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 On the day and month stipulated below,  , 
 

 Eli Lilly Cork Limited 
 

 Eli Lilly Cork Limited 

    
 Address: Island House 

Eastgate Road 
Eastgate Business Park 

Little Island 
Cork 

Ireland 
 

 Adresa: Island House 
Eastgate Road 

Eastgate Business Park 
Little Island 

Cork 
Irsko 

 
 Represented by:  

Title:  
 

 Zastoupená:  
Titul:  

 
  

Tax identification number: IE3508310BH 
  

IE3508310BH 
 (hereinafter referred to as “Lilly”)  (dále jen „Lilly“) 
    
 and  a 
    
 Fakultní nemocnice v Motole  Fakultní nemocnice v Motole 
 With its Registered Office in: V Úvalu 84, 150 06 

Praha 5, Czech Republic 
 V Úvalu 84,  

 
 

 Represented by: MUDr. Martin Holcát, MBA, 
based on authorization 

 Zastoupená: MUDr. Martinem Holcátem, 
MBA  

 ID: 00064203 
Tax identification number: CZ00064203 

(hereinafter referred to as “Institution” or “Health 
Service Provider“) 

  00064203 
CZ00064203 

(dále jen „Zdravotnické 
“ nebo ,,Poskytovatel zdravotních 

“) 
    
 and  a 
    
  

Born:  
  

 
 Permanent Address:    

 (hereinafter referred to as “Investigator”)  (dále jen „Zkoušející“) 
  

(Institution and Investigator are hereafter 
collectively referred to as ‘’Contractual 

Partners‘’)  
 

hereby make this 

  

Smluvní 
”) 

 
 

    
 AGREEMENT  SMLOUVU 

    
 in conformity with Section 1746, paragraph 2, Act 

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

 v souladu s 1746 odst. 2 
89/2012 Sb., , ve 

 („
zákoník“).  

    
 The purpose of the agreement is the clinical 

study entitled “A Multicenter, Randomized, 
-

  smlouv
„Multicentrická, randomizovaná, 
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Naïve, RET-Mutant Medullary Thyroid Cancer 
(LIBRETTO- ” (hereinafter referred to as 
“Study” or “Clinical Trial”) sponsored by Eli Lilly 
and with its registered office at Lilly 
Corporate Center, Indianapolis, IN46285, United 
States, which is represented in the European 
Union by Eli Lilly Cork Limited, with its 
registered office at Island House, Eastgate Road, 
Eastgate Business Park, Little Island, Cork, 
Ireland, according to the protocol J2G-MC-JZJB 
(hereinafter referred to as “Protocol“).  
 

- “ (dále 
jen „Studie“ nebo „Klinické hodnocení“) 
zadavatele, Eli Lilly and 

Indianapolis, IN46285, 
, která je v 

 Eli Lilly Cork Limited 
Island House, Eastgate Road, Eastgate 
Business Park, Little Island, Cork, Irsko, podle 
Protokolu J2G-MC-JZJB (dále jen 
„Protokol“).  

    
 This three-party agreement supersedes in full the 

original two-party agreement between the 
Institution and Lilly dated 6th May, 2020. 
The original agreement is canceled and replaced 
by this agreement due to the termination of the 
employment of the principal investigator  

 whose rights 
and obligations related to the Study will be taken 
over by the new principal investigator  

ective date 
of 31st January 2023. The two-party agreement 
with the original principal investigator was 
terminated by a termination letter dated 2nd March 
2023, effective 31st January 2023. 
 
 
Conduct of the Study will continue at Fakultní 
nemocnice v Motole at address: V Úvalu 84, 
150 06 Praha 5, Czech Republic (site) by 
principal Investigator 

 who acted as a sub-
investigator in the Study from the beginning until 
31st January 2023. 
 
This agreement (“Agreement”) sets forth the 
obligations applicable to the performance of this 
Study and the rights and obligations of the 
contractual parties.  

 Tato  smlouva nahrazuje v 
ustrannou smlouvu mezi 

Lilly enou 6. 
.  

a e touto 
smlouvou z 

 
 jej

povinnosti budou 
 

s datem 
31. ledna 2023. Smlouva s 

dopisem ze dne 
 

 
Studie bude  ve Fakultní 
nemocnici v Motole na adrese V Úvalu 84, 

centrum) v   
která ve 

  
 

smlouvy (dále jen „Smlouva“) je 
stanovit závazky k Studie a vymezit 

 

    
I INVESTIGATOR AND INSTITUTION 

OBLIGATIONS 
 ZÁVAZKY ZKOUŠEJÍCÍHO A 

ZDRAVOTNIC  
    
 Investigator and Institution assume the following 

obligations in executing this Agreement: 
 Zdravotnic

 
Smlouvy: 

    
A   Studie 
    
(i) Investigator agrees to personally conduct and 

supervise Study at  Institution. Investigator and 
Institution agree that they will 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 

 Z se zavazuje 
Studie ve 

Zdravotnic
Zdravotnic  

Studi
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Study is performed by Investigator or a sub-
investigator at a facility or hospital other than 
Institution, Investigator and Institution shall be 
responsible for ensuring that any such site is 
aware that it is involved in Study and consents to 
such participation; 

k  
Lilly 

Pokud bude Zkou
kteroukoli Studi  

Zdravotnic
ou Zkou Zdravotnic

i 
 

Studii, a dalo k 
souhlas; 

    
(ii) Investigator and Institution agree to comply with 

the following: all conditions specified in Protocol 
and Protocol amendments and/or addenda; Good 
Clinical Practice Guidelines; approval of the 
Ethical Review Board (“ERB”); 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, 
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); 

 Z Zdravotnic

v souhlasu et

 

 

zdravotnic

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

; 
    
(iii) Investigator and Institution shall ensure that all of 

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

 Zkou Zdravotnic

zkou

Studie ve 
Zdravotnic  

     
(iv) Investigator shall ensure that a licensed physician 

is an Investigator or sub-investigator at the site 
and will be responsible for patient care and other 
appropriate aspects of this Study; 

 Zkou Zkou
Zdravotnic

Studie; 
    
(v) Investigator acknowledges that Investigator has 

read 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; 

 Zkou

Zkou
-

 u Lilly poskytla

Studii; 
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(vi) Investigator and Institution agree not to pay fees 

to another physician for the referral of patients; 
 Zkou Zdravotnic se 

 
    
(vii) Institution and Investigator undertake not to 

commence enrollment of subjects in Clinical Trial 
until (i) Lilly informs Investigator in writing that all 
consents, permissions and documents necessary 
to conduct t Clinical Trial have been obtained, 
and (ii) Investigator signs Protocol, undertaking to 
fulfill all the obligations specified therein; 

 Zdravotnic Zkou

Lilly 
Zkou

Zkou
nep Protokol

 
    
(viii) Institution or Investigator shall not conduct 

research based on this Agreement, conduct 
Clinical Trial or administer any study medicine 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. 
Investigator agrees to only use an informed 
consent document that has been reviewed and 
approved by Lilly; 

 Zdravotnic Zkou
Smlouvy prov

, 
studi

yl posouzen a 
schválen Lilly; 

    
(ix) Investigator and Institution agree 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 any contractor, agent 
or site that is used in conducting Study. 
 
 
  
The Institution will allow Lilly or its agents to 
inspect, monitor or audit work under this 
Agreement at the study site or other contractually 
designated premises in which or with the help of 
which the Study (clinical trial) is being conducted, 
exclusively during normal working hours. 
However, such an inspection or audit must be 
arranged at least 3 days in advance and must not 
disrupt the normal operation of the Health Service 
Provider. 
 
 
Investigator and Institution shall provide Lilly 
immediate notice of any governmental or 
regulatory review, audit or inspection of their 
facility or processes related to Study. Lilly shall 
be given the opportunity to provide assistance to 
Investigator and Institution in responding to any 
such review, audit or inspection. When data are 
reviewed by an on-site scheduled visit of  Lilly or 
Lilly-designated representative, Institution will 

 Zkou Zdravotnic
 Lilly nebo jmen

zástupci 
mohou podrobit kontrole 

postupy, vybaven
Studi

Studii) 
a dále postupy, vybaven

Studi

 Studie. 

S

 

P  
 

Zdravotnic
 Lilly 

Studie ze strany 
Lilly bude 

 poskytnout Zkou
Zdravotnic

 
 Pokud budou údaje podrobeny 
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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  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 their responsibilities under this 
Agreement, Investigator and Institution agrees to 
comply with all applicable anti-bribery laws in the 
Czech Republic, where Investigator and 
Institution have the principal place of business 
and where they conduct 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 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 and 
Investigator agree that Lilly’s and/or Lilly’s or Lilly-
designated representative’s payment of them 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 money and/or anything of value to any 
government official for the 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 

Zdravotnic
Zkou

 

 Lilly a se 
. V 

Smlouvy 
bude zajistit 

dodávky 
Zdravotnic Zkou
Studi  
 

 
Smlouv  Zkou  a Zdravotnic
za   budou 

 
republice, kde m  Zkou a Zdravotnic

svá  a kde 
vykonáv  Smlouvy. 

 
 

z
 (Foreign Corrupt 

Practices Act, FCPA), 
a 
i 

ohoto bodu znamená pojem 

anci ministerstev, 

 e Zkou
Zdravotnic  e 

, zástupc  a 
konzultant  Zdravotnic , v 

 touto Smlouvou, 
em, Zdravotnic

a Zkou  
od zástupce 

 souvislosti s touto 
Smlouv

  jejich 
prosp . 
Zdravotnic
Zkou Zdravotnic
ani e 

Zdravotnic , v 
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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 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 any payment from Lilly 
and/or Lilly’s representative to either the 
Investigator and/or the Institution in connection 
with/related to the services to be provided under 
this Agreement is not intended to influence any 
decision the Investigator and/or the Institution 
may make regarding the prescription of Lilly´s 
medicines or to otherwise influence any pending 
or future Lilly business. 
 
 
 
Investigator and Institution shall also ensure that 
each investigator and sub-investigator in 
Institution, and any sub-site and/or satellite site 
provides Lilly with the appropriate financial 
information for compliance with all applicable 
laws and regulations and Lilly policy, and 
Investigator and Institution understand and shall 
ensure that each investigator and sub-
investigator understands that laws, regulations 
and Lilly´s policies may require certain financial 
information be submitted to regulatory authorities. 

 touto Smlouvou, 
neb

ovi 
s (i) ovlivnit nebo nebo 

   

, (

v , 
( oliv 

, 
(

 

v souvislosti s nou v rámci 
Smlouvy.  

Zdravotnic dále 

 
 

y. Zdravotnic
 Zdravotnic

Zkou Lilly 
a/nebo zástupce  souvislosti 

Smlouv  
Zdravotnic

a/nebo Zkou
jedná o 

 
 

 Zdravotnic

Zdravotnic

Lilly, a Zdravotnic
 

a 

 
    
 Investigator and Institution agree that if 

Investigator and/or Institution collect any 
biological samples for independent research 
conducted independently of this Study, from 
Study subjects, such samples will only be 
collected prior to the administration of the Study 
drug(s) or device(s).  Additionally, Investigator 
and Institution agree to obtain separate informed 
consent documents, as well as distinct ERB 

 Zdravotnic

Zdravotnic Studie 

m 
, 

Zdravotnic
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approval for such research, and to comply with all 
applicable privacy laws related to such samples. 

 
    
B Clinical Trial Materials and Record Retention 

 
 Klinickém 

 
 Institution and Investigator undertake to use 

furnished the drugs for Study solely under 
Protocol and that they may not be used for any 
other purposes. Investigator and Institution shall 
follow Lilly’s instructions related to the destruction 
or disposition of Clinical Trial´s materials. 
Investigator and 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. Investigator and 
Institution shall be responsible for compliance 
with all laws and regulations applicable to any 
liquidation of Study´s drug permitted by Lilly in 
writing or disposition of Clinical Trial´s materials 
at the site. 
 
 
 
Lilly shall ensure the supply of investigational 
medicinal products 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). Lilly is 
obliged to notify the authorized pharmacist 

 or  
 by e-mail to 

 or
 via IVRS or 

phone to  or  
of the time when the consignment is supposed to 
be delivered to the pharmacy no later than 3 
business days prior to such delivery.  Lilly shall 
ensure delivery of the consignment to the 
following address: 

 
V Úvalu 84, 150 06 Praha 5,   
Czech Republic 
 
and shall specify the name of the authorized 
pharmacist on the package. 
 

 Zdravotnic Zkou
Studi

podle Protokol
Zdravotnic Zkou

zacházen
Klinick  Zkou
Zdravotnic  osob 

Studii bude farmaceut, a tento 
 a 

   

Studie ve Zdravotnic
Zdravotnic

 

 Zdravotnic
a Zkou

 Lilly 
s Klinick

Zdravotnic , budou 

 

- -li 

na transport, byly-
 

 

 nebo 
  

nebo telefonicky na  nebo 

farmaceutkám 
nebo  

 
 

 
V Úvalu 84, 150 06 Praha 5 
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Institution undertakes to retain all study records 
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 
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 twenty-five (25) years, 
Lilly will notify Institution regarding any additional 
length of time that records must be retained to 
meet such requirements. The Investigator and/or 
Institution shall use their best efforts to prevent 
premature destruction of essential Study records. 

Zdravotnic
záznamy o Studii uchovávat po dobu dvacet 

 (2

  

t (25) let, 
Zdravotnic

, 

 
Zdravotnic Zkou
s 

Studii.  
    
 If there is a change of responsibility/ownership of 

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

  
záznamy o Studi
odchod Zkou

Zdravotnic
tom Zkou Zdravotnic
informovat Lilly.  

    
C -Use  

 
 

 All information provided to Investigator or 
Institution by Lilly or Lilly-designated 
representatives, or generated by Investigator or 
Institution in connection with Study, will be kept in 
confidence 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 
Investigator or Institution 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, Investigator or 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, Investigator and 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 Investigator or Institution be obligated 
to defy any law, regulation or judicial or 
governmental order. Investigator and Institution 
shall be responsible for ensuring that 
Investigator’s or Institution’s employees, sub-
investigators, contractors and agents are 

 Zdravotnic Zkou

 
Zkou

Zdravotnic
Studi

Smlouvou, a 

ne Studi
Zkou Zdravotnic

-li podle 

 

právnickou osobou, Zdravotnic
nebo Zkou

práva, bude Zdravotnic
Zkou

 v 

k 
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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. 

Zdravotnic
Zkou  

Zkou
Zdravotnic

Zkou

Studi
Smlouv

Studie. 
 

 Additionally, in the event Investigator is invited to 
be an author of Lilly publication or presentation 
during the course of or after the conclusion of 
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 
Agreement. 

 Pokud bude Zkou
autorem publikace nebo prezentace 

Studi Smlouvy, Zkou
se  

Studi

Zkou  souvislosti 
s 
s 

to povinnost 
 

Smlouvy. 
    
 The foregoing obligations of confidentiality and 

non-use will not apply to information that: 
 

 
    
(i) is or later becomes part of the public domain 

other than through an act or omission of 
Investigator or Institution; 

 

Zdravotnic Zkou  
    
(ii) was known by Investigator or 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 Zdravotnic
Zkou

 
    
(iii) is independently developed, as shown by written 

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

 
Zdravotnic Zkou

k 
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provided by Lilly.  
 

    
D Data 

 
 Údaje 

 Institution and Investigator accept 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 
and/or Investigator shall have the right to use the 
data for their own internal non-commercial 
educational, research, quality assurance, and/or 
patient care purposes.  

 Zdravotnic Zkou
Studie, s 

defino
Zkou

C . 
Zdravotnick Zkou

  
    
E  

 
  

 Institution and Investigator represent and certify 
that they have 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 and 
Investigator further represent and certify that they 
have procedures and/or processes for identifying 
threats and vulnerabilities to their information 
system(s), and will train their personnel 
accordingly. The Institution agrees that all 
personal data transferred to or stored on any 
mobile device, including but not limited to smart 
phones, laptop computers, compact discs, PDAs, 
thumb drives, backup tapes, and/or zip drives, 
shall utilize encryption. 

 Zdravotnic Zkou

Zdravot

Zdravotnic
Zkou

Zdravotnic
 

telefonech, laptopec

páskách a/nebo zip disketách, budou 
 

 
F  

 
  

 Investigator and 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 

 Zkou a Zdravotnic

Studi
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presentation at Lilly in Indianapolis, Indiana, USA. 
At the expiration of such thirty (30) day period, 
Investigator or 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, 
Investigator or 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 Investigator or Institution are unwilling to 
delay the publication or presentation, Investigator 
or 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. Investigator or 
Institution will assist Lilly in obtaining reprints of 
Investigator’s or Institution’s publication(s) 
resulting from Study. 

 v Indianapolis, Indiana, USA. 

Zkou Zdravotnic

registra
Zkou Zdravotnic

nebudou Zkou Zdravotnic

se Zkou Zdravotnic
publikace nebo prezentace odstranit ty 

zkou
Zkou

nebo Zdravotnic
 

publikace Z Zdravotnic
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 Editors and other 
major medical journals and will not be subject to 
censor or unreasonable control or delay by Lilly. 

 

Studi
Zkou  Zkou

(International Committee of Medical Journal 
Editors) 

 a 

Lilly. 
    
G Inventions 

 
 Vynálezy 

 If during the course of t Study or within one year 
after termination of this Agreement, Investigator 
or 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 the Study´s 
drug(s), device(s) or simple derivatives of  
Study´s drug (for instance, but not limited to 

 Studie nebo v 

Smlouvy Zdravotnic
Zkou

Studi Smlouvy, o 
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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 
Lilly. 

hodnocen  ve Studi
deriváty 

Studii 
fragmenty, analogy, soli, solváty, konformery, 

metabolity, pro-

Lilly.  
    
 The new invention or use shall be the sole 

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

 
. 

Zdravotnic a Zkou

. 
    
 Unless explicitly provided otherwise in this 

Agreement, Lilly 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 to as “Intellectual 
Property Rights”) with respect to results of 
Clinical Trial, the tested compound, confidential 
information and 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 t Intellectual Property 
Rights (hereinafter referred to as “Intellectual 
Property”), disclosed or otherwise provided by 
Lilly to Institution, its personnel and/or 
Investigator hereunder. All Intellectual Property 
rights are governed by the laws of the jurisdiction 
of their origin. 

 - Smlouv
jinak, Lilly 

 

Klinick

Protokolu 

ukoliv ochranu na 

Zdravotnic
Zkou

Smlouv

 
    
 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. 

 

Zkou
Zdravotnic

Smlouv

Klinick Protokol
Klinick

Klinick
(dále jen „Vynálezy
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Lilly. 
    
 Should, based on applicable laws and 

regulations, any Intellectual Property Rights to 
Inventions accrue to Institution, its personnel, 
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 will hereby 
transfer 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 such matters. 

 

Zdravotnic
Zkou

Zdravotnic
Zkou

 
Zdravotnic

Zdravotnic

Zdravotnick

Zdravotnic

Zdravotnic

nnost, kterou 

Smlouvy. Pro 

Zdravotnic
Zkou kompenzaci za 

pos
 

    
H    
 Consistent with the obligations of set forth above 

in Article 1.C, Investigator and Institution agree to 
the following: 

 V souladu s 
1.C Zkou Zdravotnic

  
    
(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 

 

Studi
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laws and guidelines. 
 

    
(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. 

 
Zdravotnic

Zkou Studie nebo 
Studii, a to 

 
    
(iii)    

 
 During and after Study, Investigator or Institution 

may receive inquiries from reporters or financial 
analysts. Investigator and Institution agree to 
confer with Lilly’s Research Physician or Medical 

Prague 8, 180 00 (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. 

 Studi
Zdravotnic Zkou

Zkou
Zdravotnic

klinick
 ELI 

-317-276-3402). 
    
(iv)     
 Neither Lilly nor Investigator and Institution will 

use the name or names of other party or another 
party’s employees in any advertising or sales 
promotional material or in any publication without 
prior written permission; provided, however, 
Investigator and Institution agree to the use of 
their name in Study´s publications and 
communications, including clinical trial web sites 
and Study´s newsletters and that Lilly may 
disclose their names, business contact 
information, and the names of any sub-
investigators, types of services performed 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 and Investigator shall be responsible 
for ensuring that their sub-investigators have 
consented to these same terms of disclosure. 

 Zdravotnic

 Zdravotnic
Zk

Studi
Klinick
o Studii, a  
název Zdravotnic
Zko
a 

Zdravotnic

Smlouvy, existenci a Smlouvy 
a 

Zdravotnic

 
Zdravotnic

 
 

    
    
 Lilly states that it considers the subject number, 

description of the Study, the fee information, the 
 Lilly  
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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 Institution and the Investigator confirm that 
they also consider the information included in the 
first sentence to be significant information as 
defined under the statutory definition of a trade 
secret (Sec. 504 of Act No. 89/2012 Coll., Civil 
Code) and undertake to maintain this information 
confidential pursuant to this Agreement. 

smlouv
Klinick Klinick
ho

Lilly.  Zdravotnic

ouladu s touto Smlouvou. 

    
 

Agreement. 
 Smlouvy. 

 The Parties have agreed that the Agreement will 
be published 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, or 
under other legal regulations, and to 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 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 Institution. 
 
 
 
Prior to the signature of the full version of the 
Agreement, Lilly 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. Institution  will 
publish the modified Agreement version within 5 
days of the signature by Institution at the latest. In 
case Institution does not publish the Agreeement 
within the above period, Lilly is entitled to publish 
the Agreement on their own behalf. Information 
about the publication of the Agreement will be 
sent by the Institution to 

 

 
 

postupovat v souladu s touto Smlouvou.  
Smlouv

Smlouv

a    
Smlouv

provedeno Zdravotnic  
 
Lilly Zdravotnic

Smlouvy 
 registru smluv, dle 

 

Smlouvy. Zdravotnic
Smlouv

- Smlouvy 
Zdravotnic -li 
Zdravotnic Smlouvu v 

u, je Lilly Smlouv
sama. 

 
    
I    
 Investigator and Institution agree that Investigator 

and Institution 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 

 Zkou Zdravotnic
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that Investigator 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, Investigator and Institution agree to 
promptly notify Lilly in writing. 
 

fyzickou ani právnickou osobu v souvislosti 
s Studi
z 

Studi

Studie, Zkou
Zdravotnic

 
 

J   í 
 Lilly is providing Institution and Investigator with 

electronic diaries - tablets (“ ”) for use 
in Study. Institution and Investigator agree to 
comply with all manuals and instructions from 
Lilly  regarding the use and care of Equipment. 
Institution and Investigator agree that Equipment 
shall remain in the same condition, ordinary wear 
and tear excepted, and that they shall be 
responsible for Equipment including the 
maintenance or any risk of loss in connection with 
Equipment during the term of Study. Institution 
and Investigator will follow Lilly’s instructions for 
disposition of Equipment at the completion or 
termination of Study. 
 

 Z
Z  

- tablety (dále jen 
„ í
Z  

Vybaven
Z

s  Studie toto Vybaven
 

 
Z

k  Vybaven
Studie. 

 
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 
studie 

Klinick

Klinick

Klinick

 
    
 Lilly will provide Investigator with Study drug(s). 

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

 

Studii, a to 
 

    
A Payee   
 Payment in connection with Study will be made to 

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

 Platba v souvislosti se Studi
 - 

Informace o poskytovateli (SIF). 
    
B Payment Schedule   
 In connection with Study Institution will be paid in 

accordance with the terms set forth in the budget 
(“Budget”) attached hereto as Exhibit 1. There will 

 V souvislosti se Studi Zdravotnic

Smlouv
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be no payment for patients enrolled in Study, but 
not complying with the enrollment criteria. For 
those amounts designated for patient services, 
Investigator and 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. Such compensation is limited 
to payment for   who are enrolled in 
Study approximately by  unless 
Lilly has given Investigator or Institution written 
approval to enroll additional patients. In the event 
that such approval is granted, Investigator and 
Institution will be paid in accordance with the fees 
set forth in Budget for the additional patients. 
 
 
 
 
 
Documents (C.R.F. Payment Advice) for invoicing 
of patient visits will be sent quarterly to the email 
address:  All other 
notifications for Institution will be sent to the 
address provided below.   
 
 
 
Payments for  services performed by 
the FN Motol pharmacy will be made twice a 
year. Pharmacy representative:  

- 
will prepare the document for invoicing for 
services, which are specified in this Agreement, 
and will send it to the financial department of FN 
Motol ). Based on the 
document, the financial department of FN Motol 
will prepare an invoice, which will be sent to Lilly 
according to the instructions specified in this 
Agreement. 
 
Payments for radiology services performed by 
the 
Motol (KZM) will be made quarterly. The KZM 
representative    

) – will prepare quarterly 
the document for invoicing for radiological 
services performed in the Study, which are listed 
in the financial annex of this Agreement, and 
send them to the financial department of FN 
Motol  Based on the 
document, the financial department of FN Motol 
will prepare an invoice, which will be sent to Lilly 
according to the instructions specified in this 
Agreement. 
 

9   CZK 

(dále jen „R
budou do Studi

Zdravotnic  

Zkou Zdravotnic

 

procedury tak, jak 

za   
, pokud 

Lilly nedá Zkou Zdravotnic
 

 
Zkou

Zdravotnic
  

 
Podklady pro fakturaci (C.R.F. Payment 
Advice dokument) 

adresu: 

na adresu uvedenou 
 

 
lékárnou FN 

 - 

S

Motol (

 
 
 
Platby za radiologické 

Zástupce KZM    
) - 

 

)

 
 
 
Hodnota S
v registru smluv   
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 . 
       
 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 

 
. 

ch 
mi Protokolem nebo 

 diagnózou 
, budou Lilly 

 

 
       
 Payment will be made in Czech crowns. The VAT 

rate is governed by the laws enforceable  at the 
time of the chargeable event. Payment is payable 
within 21 days after the invoice´s delivery. 

  Sazba DPH se 

21  

    
 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. Investigator or Institution will not 
seek payment from any third party payer, whether 
public or private, for any costs covered by 
payments made by Lilly or Lillydesignated 
representative under this Agreement. 

 

Protokolem a touto Smlouv

Protokol

Lilly nebo  provede 

Zdravotnic Studii, a po 

strany Lilly a/nebo zástupcem 

Lilly 
a/nebo zástupcem i 

i 
Lilly a 

Smlouvou. 

Protokol Lilly 
zavázala hradit, bude Lilly 

s 
. 

Zkou  Zdravotnic
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 na 

 Smlouvy. 
    
 Payments for Study will be disbursed on the 

basis of budgeted and received data. CRF 
payments will be made on quarterly basis.  

 Platby za Studi
 Platby 

  
    
 When Investigator’s data is reviewed on an on-

site scheduled visit by Lilly or Lilly-designated 
representative, Investigator 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. 

 Zkou

se Zkou
 

Lilly si vyhrazuje 

zástupcem. 
 

 In addition, if Lilly requests the attendance of 
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-
designated representative receives such 
documentation within sixty (60) days from the 
date that the expenses were incurred. 

 
Zkou

 
Studi

Studie nebo hod
Lilly nebo Lilly 
Zkou

 

Lilly em. Lilly nebo 
 

Lilly nebo tuto 

data, kdy byly v  
    
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, if 
established, and the investigators for the harm 
caused to the subject of the trial as a result of 
conducting a clinical trial. 

 

Klinick
-

Klinick  

    
 Lilly agrees to reimburse Institution for the 

following additional costs: 
 Lilly se zavazuje uhradit Zdravotnic

 
    
(i) all reasonable and customary costs incurred by 

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

 

Protokol
Zdravotnic Zkou

 personálu; a 
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(ii) all adequate and customary costs reasonably 

incurred in relation to health care of the subject, if 
Lilly determines after consulting with Investigator 
that the adverse event was reasonably related to 
administration of Study´s drug or Protocol; 
provided, however, that: 

 
 

se Zkou

Protokolu, 
pokladu  

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

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

 
Zdravot

 
    
 B) the adverse event is not attributable to the 

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

 

Zkou Zdravotnic

 
    
 C) the adverse event is not attributable to any 

underlying illness, whether previously diagnosed 
or not; and 

 

 
    
 D) Investigator and Institution have adhered to 

and complied with the specifications of 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 and/or Investigator 
from reimbursement under this provision. 

 D) Zkou Zdravotnic
 Protokolu a 

Studie s 

s ohledem na 

subjektu újmu, 
 

 
    
 Lilly shall have the option of paying the additional 

costs directly to the provider of the service, 
Investigator or to Institution.  
 
To the extent that the informed consent form 
provided to a subject in this Study states that the 
subject shall be provided with any treatment or 
compensation beyond what Lilly has agreed to 
reimburse pursuant to this Subject Injury 
Reimbursement provision, Investigator and 
Institution agree that Lilly shall have no obligation 
with respect to such treatment or compensation. 

 Lilly 

Zdravotnic  
 

Studi

nebo kompenzace nad rámec toho, co se 

Z Zdravotnic

 
    
D 

Termination 
 

Studi Studie  
    
 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 

 Lilly si vyhrazuje právo kdykoliv omezit vstup 
Studie. 

Studi

zkou
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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. Investigator or 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 
Investigator or Institution of a written notice 
thereof; (ii) if the 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. 

Studie. Lilly si 

Zdravotnic
nebo Zkou
pacienta ve Studii nebo Studii samotnou. Tuto 
Smlouv Zkou Zdravotnic

 
k 
Smlouvy ze strany Lilly Lilly toto 

Zdravotnic
(ii) pokud Zkou

Studi
Zdravotnic

s Studie. 
    
 In the event Investigator’s or Institution’s 

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

 Zkou
Zdravotnic Studii nebo Studie 

Zkou
Zdravotnic

Lilly nebo s 
Lilly a v 
 

Studie se Zdravotnic
Zkou Lilly 

ho centra a k dokumentaci ke Studii 

 
    
 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 
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. 

 Studie budou provedeny 

náklady Zdravotnic
souvislosti se Studi
Protokol

Zdravotnic
za práci vykonanou podle Protokol
Zdravotnic  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 

 
Smlouv

, která jedná jako správce 
,  

upraveno touto Smlouvou. 
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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 

s  

– -
. 

    
(2) Investigator and/or Institution shall promptly notify 

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

 Zkou Zdravotnic

Zkou Zdravotnic

 
    
(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. 

 Zdravotnic

je nastaven 

 v souladu s 
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, 
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. 

 Zdravotnic
Zdravotnic

vybaven

 
 

v souladu s . 
    
(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. 

 

 

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

Institution agrees to notify 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) 
Zdravotnic

 

mohla 

povinnosti mohla splnit. 
    
 (b) Institution agrees to indemnify Lilly for all 

losses resulting from any security incident 
 (b) Zdravotnic
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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. 

 
 

Zdravotnic

zpracovatele 
Zdravotnic

správn
. 

    
(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 the Study to fulfill Lilly’s 
business purposes, including: 

 
Zdravotnic

dále jen 

Studi
Studi

 
    
 (1) Compliance with laws and  regulations 

regarding possible financial conflicts of 
interest; 

 (1) 
 

    
 (2) Assessment of personnel qualifications to 

conduct the Study; 
 (2)  Studie; 

    
 (3) Quality control and Study management; and  (3) Studie; a 
    
 (4) Disclosures to ERBs, Ethics Committees  or 

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

 (4) 

kontrol
Studie. 

    
 As part of Lilly’s legitimate interest in improving 

the conduct of its research studies, Site 
Personnel Data may 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 

 

Studi

 
 
Zkou

 
 

centr
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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. 

Lilly,  

zpracovávat a uchovávat pouze po dobu 

 
    
 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.  
 
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.  

 Zkou Zdravotnic

 
 

Zkou
Zdravotnic

právo na 

 
 

    
 By signing this Agreement, Lilly delegates to 

Investigator and Institution, and Investigator and 
Institution agree 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 
Zkou Zdravotnic
– a Zkou Zdravotnic

–

se 

 
 souladu s 

 
 

 Investigator and 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. 
A Standard Contractual Clause (‘‘SCC’’) is part of 
the Agreement. 

 Zkou Zdravotnic

ntra ze st  

 
    
IV INDEMNIFICATION AND INSURANCE    
    
A In connection with the performance by 

Investigator, Institution and Institution’s staff, 
officers, agents and employees (“Indemnitees”) of 
Study and always only based on a final decision 
of a competent authority or extrajudicial 
settlement approved in advance by Lilly, Lilly 

 V souvislosti s pro Studie ze strany 
Zdravotnic
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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, 

 

e 

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 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; 

 

 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; 

 

 
    
(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 or 
Investigator, including the right to retain counsel 
of its choice; 

 
s 

zájmy Zdravotnic

 
    
(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. 

 
 

 
    
 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 Lilly or on Lilly’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 

 

Smlouvy, Protokol
Lilly 

 Lilly 
neb
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unlawful act or malpractice for purposes of this 
Agreement. 

Smlouv  
Protokolem 

 
    
 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. 

 

Studi

Studii, nejsou 

u  
    
 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 Smlouv

Zdravotnic

auditorem. 
    
V SURVIVORSHIP CLAUSE  

USTANOVENÍ 
    
 The obligations under Sections INVESTIGATOR 

AND INSTITUTION OBLIGATIONS, PRIVACY 
DATA  AND SECURITY, SUBJECT INJURY 
REIMBURSEMENT and INDEMNIFICATION 
AND INSURANCE shall survive expiration, 
termination or cancellation of this Agreement.  
 

Investigator and/or Institution shall promptly notify 
Lilly in the event Investigator and/or Institution 
breach any of the terms and/or obligations 
contained in this Agreement or become aware of 
such breach. 

 
ZKOUŠEJÍCÍHO A ZDRAVOTNICKÉHO 

 
Smlouvy. 

 

v 
 

 Smlouv
. 

    
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 and Investigator 
acknowledge 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 Lilly 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 

 Zdravotnic

Smlouv

Zdravotnic

Smlouvu 

Lilly nebo v 
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the Study drug(s) or device(s) 

 
    
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 and 
Investigator 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. 

 Tuto Smlouv
Smlouvy, 

 

u, 
Studi

Zdravotnic
Zdravotnic

Smlouv
 

    
VIII INDEPENDENT CONTRACTOR   
    
 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. 

 Zdravotnic

strany. Zdravotnic

s Smlouv
stranu. 

    
 By signing this Agreement, Institution and 

Investigator represent and warrant that they have 
the authority and ability to or will otherwise 
contractually bind any individual or entity who 
performs services for Institution and Investigator 
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. 

 Smlouvy Zdravotnic
a 

pro Zdravotnic
v souvislosti se Studi Smlouvy a za 
p Smlouv  

    
 FINAL PROVISIONS   

    
 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 

 Tato Smlouv

Smlouv
Smlouvy 

Smlouv

Studi
up 
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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. 

 

    
 Notwithstanding the other provisions on 

termination of this Agreement set forth above in 
this Agreement, Lilly reserves the right to 
terminate this Agreement by written resignation 
delivered to the Institution with a thirty-day notice 
period, if the termination occurs in connection 
with the measures of state authorities regulating 
the field of pharmaceuticals or for other reasons, 
for provided it does so in accordance with 
applicable laws, regulations and Good Clinical 
Practice. Lilly also reserves the right to terminate 
this Agreement by written notice delivered to the 
Institution and effective at the time of delivery for 
medical reasons, due to the necessity of ensuring 
patient safety, or serious breach of this 
Agreement by the Institution. 

 

souvislosti 

m 

S  
    
 This Agreement has been translated into a 

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 three copies. Each party to the 
Agreement will receive one copy.  
This Agreement becomes valid on the date of its 
execution by all parties and takes effect on the 
date of its publication in the contracts register. 
 
 
It the Agreement is signed electronically, the 
Agreement will be made in one copy signed by 
electronic signature by all parties to the 
Agreement. 

 Tato Smlouv

Smlouv
verze. Tato Smlouv

 
 
 

 
 
Pokud je tato Smlouva podepisována 
elektronicky, je vyhotovena v jednom 

 elektronicky  
 

    
 Section 557 of the Civil Code is not applicable for 

interpretation of this Agreement. 
 Smlouv

 
    
 Lilly shall be entitled to authorize a Contract 

Research Organization to perform certain Lilly 
obligations for this Study. Investigator and 
Institution agree to cooperate with any Lilly-
authorized Contract Research Organizations in 
performing this Study. 
 
 
 

 

v souvislosti s touto Studi
povinnosti Lilly Studie se 
Zkou Zdravotnic
spolupracovat s 

Lilly.  
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 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: 

 Smlouv

adresy: 
    

 Institution pokud budou adresována Zdravotnic : 
 

Fakultní nemocnice v Motole  
 

V Úvalu 84, 150 06 Praha 5, Czech Republic 
Tel.:  

Email:  
 

 pokud budou adresována  
 

Fakultní nemocnice v Motole  
Att./ k rukám:  

V Úvalu 84, 150 06 Praha 5, Czech Republic 
Tel.:  

Email:  
 

pokud budou adresována Lilly: 
 

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

Att./ k rukám: ,  
Tel.:   

Email:  
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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. 

 Smlouva nebyla 

 

 
  
 Eli Lilly Cork Limited 
   
   

 
 
 
 
 
 
___________________________           

  
  

 Name/jméno: 
Title/titul:  

    Date/datum 
  

 
   
  
  
   
   
 Zdravotnick  

 
      
  
 
 
 
 

 
Name/jméno: 
 

         Date/datum 

 
 
 
 
Investigator  
      
  

 
 
 
 
 
 
_ _________________ 

 
 

Name/jméno: 
 

  Date/datum 
 

 

 Digitáln  podepsal MUDr. 

Datum: 2023.06.27 10:46:22 

+02'00'

Datum: 2023.07.03 

16:06:37 +02'00'

Firmato digitalmente da 

 

Motivo: Approvo questo 

documento 

Data: 2023.07.04 08:38:40 

+01'00' 

Versione di Adobe 

Acrobat: 2020.005.30467
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 A: Budget   A  
    
 1) Payment will be made as of paragraphs II.A 

and B hereof. 
 1) Platba bude provedena podle odstavce 

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. 

 2
Studii. Po 

Studi
 

 3) Payment scheme for individual visits per 
patient. 

 3) 
pacienta. 

 
     
 

 

Study Period  
fáze Studie 

Payment 
C kód 
pro platbu 

náklady na 
 bez 

DPH)  

náklady pro 
 

DPH)  
bez DPH)  

Baseline  RG000    

Cyklus 1  RG001    

Cyklus 2 RG002    

Cyklus 3 RG003    

Cyklus 4 RG004    

Cyklus 5 RG005    

Cyklus 6 RG006    

Cyklus 7 RG007    

Cyklus 8 RG008    

Cyklus 9 RG009    

Cyklus 10 RG010    

Cyklus 11 RG011    

Cyklus 12 RG012    

Cyklus 13 RG013    

Cyklus 14 RG014    

Cyklus 15 RG015    

Cyklus 16 RG016    

Cyklus 17 RG017    

Cyklus 18 RG018    

Cyklus 19 RG019    

Cyklus 20 RG020    

Cyklus 21 RG021    

Cyklus 22 RG022    

Cyklus 23 RG023    

Cyklus 24-n RT    

V801 / krátkodobé 

 
RG801    

V802-8XX / 

 
FW    

Total Cost-Per 
elková 
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n
 

        

Prescreening/ pre -
 

PM    

Crossover 
/ p

 

    

V201/ 
 

RG201    

V300 / Screening 
 

RG300    

Cyklus 301 /  RG301    

Cyklus 302-n / 
 

RQ    

 
o
dostupnosti 

    

V501-5XX / 

 
RV    

V901 / 
 

RG901    

      

volitelné procedury 
    

Pre-Screening Visit 
(Optional); payment is 
per visit  

    

      

n  
    

Screen failure at 
baseline 

SF000    
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d - 

faktury 

náklady na 

bez DPH) 

Institution (CZK 

náklady pro 
Zdravotnické 

 na 

DPH) 

náklady pro 

DPH) 

  
r  

      

CT scans if performed in accordance with 
the protocol; price is per area of the body. 

   

MRIs if performed in accordance with the 
protocol; price is per area of the body. 

   

Additional Bone Scintigraphy scans (if 
performed in accordance with the protocol; 
price includes the whole body). 

   

RECIST at Cycle 24, or Cycle 303 and 
Cycle 306, and once every 12 weeks 
thereafter until disease progression (patient 
starts another treatment or study 
completion). 

   

Repeat/Additional Submission of scans for 
central BICR review; price is per image. 

   

 
d  

   

Repeat/additional Symptom-directed 
physical exam; includes Vital signs. 

   

Repeat/additional ECG (local,triplicate, if 
performed in accordance with the protocol). 

   

Repeat/additional blood draw for local labs 
(if performed in accordance with the 
protocol). 

   

Repeat/additional Hematology (local lab, if 
performed in accordance with the protocol). 

   

Repeat/additional Coagulation (local lab; if 
performed in accordance with the protocol). 

   

Repeat/Additional Clinical Chemistry (local 
lab; includes Direct Bili, Cholesterol, LDH, 
Magnesium, and Phosphorus; if performed 
in accordance with the protocol). 

   

Repeat/additional Thyroid panel (local lab; 
if performed in accordance with the 
protocol). 

   

Repeat/additional Hepatic monitoring  
(local lab; if performed in accordance with 
the protocol). 

   

Serum Cortisol, ACTH for patients with 
Cushing's disease (local lab; if performed 
in accordance with the protocol). 

   

Repeat/additional Serum pregnancy test 
(local lab; if performed in accordance with 
the protocol). 

   

Additional FSH (Local Lab; if performed in 
accordance with the protocol). 
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Urine Protein for patients receiving 
cabozanitinib (local lab; if performed in 
accordance with the protocol) 

   

24-hour urine for free cortisol (local lab; if 
performed in accordance with the protocol). 

   

Repeat/additional blood draw for central 
labs (if performed in accordance with the 
protocol; price is per sample and includes 
prep and ship to Central Lab). 

   

Repeat/additional Urine pregnancy test 
(Local Lab; if performed in accordance with 
the protocol). 

   

 
b  

   

Fresh tissue biopsy (Thyroid, 
Percutaneous Needle; if performed in 
accordance with the protocol; price 
includes all biopsy-related items and 
services). 

   

Fresh tissue biopsy (Bone; if performed in 
accordance with the protocol; price 
includes all biopsy-related items, CT 
Guidance). 

   

Fresh tissue biopsy (Liver, Percutaneous 
Needle; if performed in accordance with 
the protocol; price includes all biopsy-
related items and services, ultrasound 
guidance). 

   

Fresh tissue biopsy (Lung, Percutaneous 
Needle) if performed in accordance with 
the protocol; price includes all biopsy-
related items and services, CT guidance, 
Chest x-rays to confirm the absence of 
penumothorax 

   

 
v  

   

Review via Frozen Section to confirm that 
the fresh tissue biopsy sample includes 
tumor (not a normal adjacent tissue sample 
or a tumor margin sample; price is per 
specimen). 

   

Review via Touch Preparation to confirm 
that the fresh tissue biopsy sample 
includes tumor (not a normal adjacent 
tissue sample or a tumor margin sample); 
price is per specimen. 

   

Tissue (fresh or archived) submitted as a 
whole block or in a container with fixative 
provided by the Central Lab (price includes 
prep and ship to local/central Lab). 

   

Tissue (fresh or archived) submitted as 
slides (price includes prep and ship to 
local/Central Lab; up to 20 slides). 

   

Submission of reports from genetic 
analyses; price includes prep and ship to 
the local/Central Lab. (Excludes payment 
for Molecular Genetic Profiling done locally 
as part of the patient's routine clinical care). 

   

Additional activities/ d  aktivity    

Assent for patients under the age of 18 if 
performed in accordance with the protocol 
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Repeat/additional informed consent if 
performed in accordance with the protocol  

   

Tanner staging for patients under the age 
of 18 at Baseline, every 6 months, and at 
Short-Term Follow-Up (if performed in 
accordance with the protocol). 

   

Survival and PFS2 assessment - Perform q 
3 mo (±7 days) for the first year off 
treatment, q4 months (±14 days) for the 
second year off treatment, then 
approximately every 6 months thereafter.  
Also, repeat/additional Survival and PFS2 
assessment if performed in accordance 
with the protocol  

   

Repeat/Additional ePRO Device Training 
OR Coordination (if performed in 
accordance with the protocol). 

   

Additional Activities  for crossover patients 
at Cycle 302 Day 15 and at Cycle 303 Day 
15, if performed in accordance with the 
protocol; price is per visit and includes Site 
Time and Effort, AEs, CTCAE, ConMeds, 
Blood Draw, Hepatic Monitoring. 

   

Additional activities for scan visit performed 
at Cycle 24, or Cycle 303 and Cycle 306, 
and once every 12 weeks thereafter until 
disease progression, patient starts another 
treatment or study completion.  

   

Additional activities for clinical visit if 
performed at Cycle 26, Cycle 304, and 
once every 12 weeks thereafter for adult 
patients until disease progression, patient 
starts another treatment or study 
completion.  Also to be used for additional 
activities during Phone Visit cycles (17, 18, 
20, 21, 23, 24, 302, 303, etc.) for 
participants under the age of 18 who will be 
completing clinical visits  

   

    

PRE-SCREENING REIMBURSEMENT 

NÁHRADA ZA PRE-
 

   

Reimbursement for the completion of JZJB 
Pre-Screening logs that occur during the 
enrollment period for the trial. Payment is 
based on receipt of the completed Pre-
screening Log demonstrating work 
performed; price is per month  

   

    

– 
Addendum] 

   

Informed consent for Interview Addendum    

Modus Outcomes meeting with site staff to 
explain interview and screening process 
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d  

název 
Total CZK
celkem  

 
Lilly shall pay the Institution a one-time archiving fee. 
The fee shall be paid based on an invoice issued by 
the Provider after the full execution of this Agreement 
and shall come in due within 21 days after the receipt 
of the invoice by Lilly. The fee is without the amount 
previouslz paid for archving when the initial 
agreement was signed (4000,-).  

dobu 25 let 

-  

  

 
Lilly shall pay the Institution a one-time administrative 
fee for each amendment to this contract that is 
initiated by Lilly. The fee shall be paid based on an 
invoice issued by the Institution after the full execution 
of Amendment to this Agreement and shall come in 
due within 21 days after the receipt of the invoice by  
Lilly. 

 

Pop

 

 

 
Lilly shall pay the Institution a one-time administrative 
fee for finalisation of the Agreement. The fee shall be 
paid based on an invoice issued by the Institution 
after the full execution of this Agreement and shall 
come in due within 21 days after the receipt of the 
invoice by  Lilly. 

smlouvy 

 

 

Radiology Maintenance Fee 
Annual fee to cover activities related to the 
maintenance and administration of the radiology and 
activities necessary for conduct of the Study. The fee 
shall be paid based on an invoice issued by the 
Institution and shall come in due within 21 days after 
the invoice is delivered to Lilly. Fee will be paid once 
a year for the duration of the study 

 

adiologie a aktivit 

 

 

   

 

 
Lilly shall pay the Institution fee per receipt of one 
shipment of Study drugs at the Institutional 
Pharmacy. 

 
poskytovateli poplatek 

zásilky 

 

  

 
Lilly shall pay the Institution a flat-rate for the 
Institutional Pharmacy´s staff availability during the 
Site Monitoring Visit(s)  in the 
Pharmacy premises. 

 

za hodinu 
monitorace v prostorách lékárny. 

  

 
Lilly shall pay the Institution for dispensation of study 
drug to subjects, The fee is per dispensation of 

. 

 

centrum. Poplatek je za výdej jedné zásilky 
 

 

 
Lilly shall pay the Institution for investigational product 
storage. The fee is  of study 
drug in pharmacy. 

 
Poplatek za 
Poplatek je  
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 -  
Lilly shall pay the Institution for investigational product 
destruction.  

 
 

 
 

 
Lilly shall pay the Institution for investigational product 
destruction-. The fee is for every other destruction of 
study drug. 

 
 

 

  

 
 

Lilly shall pay the Institution a fee of 
 
+ 100 % of the pharmacy services price-list items 

 
 
for these activities conducted outside the normal 
working hours (i.e. Mon-Fri from 4:00 PM to 7.30 AM, 
over weekends and public holidays). 
 
Pharmacy services fees shall be paid based on an 
invoice issued by the Provider and shall come in due 
within 21 days after the receipt of the invoice by Lilly. 

 
 

 
 

 
  

 
-pá 16:00-

 

 

 

 
 
 

 
 

 

 
  

 
d nebyly proplaceny na 

  

 
Patients´ REIMBURSEMENT  

In relation to study participation, the parent/child’s legal 
representative/ patient of 18 years of age will receive 
meal vouchers of purchase value of CZK 700 per each 
Study visit to reimburse patient for transportation, 
parking, and meals. Furthermore, the parent/child’s legal 
representative will receive meal vouchers of purchase 
value of CZK 300 to compensate their time spent by 
accompanying the child at Study visit. The parent/child’s 
legal representative/ patient of 18 years of age will also 
receive meal vouchers of purchase value of CZK 300 for 
time and inconvenience for daily diary and electronic 
questionnaire entry. 

V 

 

Handover of vouchers will be managed directly by 
Investigator/ site staff and confirmed by patient´s 
signature. Documentation of taking over will be provided 
to Lilly or Lilly´ s representative upon request. 
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(SIF  
  

–  
(SIF  
 

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

- Fakultní nemocnice v Motole 

 Smlouv
 

- Fakultní nemocnice v Motole  

 
 

 
 

  
 

issued  and addressed to (service 
 

Eli Lilly Cork Limited 
Island House 
Eastgate Road 
Eastgate Business Park 
Little Island 
Co. Cork 
Ireland 
Tax/VAT Number: IE3508310BH                    
 

Invoices may sent electronically via email at 
 

 
Kindly provide the following identificators into the “subject 
line” of each message: 

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

 

 vystaveny a zaslány na 
 
Eli Lilly Cork Limited 
Island House 
Eastgate Road 
Eastgate Business Park 
Little Island 
Co. Cork 
Irsko 

: IE3508310BH                    
 
Faktury  e-mailem na  

 
 

-  
 

o Protokol Studie J2G-MC-JZJB  
o Zkou   
o   
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 2: Lilly Policies Regarding 

 
 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.  
 

 

for Manuscripts Submitted to Medical 

osoby 

práce jako 

eho 

 
    
 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.  
 

 lem, ve 

 
 

 


