respect to their 
improvement or use, as well as to any other 
work, discovery, invention (whether or not 
patentable), trademark, industrial design or any 
other matter eligible for any protection based on 
Intellectual Property Rights (hereinafter referred 
as “Intellectual Property”), disclosed or 
otherwise provided by Lilly to Institution, its 
personnel and/or Investigator hereunder. All 

 Není-li v této Smlou

, 

du

informacím a Protokol

po
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Intellectual Property rights are governed by the 
laws of the jurisdiction of their origin. 

personálu a/nebo 
této Smlouvy. V

takové právo vzniklo. 
    
 The Intellectual Property rights to any 

Intellectual Property discovered or created by 
Investigator and/or personnel of Institution, 
whether independently or together with a third 
party, during the course of performance of this 
Agreement, including Intellectual Property 
relating to the tested compound, Clinical Trial 
and the Protocol, results recorded during 
Clinical Trial and/or any data, information or 
results obtained as a result of independent work 
or cooperation of the Parties as part of Clinical 
Trial (hereinafter referred as “Inventions”) shall 
be deemed the exclusive and vested property of 
Lilly. 

 
 v

m a/nebo personálem 

této Smlou

klinického hodnocení, Protokol

prací stran na klinickém hodnocení (dále jen 
dní a 

nezcizitelné vl  
    
 Should, based on applicable laws and 

regulations, any Intellectual Property rights to 
Inventions accrue to Institution, its personnel, 
including Investigator and/or Institution as the 
employer of Investigator or any member of the 
personnel exercising proprietary copyright of 
such person/entity as an author, Institution 
hereby transfers all transferrable Intellectual 
Property rights to any Inventions (in particular, 
the right of Institution to exercise proprietary 
rights to works of authorship) to Lilly. In the 
event that the character of the Intellectual 
Property rights makes it impossible to transfer 
any or all of these rights in the above manner, 
Institution hereby grants an explicit, exclusive, 
irrevocable and royalty-free license to Lilly for 
use and, to the extent permitted by applicable 
laws, exercise of any Intellectual Property rights 
to Inventions. Notwithstanding the above, 
Institution hereby agrees that Lilly has the right 
to grant a sublicense or transfer the license 
granted to it hereunder to a third party. 
Institution shall immediately inform Lilly of any 
Inventions in writing and shall provide Lilly with 
information and assistance as may be 
reasonably required by Lilly for exercise of its 
rights hereunder. Should any mandatory 
provisions of applicable laws of the given 
jurisdiction provide for the right of Institution, its 
personnel and/or Investigator to demand 
compensation for granting a license and/or for 
any commercial use of such Inventions by Lilly, 
the Parties shall agree upon a commercially 
adequate amount of compensation based on the 
contribution of each party to the creation of the 
respective Invention taking into account the 
established practice common in the industry in 

 Pokud by na zák

Poskytovateli, jeho personálu, 
ho a/nebo Poskytovatele 

jícího nebo 

majetková autorská práva takové osoby 
Poskytovatel 

právo Poskytovatele vykonávat majetková 

Poskytovatel 
v neodvolatelnou a 

kon 

Poskytovatel lly 

Poskytovatel bude spo

Smlouvy. Pro 

Poskytovatele, jeho personál a/nebo 

poskytnutí licence a/nebo za jakékoliv 
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such matters. zákl
daného vynálezu a s ohledem na zavedené 
postupy, které jsou v 

 
    

H    
 

 Consistent with the obligations of set forth above 
in Article 1.C, Institution agrees to the following: 

 V 
1.C Poskytovatel s následujícím: 

    
(i)    

 Lilly and ERB must approve, in writing, the text 
of any communication soliciting patients for 
Study before placement, including, but not 
limited to, newspaper and radio advertisements, 
direct mail pieces, internet advertisements or 
communications, and newsletters. Such 
communications must comply with applicable 
laws and guidelines. 

 S
h 

ích 

i. 
    

(ii) Press releases.    
 Lilly must approve, in writing, press statements 

by Investigator or Institution regarding Study or 
Study´s drug(s) before the statements are 
released. 

 isková 
Poskytovatele nebo ho, 

 
    

(iii)    Dotazy sd
 

 During and after Study, Institution may receive 
inquiries from reporters or financial analysts. 
Institution agrees to confer with Lilly’s Research 
Physician or M
s.r.o., Po , 
Czech Republic (tel. 234 664 111), or Lilly’s 
Corporate Communications Department in the 
United States at (001-317-276-3402) to discuss 
such inquiries before responding to them. 

 V 
t Poskytovatel dotazován ze strany 

Poskytovatel 
bude na takové dotazy odpovídat, poradí s 

zadavatele nebo s vedoucím lék
 

394/12, Praha 8, 180 00  (tel. 

-317-276-3402). 
    

(iv)     
 Neither Lilly nor Institution will use the name or 

names of other party or another party’s 
employees in any advertising or sales 
promotional materials or in any publication 
without prior written permission; provided, 
however, Institution agrees to the use of their 
name in Study´s publications and 
communications, including clinical trial web sites 
and Study´s newsletters and Institution shall 
ensure that the names of other persons 
participating in Study which are employed in 
Institution or have similar relationship to 
Institution may also be used in these materials 
and that Lilly may disclose their names and the 
names of any sub-investigators, their business 
contact information, types of services performed 

 Lilly a Poskytovatel 
jméno nebo jména jiné Smluvní strany nebo 

, 

svolení,  tím, Poskytovatel souhlasí, 
název/  

v 
ostatních osob podílejících se na studii, které 
jsou v obdobném 
vztahu k Poskytovateli, a 

 jména 
spoluz ch, jejich kontaktní obchodní 
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by Institution and Investigator and and/or any 
sub-investigator for Lilly under this Agreement, 
existence and terms of this Agreement, and 
amount of compensation paid in exchange for 
Institution’s and Investigator’s services or the 
services of any sub-investigator, in order to 
comply with applicable laws and regulations. 
Institution is responsible for ensuring that 
Institution’s and/or Investigator’s sub-
investigators have consented to these same 
terms of disclosure. 

údaje, 
Poskytovatelem a m a/nebo 

iv spoluz m 
Lilly podle této Smlouvy, existenci a podmínky 
této Smlouvy a 

Poskytovatele a 
kteréhokoliv spolu

 právních 
Poskytovatel 

spolu
Poskytovatele a/nebo ho souhlasili 
s í informací. 

    
   . 
 The Sponsor 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 
Civil Code), because general access to such 
information could have material impact on the 
economic results and the market position of the 
Sponsor. The Institution and the Investigator 
confirm that they also consider the information 
included in the first sentence to be significant 
information and undertake to maintain this 
information confidential pursuant to this 
Agreement. 

  po
 

ho, pojistná Smlou
klinického hodnocení a Protokol klinického 

ve smyslu zákonné definice obchodního 
tajemství (§ 504 zákoníku), neb

 
 Poskytovatel a 

 

souladu s touto Smlouvou. 

    
 

 
  Smlou . 

 The Parties have agreed that for publication of 
the Agreement under Act No. 340/2015 Coll., on 
Special Prerequisites for the Effectiveness of 
Certain Contracts, the Publication of Those 
Contracts, and the Register of Contracts, as 
amended, the Parties shall proceed in 
accordance with this Agreement. Prior to the 
publication of the Agreement, all provisions and 
Exhibits of the Agreement identified as a trade 
secret by the Lilly, 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 Institution. 
 
Prior to the signature of the full version of the 
Agreement, the Sponsor will provide the 
Institution with a version of the Agreement 
modified 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, as 
amended. Institution will publish the modified 
Agreement version within 10 business days of 

 Smluvní i 
Smlou

smluv, budou 
postupovat v souladu s touto Smlouvou. d 

Smlou
Smlou

jako obchodní tajemství 
a údaje, které se podle 

Smlou

provedeno Poskytovatelem.  
 

Poskytovateli 
modifikovanou verzi Smlou

 registru smluv, dle zákona  

smluv a o registru smluv  
 

verze Smlouvy. Poskytovatel 
modifikovanou verzi Smlou

10 pracovních 
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the signature by Institution at the latest. In case 
Institution does not publish the Agreeement 
within the above period, the Sponsor is entitled 
to publish the Agreement on their own behalf. 
 
The value of this Agreement for the purpose of 
publishing in the Contracts Register is 
approximately 390 000,- CZK for all expected 
patients who undergo all study visits defined by 
the Study protocol. 

Smlouvy Poskytovatelem -li 
Poskytovatel Smlouvu v dohodnutém termínu, 

Smlou  sám. 
 
 
Hodnota Smlou
v iní odhadem 390 000,- za 

 
 

Protokolem. 
 
 

I    
 

 Institution agrees that neither Institution nor 
anyone from its employees including 
Investigator are not and have not been debarred 
or disqualified from participating in clinical 
research by the Regulatory Body of the Czech 
Republic, any United States regulatory authority 
or by any other regulatory authority, and 
Institution 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 any person involved 
in Study should become debarred or disqualified 
during the course of Study, Institution agrees to 
promptly notify Lilly in writing. 
 
 

 Poskytovatel e Poskytovatel ani 
nikdo z ho 

 
klinickém 

Poskytovatel 

souvislosti s 
 

kterákoliv osoba podílející se na této studii 

Poskytovatel 
 

 
J    

 
 Lilly will not provide or lend any device, 

equipment, or any other assets for Study 
purposes. 
 

 

 
 
 

II LILLY SUPPORT  PODPORA LILLY 
    
 Lilly shall inform the State Institute for Drug 

Control and ethical committees for multi-center 
studies on commencement of the Clinical Trial 
within 60 days of its actual commencement 
pursuant to Sec. 55 (8) of the Act on Drugs and 
Sec. 15 of Decree No. 226/2008 Coll., on Good 
Clinical Practice, as amended. Lilly shall submit 
reports on the course of the Clinical Trial to 
relevant bodies every 12 months during the 
entire course of Clinical Trial pursuant to Sec. 
58 (8) of the Act on Drugs. 

 Lilly bude informovat Státní ústav pro kontrolu 
é studie 

né klinické 
Lilly 

hodnocení, v souladu s ust. § 58 odst. 8 
 

    
 Lilly will provide Institution with Study drug(s). In 

addition, Lilly or Lilly-designated representative 
will provide financial support for Study as 
follows: 

 Lilly se zavazuje poskytnout 
Poskytovateli e 
Lilly nebo zástupce illy 
poskytne 
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A Payee   

 
 Payment in connection with Study will be made 

to the Payees stipulated in Exhibit 1.B – 
Supplier Information Form (SIF). 

 Platba v 
– 

Poskytovateli (SIF). 
    
    

B    
 

 In connection with Study, Institution will be paid 
in accordance with the terms set forth in the 
budget (“Budget”), attached hereto as Exhibit 1. 
For those amounts designated for patient 
services, Institution will receive payment only for 
data received based on the actual number of 
visits and procedures performed in accordance 
with the agreed upon procedure fees outlined in 
Budget.  
 

Study 
, at the latest unless Lilly has 

given Institution written approval to enroll 
additional patients or extend the enrollment 
period. In the event that such approval is 
granted, Institution will be paid in accordance 
with the fees set forth in Budget for the 
additional patients.  
 

 V souvislosti se studií bude Poskytovateli 
pojeného k 

této Smlou
 

Poskytovatel 

 

pro  
 

do studie do , 
pokud Lilly nedá Poskytovateli 
souhlas se 
s 
V 
Poskytovatel 
stanovené v  
 

 Increases to invoiceable expenses shall only be 
paid upon advance, written approval from Lilly. 
Budgeted line item amounts represent the 
maximum payable amounts unless such 
advance, written approval is obtained. 
 
 
 
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. 
 

  
 budou uhrazeny 

Pokud 

p  
. 

 

provedením ch 
proce Protokolem nebo 

, které 
jak nesouvisejí se základní diagnózou 

, budou Lilly 

 
 mi náklady za 

 
    
 Payment will be made in Czech crowns. The 

VAT rate is governed by enforceable laws at the 
time of issuance of the invoice. Payment is 
payable within 30 days after the invoice´s 
delivery. 
 
 
 

 Platba bude provede na v 

faktury. 
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All invoicing data and notices to the Institution 
shall be sent to  

 
 
In addition, without affecting the above, 
payments for the services provided by 
Department of Radiology (RDG) of the 
Institution will be done quarterly, where 
applicable.  
 
A representative of RDG  

 together with CDC 
will quarterly prepare a summary of procedures 
conducted by RDG to be paid by invoice as 
outlined in the budget (Exhibit 1 to this contract). 
This summary will be sent to the Department of 
Finance of the Institution, who will generate an 
invoice based on this summary and send it to 
sponsor in compliance with instruction outlined 
in this Agreement. 

Poskytovateli budou zaslána: 
 

 

RDG) 
Poskytovatele  
 
 

Smlou
 Poskytovatele, 

Smlou . 
    
 To be eligible for payment, all procedures must 

be performed in full compliance with Protocol 
and this Agreement, and the data submitted 
must be complete and correct. For data to be 
complete and correct, each patient must have 
signed an ERB-approved consent document, 
and all procedures designated in Protocol must 
be carried out on a “best efforts” basis; 
omissions must be satisfactorily explained. Final 
payment will be made by Lilly or Lilly’s 
representative to the payee when all patients in 
Institution have completed Study and upon final 
acceptance by Lilly and/or Lilly-designated 
representative of all CRFs pages, all data 
clarifications issued, the receipt and approval of 
any outstanding regulatory documents as 
required by Lilly and/or Lilly’s representative, the 
return of all unused supplies to Lilly, and upon 
satisfaction of all other applicable conditions as 
set forth in this Agreement. It is expected that for 
all items required under Protocol for which Lilly 
has agreed to provide compensation, Lilly will be 
the sole source of compensation, whereas Lilly 
may provide this payment by its designated 
representative. Institution will not seek payment 
from any third party payer, whether public or 
private, for any costs covered by payments 
made by Lilly or Lilly designated representative 
under this Agreement. 

 

Protokolem a touto Smlou

podepsat dokument o informovaném souhlasu 

Protokol
 

opomenutí 
Lilly nebo  provede 

u 
Poskytovatele  

Lilly 
a/nebo zástupcem 

Lilly a/nebo 
zástupcem s i 

a 
Smlouvou. 

Protokol Lilly 
zavázala hradit, bude 
této úhrady s rovést tuto 

ho zástupce. 
Poskytovatel 

 
 

Lilly nebo zástupcem 
 Smlouvy. 

    
 Payments for Study will be disbursed on the 

basis of budgeted and received data. 
 

 
    
 When Institution’s data is reviewed on an on-site  Ve chvíli, kdy budou údaje Poskytovatele 
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scheduled visit by Lilly or Lilly-designated 
representative, Institution will have all 
reasonably available data obtained through the 
preceding day complete and ready for 
evaluation. Lilly reserves the right to refuse 
payment for data not received by Lilly within ten 
(10) days after the representative’s review. 

zástupce 

se Poskytovatel 

ocení. Lilly si vyhrazuje 
právo odmítnout platbu za údaje, které 

zástupcem. 
 

 In addition, if Lilly requests the attendance of 
representatives of Institution, Investigator or 
other site Study personnel at a Study startup 
meeting or other meeting necessary to provide 
information regarding Study or Study´s drug, 
Lilly or Lilly-designated representative shall 
reimburse Investigator or other site Study 
personnel for reasonable and necessary travel, 
lodging and boarding expenses incurred to 
attend such meeting(s) that have been 
specifically approved in advance by Lilly. Lilly or 
Lilly–designated representative shall make such 
reimbursements within thirty (30) days of 
receiving acceptable detailed documentation of 
such expenses, provided that Lilly or Lilly’s 
representative receives such documentation 
within sixty (60) days from the date that the 
expenses were incurred. 

 
Poskytovatele, ho nebo 

 na zahajovací 

setkání nezbytném pro poskytnutí informací, 

Lilly nebo 
Lilly mu nebo 

 y 

Lilly Lilly nebo její 
zástupce  v 

Lilly nebo její zástupce tuto 

 
    

C    
    
 Lilly in compliance with the provisions of Section 

58 par.2, Act. No. 378/2007 Coll., on Drugs, as 
amended, has provided for the entire period of 
conducting the Study, contractual insurance for 
its own liability, the main investigators, the 
investigators if established,for the harm caused 
to the subject of the trial as a result of 
conducting a clinical trial, which also guarantees 
indemnity in the case of a subject’s death or in 
the case of a subject’s harm to health arising out 
of making Clinical Trial. Copy of the Insurance 
Contract/Insurance Certificate is attached hereto 
as the Exhibit 6 of the Agreement.  
 

 § 58 odst. 2 

Klinického hodnocení smluvní 
Zkou ch, jsou-

li ustaveni, a ch za újmu vzniklou 

klinického hodnocení. 
 

hodnocení nebo v 
subjektu hodn
studie. Kopie pojistné Smlouvy/pojistného 
certifikátu Smlouvy.  

 Lilly agrees to reimburse Institution for the 
following additional costs: 

 Lilly se zavazuje uhradit Poskytovateli 
é náklady: 

    
(i) all reasonable and customary costs incurred by 

Institution with the diagnosis of an adverse 
event involving Study´s drug or a Protocol 
procedure incurred by Institution and 
Investigator and Study personnel; and 

 yklé náklady 

Protokolu, vzniklé Poskytovateli 
a mu a jeho studijnímu personálu; a 

    
(ii) all adequate and customary costs reasonably 

incurred in relation to healh care of the subject, 
if Lilly determines after consulting with 
Investigator that the adverse event was 
reasonably related to administration of Study´s 

 
é náklady spojené s 

se m rozhodne
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drug or Protocol; provided, however, that: Protokolu, 
 

    
 A) such costs are not covered by the subject’s 

medical or hospital insurance or other 
governmental program providing such coverage; 

 

zahrnujícím toto pojistné krytí, 
    
 B) the adverse event is not attributable to the 

negligence or misconduct of Investigator or 
Institution or any Investigator or Institution 
agents or employees; 

 

ho nebo Poskytovatele nebo ze 
 

    
 C) the adverse event is not attributable to any 

underlying illness, whether previously diagnosed 
or not; and 

 
jinému doprovodnému onem

 
    
 D) Investigator and Institution have adhered to 

and complied with the specifications of e 
Protocol and all recommendations furnished by 
Lilly for the use and administration of any drug 
or device used in Study, provided that deviations 
from the Protocol and recommendations 
resulting from an imminent threat to the health 
or safety of a Subject that do not cause the 
injury to the Subject will not disqualify Institution 
from reimbursement under this provision. 

 D)  a Poskytovatel eli a splnili 
specifikace uvedené v Protokol

 s 
od Protokolu a dopor  ohledem 
na 

subjektu újmu, nebudou Poskytovateli bránit 
v získání úhrady podle tohoto ustanovení. 

    
 Lilly shall have the option of paying the 

additional costs directly to the Institution. 
 Lilly 

Poskytovateli. 
    

D 
Study  

 
 

    
 Lilly reserves the right to limit entry or enrollment 

of additional patients in Study at any time. This 
may occur in a competitive-enrollment Study 
because sufficient patients have been entered 
by other investigators to complete the needs of 
Study. Lilly also reserves the right to terminate 
Investigator’s, Institution’s or any patient’s 
participation in Study or Study itself at any time 
and for any reason. Institution may terminate 
this Agreement upon thirty (30) days written 
notice in the event (i) there is a breach of a 
material provision of this Agreement by Lilly, 
which breach is not cured by Lilly as applicable 
within ninety (90) days following receipt from 
Institution of a written notice thereof; (ii) if 
Investigator becomes unavailable due to death 
or disability and Lilly, Institution and/or 
Investigator are unable to agree upon an 
acceptable replacement; or (iii) if the 
authorization and approval to perform Study is 
withdrawn by any local regulatory authority, any 
United States regulatory authority or by the 
ERB. 

 Lilly si vyhrazuje právo kdykoliv omezit vstup 

 

Lilly si také vyhrazuje 
právo kdykoliv 

Poskytovatele nebo ho nebo 

samotnou. Tuto Smlou Poskytovatel 
  

 
k poru Smlouvy 
ze strany Lilly Lilly 

písemného oznámení ze strany Poskytovatele 
 

úmrtí 

Poskytovatel a/nebo  se nebudou 
ebo 

dejmou 
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 In the event Investigator’s or Institution’s 

participation in Study or Study itself is 
terminated, Institution agrees to return all Study 
drug(s) to Sponsor or dispose of them in 
accordance with instructions to be provided by 
Lilly and regulatory requirements. In the event 
Study is terminated, Institution undertakes to 
enable Sponsor access to the site and 
documentation for Study so that the site could 
be duly closed and evaluated. 

 Poskytovatele nebo 
ho ve studii nebo studie sama bude 

Poskytovatel 

pokyny Lilly 
 studie se 

Poskytovatel 
 dokumentaci 

 
    
 In the event of termination, payments will be 

made for all work that has been performed up to 
the date of termination and shall be limited to 
reasonable non-cancelable costs which were 
incurred by Institution in connection with Study, 
as required under Protocol and contemplated in 
the Budget. If an Advance or other payments 
exceed the amount owed for work performed 
under Protocol, Institution agrees to return the 
excess balance to Lilly or Lilly-designated 
representative. 

 

í. Tyto platby budou 
né náklady 

Poskytovatele vzniklé v souvislosti se studií, 
Protokolu a jak se s 

Poskytovateli 
í za práci vykonanou podle Protokolu, 

souhlasí Poskytovatel  Lilly 
 

    
III DATA PRIVACY AND SECURITY  

 
 

(1) 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 Institution is processing 
personal data as governed by the Agreement. 
Institution 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 

 
povinnosti z této Smlouvy stanoví 
Lilly, , 

. Poskytovatel zpracovává osobní údaje 
tak, jak je upraveno touto Smlouvou. 
Poskytovatel vede písemné záznamy o 

 

– -
. 

    
(2) Institution shall promptly notify Lilly in the event 

Institution breach the terms and/or obligations 
contained in this Section or become aware of 
such breach. 

 Poskytovatel 

 
    

(3) Lilly and Institution 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 as required by Applicable 
Law. 

 Lilly i Poskytovatel budou 
realizovat komplexní program ochrany a 

 v souladu s 
podmínkami této Smlouvy, v

. 
    

(4) Lilly and Institution agree that, as between them, 
Institution is best able to manage requests from 
data subjects for access, amendment, transfer, 

 Poskytovatel souhlasí s tím, 
Poskytovatel je z nich nejlépe vybaven k 
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blocking, or deletion of personal data. Institution 
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. 

Poskytovatel bere 
 

 

v souladu s p . 
    

(5) Data Protection Impact Assessment.  
The Institution 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. 

 
Poskytovatel bude spolupracovat se 
spole
jakémkoliv posuzování vlivu na ochranu 

 
konzultacích se státními orgány, které mohou 

této Smlouvy. 
    

(6) Security Incidents.   
 (a) Notification of Security Incidents. The 

Institution agrees 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) 
Poskytovatel se zavazuje 

o poskytnutí informací o takovém 

mohla 
právních p
povinnosti, a aby tyto povinnosti mohla 
splnit. 

    
 (b) Institution agrees to indemnify Lilly for 

all losses resulting from any security 
incident due to negligence or willful 
misconduct by Institution, its agents, its 
affiliates, or any Processor retained by 
Institution, including but not limited to 
legal damages, government penalties, 
and/or mitigation expenses. 

 (b) Poskytovatel 

 jaké
  

nedbalosti nebo úmyslného jednání 
Poskytovatele

zpracovatele ho 
Poskytovatelem

aje na 
. 

    
(7) Site Personnel Data   

    
 Lilly may collect personal information from 

Investigator and Institution personnel including 
but not limited to names, titles and business 
contact information (“Site Personnel Data”), and 
may provide that information to Lilly’s business 
partners and vendors working with Lilly on 
matters related to Study to fulfill the purposes of 
Study and other business activities of Lilly, 
including: 

 Lilly  
m a pracovnících Poskytovatele, 

zejména informace o jménech, funkcích a 
pracovních kontaktech (dále jen „údaje o 

 centra“), a mohou 
tyto údaje poskytnout obchodním partne

 ní 

 
    

(i) Compliance with applicable laws and regulations 
regarding possible financial conflicts of interest; 
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(ii) Assessment of qualifications to conduct Study;  posouzení tudie; 

    
(iii) Quality control and Study management; and   

    
(iv) Disclosures to ERBs, Ethics Committees or 

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

 

dozoru v 
 rámci 

studie. 
    
 As part of Lilly’s legitimate interest in improving 

the conduct of its research studies, Site 
Personnel Data may, subject to consent of the 
personnel, also be aggregated with data from 
other Lilly sources and evaluated for business 
decisions including those involving future 
research.  
 
 
Investigator and/or site personnel whose Site 
Personal Data are processed for this specific 
purpose may object to such processing by 
contacting Lilly as specified below. 
 
 
Lilly may store or process such Site 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 Site 
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 Site 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. 

 
ní 

údaje o 

 údaji z 

obchodních rozhodnutí, v
 

 
 

mohou proti takovému zpracová
ly námitky. 

 

centra v 
v 

obchod
  

zemí mimo EU, které podle Evropské komise 
neposk
o

 
    
 Investigator and Institution personnel may have 

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

  a pracovníci Poskytovatele budou 
 teré byly 

 údajích, pokud 
jsou v  

    
 Under certain circumstances, Investigator, and 

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

 stí mají  a 
pracovníci Poskytovatele 
omezení zpracování 

mají také právo na 

 k 
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 By signing this Agreement, Lilly delegates to 
Institution, and Institution agrees to obtain the 
permission/fulfill notice requirements, per 
applicable privacy laws, of their personnel for 
Lilly’s collection, transfer and use of the Site 
Personnel Data for the purposes described in 
this section. 

 Smlouvy 
Poskytovatele – a Poskytovatel 
s souhlasí –  

 
svolení se 

popsané v 
 souladu s 

 
    
 Institution may contact Lilly with inquiries 

regarding Lilly’s collection or use of Site 
Personnel Data. Lilly agrees to comply with all 
applicable laws and regulations regarding Lilly’s 
use of Site Personnel Data. 

 Poskytovatel 
Lilly s d

Lilly se zavazuje 

osobních 

ly. 
    

IV INDEMNIFICATION AND INSURANCE  Í  
    

A In connection with the performance by Institution 
and Institution’s staff, officers, agents and 
employees, including Investigator 
(“Indemnitees”) of Study and always only based 
on a final decision of a competent authority or 
extrajudicial settlement approved in advance by 
Lilly, Lilly agrees to indemnify, defend and hold 
harmless Indemnitees from and against 
detriment, damage, cost and expense of claims 
and suits (including reasonable attorneys’ fees) 
resulting from a detriment to a patient seeking 
compensation for detriment alleged to have 
been directly caused or contributed to by any 
substance or procedure administered in 
accordance with Protocol, including the cost and 
expense of handling such claims and defending 
such suits; provided, however, 

 
Poskytovatele a jeho personálu, vedoucích 

 osoby“), a 

imosoudního 

m a 

 

Protokolu 
Protokolu 

 

procesech, : 
    

(i) that Indemnitees have adhered to and complied 
with all applicable national, state and local 
regulations (including, without limitation, 
obtaining informed consents and ERB 
approvals), the specifications of the Protocol 
and all recommendations furnished by Lilly in 
the form of a written amendment for the use and 
administration of any drug or device described in 
Protocol; 

 

Protokol

uvedeného v Protokolu; 
    

(ii) that Lilly is promptly notified of any such claim or 
suit; 

 
 

    
(iii) that Indemnitees cooperate fully in the 

investigation and defense of any such claim or 
suit;  
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(iv) that Lilly shall have the right to coordinate with 

Indemnitees defense of the lawsuit in any 
manner it deems appropriate and in manner 
which does not damage the interests of 
Institution, including the right to retain counsel of 
its choice  

 
s 

zájmy Poskytovatele si 
 

    
(v) that Lilly shall have the sole right to settle the 

claim or suit; provided, however, that Lilly shall 
not admit fault on Indemnitees’ behalf without 
Indemnitees’ advance written permission. 

 
 

osob, 
 

    
 Lilly’s obligation of indemnification shall not 

extend to any detriment, damage or expense 
arising from (i) failure by Indemnitee to comply 
with this Agreement, Protocol or any other 
written instruction delivered by Sponsor or on 
Sponsor’s behalf in the form of a written 
amendment, or with applicable laws and 
regulations, or (ii) negligence, willful 
malfeasance, unlawful act, omission or 
malpractice by Indemnitees, it being understood 
that the administration of any substance in 
accordance with Protocol shall not constitute 
negligence, willful malfeasance or unlawful act 
or malpractice for purposes of this Agreement. 

 
akoukoliv újmu, 

této Smlouvy, Protokolu nebo jakéhokoliv 
jiného písemného po

 zadavatele 

ebo (ii) 
nedbalosti, úmyslného protiprávního jednání, 
nezákonného úkonu, opomenutí nebo 

y 

Smlouvy se podávání jakékoliv 
látky v souladu s Protokol
nedbalost, úmyslné protiprávní jednání, 

 
    
 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. 

 
ínek 

Protokol

etické komise), nebo jakékoliv odchylky od 
Protokolu, které jsou nezbytné k ods

dii, nejsou 
Protokolu nebo 

Protokolu podle tohoto 
ustanovení. 

    
 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 Institution. 

 
pojistnou smlouvu ne

Poskytovateli 

 
  

 
  

V SURVIVORSHIP CLAUSE  
USTANOVENÍ 

    
 The obligations under Sections INSTITUTION 

OBLIGATIONS, PRIVACY DATA AND 
 Povinnosti podl

POSKYTOVATEL
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SECURITY, SUBJECT INJURY 
REIMBURSEMENT and INDEMNIFICATION 
AND INSURANCE shall survive expiration, 
termination or cancellation of this Agreement.  
 
Institution shall promptly notify Lilly in the event 
Institution breach any of the terms and/or 
obligations contained in this Agreement or 
become aware of such breach. 

 

Smlouvy. 
 
Poskytovatel bude spole  
informovat v 
z 
v této Smlou

. 
    

VI ASSIGNMENT  POSTOUPENÍ 
    
 Institution shall not assign, transfer or otherwise 

delegate any of its obligations under this 
Agreement without Lilly’s prior written consent in 
each instance. Institution acknowledges that 
Lilly will have the right to assign this Agreement 
to any of its affiliates, to a contract research 
organization in connection with the transfer of 
sponsor obligations, or in connection with a 
merger or other corporate reorganization, or 
otherwise in connection with the transfer of all or 
substantially all of Lilly’s assets that bear on the 
Study drug(s) or device(s) 

 Poskytovatel 

Smlou

. Poskytovatel bere na 
 mít právo 

tuto Smlouvu post

o majetku 

). 
    

VII AMENDMENTS  DODATKY 
    
 This Agreement may be amended by an 

instrument in writing signed by the Parties to this 
Agreement, pursuant to the terms of Payment 
Schedule or as otherwise agreed by the Parties. 
Amendments may be required or requested in 
order to document changes or modifications to 
the Protocol, the Study Budget and/or Institution 
or Investigator information. Institution shall use 
it´s 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. 
 

 Tuto Smlou
Smlouvy, 

podle podmínek harmonogramu plateb nebo 
 

Protokolu, 
rozpo
Poskytovateli m. Poskytovatel 

k této Smlou
zkontrolovalo 

 
 

    
VIII INDEPENDENT CONTRACTOR  POSKYTOVATEL 

    
 Institution, and Lilly will be acting as 

independent contractors and not as an agent, 
partner or employee of the other party. Neither 
Institution, nor Lilly will have any authority to 
make agreements with third Parties that are 
binding on the other party. 
 
 

 Poskytovatel i Lilly budou jednat jako nezávislé 
Smluvní strany, nikoliv jako zástupce, partner 

Poskytovatel 
ani Lilly 
uzavírat s Smlouvy, které by 
byly závazné pro druhou stranu. 

 By signing this Agreement, Institution represents 
and warrants that it has the authority and ability 

 Podpisem této Smlouvy Poskytovatel 
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to or will otherwise contractually bind any 
individual or entity who performs services for 
Institution in connection with Study hereunder to 
the terms and conditions of this Agreement. This 
Agreement is legally binding when, but not until, 
each party has received from the other a 
counterpart of the Agreement signed by the 
authorized representative. The Parties’ 
representatives may sign separate, identical 
counterparts of this document; taken together, 
they constitute one agreement. 

Poskytovatele v souvislosti se studií podle této 
Smlouvy a za podmínek touto Smlouvou 

Smlou

S
druhé Smluvní strany vyhotovení Smlouvy 

Zástupci 
Smluvních stran mohou podepsat samostatná 
identická vyhotovení tohoto dokumentu, která 

Smlouvu. 
    

IX FINAL PROVISIONS  Z  
    
 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 
relationships 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 the 
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. 

 Tato Smlou

Smlouvy. Strany se dohodly
Smlou

Smlouvou 

ku. Smluvní 
studie si 

Smluvních stran. K 

oluprací podle 
orgány 

 

    
 Notwithstanding other provisions regarding 

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

 
této Smlou  této Smlou
Lilly Smlouvu 

z
 

z 
 souvislosti s 

 

v souladu s 
Správnou klinickou praxí. 

    
 Parties to this Agreement confirm that remaining 

organizational and financial details which are not 
regulated by this Agreement related to 
conducting a Clinical Trial will be regulated by 
the separate contract between Lilly and 
Investigator.  

 Smluvní stra

touto Smlouvou související s 
studie budou upraveny v samostatné Smlou
mezi Lilly a m.  

    
 This Agreement has been translated into a  Tato Smlou
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bilingual format in both English and Czech. In 
the event of inconsistency or discrepancy 
between the English language version 
and the Czech language version of this 
Agreement, the Czech language version shall 
prevail. The Agreement is made in two copies. 
Each party to the Agreement will receive one 
copy. The Agreement becomes valid on the date 
of its signing by all Parties to the Agreement and 
becomes effective on the day of its publication in 
the Contract Register. 

 

anglickou verzí Smlou
verze. Tato Smlouva je vyhotovena ve dvou 

jednom vyhotovení. Smlou platnosti 
dnem po Smluvními stranami, 

 registru 
smluv. 

    
 Section 557 of the Civil Code is not applicable 

for interpretation of this Agreement. 
 Smlouvy se ust. § 557 

 
 

 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, or by telefax transmission, addressed 
as follows: 

 Oznámení dle této Smlou

ou, expresní 

adresy: 
 

    
   i  
  

ka  
Budínova 67/2, 180 81 Praha 8 - , Czech Republic 

 
 
 Attention/k rukám:  

Telephone:  E-mail:   
 
    
    

 
  

Island House, Eastgate Road, Eastgate Business Park, Little Island, Cork,  
Ireland 

Attention/ k rukám:  
Telephone:  

E-mail:   
 

 
 
 

    
    
 Exhibit 1: Budget 

Exhibit 2: Lilly Policies Regarding Authorship of 
Publications 
Exhibit 3: Approval of the State Institute for 
Drug Control 
Exhibit 4: Approval of the Ethics Committee for 
Multicentrics Trials 
Exhibit 5: Approval of the Ethics Committee of 
the Institution 
Exhibit 6: Copy of Contract of 
Insurance/Insurance Certificate 

  

autorství publikací 

 
oha 4: Schválení Multicentrické etické 

komise 

Poskytovatele 
Smlouvy/pojistného 

certifikátu 
 

 Parties to this Agreement confirm that it was 
agreed no under disadvantageous terms 
that they have read it before execution and 

 Smlouva nebyla 
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agree herewith, and in witness of their 
agreement with its wording they attach their 
signatures hereto. 

své podpisy. 

  
 
 

  

 
 Eli Lilly Cork Limited  

________________________________            ________________________ 
           Date/Datum: 

 
 
 
 
 

 

    
  

 
  

 
 

  
  

 
 
 
 
________________________________ 
MUDr.  
n  / 
Deputy for Science, Research, Grant Activities and Development, based on authorization 
 
 
 
Date/Datum: ________________________ 
 
 
 
 

Digitally signed 
 

Date: 2022.08.08 
13:58:57 +01'00'

MUDr. Lívia 
Ve e ová

Digitáln  podepsal  

Datum: 2022.09.21 17:56:30 +02'00'
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 1    1  
    
 1) Payment will be made as of paragraphs II.A and 

B hereof. 
 1) Platba bude provedena podle odstavce II.A a B 

této Smlouvy. 
 2) The fee per patient covers all necessary work 

performed in the trial. No extra payments will be 
made after the completion of the trial. 

 
nutnou práci ve studii. Po ukon
vypla  

 3) Payment scheme for individual visits per patient:   3
jednoho pacienta: 

    
    

 
 

 
 

  
– 

 
 

 
Enclosed: BDF of the following payment recipient(s): 
 

- ka (Institution) 

 Smlou
b: 

 
- ka (Poskytovatel) 

 
 
 

 
 

 

  
 

issued  to  
 
Eli Lilly Cork Limited 
Island House 
Eastgate Road 
Eastgate Business Park 
Little Island 
Co. Cork 
Ireland 
VAT: IE3508310BH 

 
 

I   via email at 
 
TCC_Finance_EMEA@lilly.com 
 
Kindly provide the following identificators into the 
“subject line” of each message: 

o Protocol number/code 
o Investigator´s last name 
o Site number 

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

: IE3508310BH 
 
 

Faktury t elektr  e-mailem na  
 
TCC_Finance_EMEA@lilly.com 

 
-  

 
o Protokol studie ( ) 
o /ho ( ) 
o  ( ) 
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 2  Lilly Policies R A p 

P  
 2  

 
    
 Lilly complies with the authorship standards of the 

International Committee of Medical Journal Editors’ 
“Uniform Requirements for Manuscripts Submitted 
to Medical Journals”. The Uniform Requirements 
state that all persons designated as authors should 
qualify for authorship, and all those who qualify 
should have participated sufficiently in the work to 
take public responsibility for appropriate portions of 
the content. One or more authors should take 
responsibility for the integrity of the work as a 
whole, from inception to published article. 
Authorship credit should be based on (1) 
substantial contributions to conception and design, 
or acquisition of data, or analysis and interpretation 
of data; (2) drafting the article or revising it critically 
for important intellectual content; and (3) final 
approval of the version to be published. Authors 
should meet conditions 1, 2 and 3.  
 

 andardy 

Submitted to Medical Journals), které byly 
 vydavatel

 (International 
Committee of Medical Journal Editors). Jednotné 

práci, aby nost za 

e koncepci 
dat 

 2 a 3. 
    
 Consistent with the traditional scientific model in 

which authors do not receive specific financial 
remuneration for fulfilling authorship 
responsibilities, Lilly does not pay for intellectual 
contributions or time spent authoring either in the 
form of a fee for services or an honorarium. Lilly 
reimburses authors for reasonable out-of-pocket 
expenses related to preparation or presentation of 
a scientific publication if done at Lilly’s request. All 
financial support from Lilly for scientific 
publications and presentations is fully disclosed to 
any journal or congress.  
 

 

 za 

. 
Jakákoli 

v  
 

 




