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Agreement DISCHARGE PROJECT 

THIS AGREEMENT IS MADE BY AND BETWEEN (hereinafter referred to as the 
"Agreement"): 

European Clinical Research Infrastructure Network (ECRIN-ERIC). registered under SIRET 
11 ° 80 I 933 235 00021. estahl ished in 5-7 rue Walt. 75013 Paris. France. VAT number 
FR <) 180 I 1)33235 represented hy Prof. Dr. Jacque, Demotes. Director Genernl or ECRIN ERIC 

Hereinafter referred lo as "ECRIN" 

AND 

Masarykova univerzita. whose registered office Zerotfnovo narnestf 617 /9. Brno 60 I 77. C1cch ID 

number 002 1622--1. VAT number: CZ002 I 6224. 

represented by: 

Prof. MUDr. Jiri Mayer. CSc .. the dean of Faculty of Medicine. contact address: Kamenicc 5. Brno­

Bohunicc. 625 00. Czech Republic 

Hereinafter referred to a, "ECRIN PARTNER'' 

Hereinafter individually or cnllcctively referred to as the .. Party .. or the .. Parties". 
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Agrc·('mcnl DISCHARGE PROJECT 

WHEREAS 

A clinical trial entilled "Diagnostir Imaging Strategies for Patients with Stable Chest Pain and 
Intermediate Risk of Coronary Artery Disease: Comparative Effectiveness Research of 
Existing Technologies - DISCHARGE)" (hereinafter referred to as the "Clinical trial") is to he 
condut:ted in different European countries pursuant to the protocol current version (hereinafter 
referred to as the "Protocol"). 

The clinical study is the rnre part of the DISCHARGE project which receives funding from the 
European Union FP7 programme under Grant Agreement no. 603266. 

CHARITE is respnnsihle for the coordination. management ancl financing of the clinical study in 
the following: countries Austria. Czech Repuhlic. Denmark. Hungary. Ireland. Italy. Latvia. 
Lithuania. Poland. Portugal. Romania. Serhia. Spain. United Kingdom. Further rnuntries may he 
added during the clinical study conduct. 

CHARITE (he1·einafkr "Sponsor") herehy delegates certain duties lo ECRIN. as stated in a separate 
Agreement signed hy the Sponsor and ECR IN on O 1.04.2016. 

ECRIN will perform the tasks delegated by the CHARITE in the Czech Repuhlic through 
Masarykova univerzita. Zerotfnorn n:urn:stf 617/9. Brno 60 I 77 as subcontractor or ECRIN. 

Masarykova lJniverzita (hereinafter referred lo as ECRIN PARTNER). wishes lo undertake the 
tasks specified in the Tasks list (see Appendix I) in the C1ech Repuhlic according to the Protocol 
current version 1.6, 1.4.2016 (sec Appendix 3). 

The purpose of this Agreement (hereinafter refenecl to as the "Agreement") is: 

to state the task., (hereinafter referred to as the Tasks) to he performed hy ECRIN 
PARTNER: 

in particular. to set forth the terms and conditions goYerning the performance of the Tasks in 
the Czech Republir. 

THEREFORE, IT IS HEREBY AGREED AS FOLLOWS: 
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I. PERFORMANCE OF CLINICAL TRIAL RELATED TASKS 

1.1.1. The clinical trial-related tasks shall be conuucted hy the Panies: 

in all respects in accordance with their respective roles and responsibilities as described in 
the present agreement and Tasks list (.1ee Apfl1'11di.r 1) 

in acco1·dance wi1h the protocol current version 1.6, 1.4.2016 (.11'£' Ap11c1uli.1· 3) 

in accordance with the requirements laid down hy laws and regulations applicable in the 
participating countries 

1.1.2. Each Party has a duty to inform the other Party as soon as possible of any difficulties 
encountered in carrying out the Tasks assigned to it and which may compromise the 
objectives or the Clinical trial. 

2. DUTIES

2.1. Obligations of ECRIN 

2.1.1. ECRIN shall he responsible for carrying out its tasks as described in the task allocation list 
I Appendix I). 

2.1.2. ECRIN shall he responsible for the coordination of the on-site monitoring. provided by 
ECRIN for the Clinical Trial in the countries Austria. Czech Republic. Denmark. Hungary. 
Ireland. Italy. Latvia. Lithuania. Poland. Portugal. Romania, Serbia. Spain. United Kingdom. 
Further countries may he acldeu during the clinical study conduct. 

' 1.3. ECRIN shall transfer to ECRl"J PARTNER the monitoring manual and all documents 
necessary to perform the tasks. 

' I A. For the avoidance or doubt. ECRIN has no obligation to transfer to ECRIN PARTNER any 
data or information other than data and information strictly needed by ECRIN PARTNER 
for the performance of the Tasks assigned to ECRIN PARTNER. 

2.2. Ohligations of ECRIN PARTNER 

ECRIN PARTNER shall be responsible for carrying out its Tasks as desCl'ihed in the Tasks 
list ( ITI' Ap11c11dix I). In particular. ECRIN PARTNER shall: 

2.2.1. he responsible for monitoring of the Clinical trial in the trial sites in the concerning country 
according to the Monitoring Manual provided hy the Sponsor 

2.2.2. he respDnsihle for ensuring that the tasks related to the Monitoring. as desl'l'ihcd in the 
Protocol current \'ersion and Monitoring Manual arc fulfilled strictly in accordance with the 
terms of this Agreement. and all applicable international and national laws. regulations and 
guidelines. i11<;luding without limitation. the Declaration of the Helsinki (latest updated 
version). ")CH Harmoni,cd Tripartite Guideline. Guideline for Good Clinical Practice". the 
Direct in: on Clinical Trials (2001/20/EC) Df the European Parliament and of the Council of 
4 April 2001 and the EU GCP Directive 2005/28/EC for all work inrnlving databases of 
persunal data. electronic or otherwise. including hut not limited to medical inforn1ation and 
genetic information the ECRIN PARTNER shall fully comply with prevailing data 
protection provisions. in particular the EU Data Protection Directive 95/46 CE of 25 October 
1995 and any related law and regulations applicable in the participating rnuntrie,. 

In addition. ECRIN PARTNER represents and 1,arran1, to ECRIN that: 

2.2.::1. he ,hall full'ill its ohlig,llions under this Agreement and du1·ing !he term of this Agreement 
and will nil! enter into any agreement which would in any way prc1·ent it i'n>m performing its 
Tasks under thi, Agreement. 
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2.2.4. has disclosed any existing relationship, which may adversely impact the execution of the 
Tasks. 

3. PRICE AND PAYMENTS

• The tasks for this Study are provided umler the non-economic activity model according to
Framework agreement signed on 16.11.2016. ECRIN PARTNER shal I charge price at the
level of costs (including overheads) without profit.

• The 101al price for 1he all Tasks descrihed in Appendix I Task lisl is 6200 EUR excluding
VAT. The Tasks are exempt from Value added tax, based on lhe Commission implementing
decision or 29 Novemher 2013 on setting up lhe European Clinical Research Infrastructure

Network (ECRINJ as a European Research lnfrastruclllre Consortium (ECRIN-ERIC) 
2013/713/EU and article 151 ( I )(h) of Council Directive 2006/1 12/EC. 

• The remuneration and payment schedule will follow the payment schedule in the Appendix
2. The remuneration and payment schedule is agreed on under presumption that one site will
he initiated in the Czech Repuhlic. In case that more sites are initiated. the parties will enter
into negotiation immediately regarding new payment schedule.

• The price for the services will he invoiced according 10 the hudge1 and payment terms in
Appendix 2. Each invoice will he issued on the hasis of written confirmation receipt of 
monitoring visit report from ECRIN. The invoice for the last period of the study will he
issued on the hasis of written confirmation receipt of close oul visits report. Date of taxable
supply (taxahle event) will he date of confirmation receipt of monitoring report according
payment schedule in Appendix 2.

• Invoices sent by ECRl'.'J PARTNER arc tu he paid within 30 dar or receipt.

• Invoices and Reports shall he senl by parties to the addresse.s below:

ECRIN 
 

5-7 RUE WATT 
75013 PARIS - FRANCE
VAT N" FR91 801933235

E-mail: 

ECRIN PARTNER: 

Masarykova univerzila 

Lekarsk..:i fakulta 

Farmakologicky t.'1s1av 

 

Kamenice 5 

625 00 Brno 

In the event thal amendmenh 10 the Protocol I including hut 1101 limited lo change in the number 

of clinic.ii trial parlicipallls per 11·ial site. additit1n of a clinical tri,d site) require changes lo the 

CliniL·,d Trial financing arrangemenh. such amendments will he subject lo a prior writlcn 
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agreement hetween ECRIN and ECRIN PARTNER. This agreement shall he amended 

accordingly. 

• For the avoidance of any doubt. such changes to the Clinical Trial financing arrangements shall 
take into consideration the funding principles and the budget set out in Grant Agreement no.
603266 (DISCHARGE).

• Misuse of funds, if discovered or suspected, will result in immediate suspension of the Tasks
and reimbursement of the already received fund, shall/may he expected.

4. CLINICAL TRIAL DATA& RESULTS

ECRIN PARTNER agrees not to make claims to possihle intellectual property rights (the "IPR") 
from data and results obtained during the conduct of the Clinical Trial (hereinafter referred as to 
.. Data" and "Results") and not to pursue IPR protection that would prevent or block access to or use 
of any data. conclusions drawn directly from those Data and Results. 

5. CONFIDENTIALITY

For the purpose of this AGREEMENT. confidential information should include hut not limited to 
any and all information related to the Clinical Trial which is disclosed by ECRIN to ECRIN 
PARTNER as a result of this AGREEMENT. (Hereinafter referred to as the .. CONFIDENTIAL 
INFORMATION"') 

5.1. Confidentiality of Provided Information 

• ECRIN PARTNER hereby agrees that at all times during the term or this Agreement. ECRIN
PARTNER with its professional staff. affiliates, independent consultants and any other
cooperating partners. will hold and maintain in confidence all proprietary and CONFIDENTIAL
INFORMATION related to the Clinical Trial. written or oral. prnvided hy ECRIN.

• ECRIN PARTNER undertakes to use such CONFIDENTIAL INFORMATION only in relation
to the execution of the Tasks unless otherwise agreed with the di,;closing Party.

• ECRIN PARTNER agrees that it will not permit CONFIDENTIAL INFORMATION in its 
possession to be reproduced. disseminated or otherwise disclosed to any third party or used for 
any purpose nut previously authorized in writing by ECRIN other than tho,;c contemplated hy
this Agreement. 

• In the event ECRIN PARTNER becomes legally compelled to disclose any confidential 
information. it shall immediately provide ECRIN with n()tice thereof prior to any disclosure.
shall use its be,t efforts to minimize the disclosure ()f any CONFIDENTIAL INFORMATIO'.'J. 
and ,hall cooper,ite with ECRI:\. 

• The ohligations sd forth in this Article shall not apply to information for which the P,1rty it i,
able tu prove that: 

the Confidential Information hecomes puhlicly available hy means othe1· than a 
breach of confidentiality ohligations: 

the clisclo,ing Party suhsequently informs the recipient that the Confidential 
Information i, no longer L·onfidential: 

the Confidential lnt'orn1ation is suh.-.equently communicated to the recipient without 
any obligation 01· conficknce hy a third party who is in la\\'ful possession thcrcur and 
under no obligation or confidentiality: 
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that the disclosure or communication of the Confidential Information is foreseen hy 
law or hy other provisions of this grant agreement or the supplementary agreement; 

that the disclosure or coJ11J11unication of Confidential lnforn1ation is required by the 
Laws and Regulations. 

5.2 Confidentiality of Results 

• ECRIN PARTNER including its professional staff. agrees not to disclose or transfer or publish
or commit to any third party the data. in whole or in part. and the results of the Clinical trial

which arc confidential information.

• In the event ECRIN PARTNER's independent consultants 01· any other cooperating partners
(hereinafter "PARTNERS'') shall be involved, ECRIN PARTNER will undertake that such
PARTNERS arc obliged tu respect the commitlllent specified in this Agreement to the same
extent. 

• In any case. all CONFIDENTIAL INFORMATION containing personal data shall he handled in
accordance with all applicable laws. including. hut not limited to the European Data Protection
Directive EC/95/-16 and the locally applicable laws and regulations on Data Protection.

• The terllls and condition, of these obligations of confidentiality and restricted use contained
herein are applicable during the term of the Agreement and shall survive its date of terlllination. 
whether hy expiration or hy earlier tennination.

5.3 Specificities of Czech regulation 

• The parties ad:.nowledgc. that due to recently passed national Act .340/2015 Coll .. Masarykova
univerzita is ohligecl to notify the lllinistry of interior and publish the wording of this contract 
on-line prior to the Effective date. The parties hereby declare. that only the wording of the 
contract itself and the wording of appendix I will be notified and published. The contents of the
appendices 2-4 is confidential and contains sensitive information. among others trndc secrets
and intellectual property of contracting parties and third parties.

6. SUBCONTRACTING

ECRIN PARTNER represents a11cl warrants to ECRl'.\J that shall not suh-contracl part of its Tasks lo 
a third party. 

7. LIABILITY ANU INUEMNITY

ECRIN PARTNER i, e.xclu,ively and fully liable for it, ,1.,signed T,tsb related to the Clinical 
trial and for the i111plc111cntalion of all technical. organizational. human. material. legal 
oper,ttions. and ,afcty rules required hy the perforn1ance of its t,tsk-.. 

ECRIN PART'.\ER shall lake out appropriate in,urance cover in respect of its potential liability 
and shall prnduce to ECRIN. on request. a cupy of the insurance certificate as evidence to 
conl.irn1 that it has such cmeragc. Failure to maint,tin adequate im,urance coverage docs not 
relieve or reduce ECRII\' PARTNER liability under thi., Agn:cment. 

ECRIN PART'.\ER undertake, lll carry nut its a,,igned Ta,b with (>Ut11m,t L'are. oh,cr1·ing 
approved and rccogni1ed scientific standards. 

ECRIN PARTt\ER ,hall indemnify and h,1id ECRI\: harmles, 1·ro111 ,tnv and all clailll,. 
dcmamb. d,1mages. liabilities and cost., i11cu1Ted hy ECRl'.\I which directly or indirectly result 
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from. or arise in connection with. any negligent act or omission of ECRIN PARTNER. its 
agents. or employees. pertaining to its activities and ohligations under this Agreement. 

8. INSPECTION ANU AUUIT

• Should ECRIN PARTNER hccomc aware of an upcoming inspection or audit related to the 
Clinical Trial. ECRIN PARTNER should inform ECRIN and Sponsor in writing within 72
hours.

• ECRIN PARTNER herehy allows any Regulatory Authorities may inspect the facilities and all
related documents heing used hy ECR IN PARTNER for the performance of the Tasks.

• ECRIN PARTNER agrees that, during an audit or an inspection by a Regulatory Authority it 

will not disclose information and materials that are not required to be disclosed to such
Regulatory Authority without the prior written consent of ECRIN

• ECRIN PARTNER shall provide ECRIN with a copy of all correspondence related to such audit
or inspection and a summary of the audit findings or the inspection report

• If any inspection. audit or examination by a Regulatory Authority results in a finding that
ECRIN PARTNER has failed to comply with the terms of this Agreement. ECRIN PARTNER
promptly take such measures at its own cost and expense as are necessary lo corrt?ct such default
identified in any such inspection. audit or examination.

9. MODIFICA TIO!\

This Agreement. including the attached Annexes. constitutes tht' entire and only Agreement 
hetween the parties relating to the Clinical trial. 

Any agreement to change the term, of this Agreement and its Appendices in any way shall only 
he valid if the change is made in writing and approved hy mutual agreement of ;rnthorized 
representatives of all the Parties. Such amendments shall he assigned by all the Parties and 
annexed to this Agreement. 

10. INTUITU PERSONAE

The Agreement i, executed i11111i111 /Jl'rso11w'. Consequently. ECRIN PARTNER is not authorized to 
transfer all or part of the rights and obligations hereunder to a third party without the prior and 
written agreement of ECRlt\ and of the Sponsor. 

I I.TERM ANU TERMINATION OF THE A(;REEMENT 

This Agreement shall enter into force arter it has het'n signed hy hoth parties and puhlishec.l in 
the Czech registry or public institutions· nintracts (ellective elate) ,md shall remain in t'

f

fect up 
to November 30th, 2018. The agreement may he extenclecl hy amendment. Any and all 
extension ,,hall he subject to the drarting of an amendment to he ,igncd hy an ,1uthori1:ed 
rcprc,,cntativc of each Pany. 

This Agreement can. 1lllly a1·tc1· discussing between the Panic,. he terminated by \\'l'itten notiL·c 
in ca,c ur 

early termination of the Clinical trial: 
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any technical. administrative cause (e.g. Study not authorized. suspended or prohibited by 
the Authoritic,) or methmlological impossibility to pursue the Clinical trial: 

termination for Breach 

• In the event or a breach by any Party or any or its obligations under this Agreement. the other
Party may provide written notice to the breaching Party. such notice specifying the breach and
requiring that the default he remedied within thirty (30) days. If the breach has not been
remedied by the breaching Party 10 the satisfaction of the other Parties within thirty (30) days of
receipt by the breaching Party of the notice identifying the breach and requiring its remedy, the 
Parties may terminate automatically. totally or partially. this Agreement with respect lo the

Defaulting Party with immediate effect. Such termination shall become effective with respect to
such Defaulting Party as or the date of the notice of termination. Fees in relation with Tasks
carried out up to this termination remain payable.

• The defaulting Party concerned by the termination undertakes to communicate to the other Party
or subrogated third parties. free of charge and imrncdiately. all the files and information 
required to allow them to continue the implementation of the Study. 

• Exercising this cancellation right docs not exonerate the defaulting Party from fulfilling its 
contracted obligations until the effective date or the termination and shall not. in any case be
interpreted as a waiving. by the Party or Parties requesting the tt::rmination. or damages and
interest in any way whatsoever. 

12. FORCE MAJEURE

For the avoidance or doubt. force majeurc means any unforeseeable and exceptional event affecting 
performance of the Agreement. which is outside the control or the Parties. and which cannot be 
an1ided in spite of the efforts which the Parties may reasonably make. 

l\o Party shall be considered 10 be in breach or this Agreement if such hn::ach is cause hy l'OrC(: 
Majeure. Each Party shall notify the other Party of ,my Force Majeure as soon as possible. If 
impossibility or delay in fulfill1nent due to a case or force majeure continues for longer than three 
(3) months. the !alter Party may automatically tern1inate the Agreement at any time by written 
notification sent to the other Party. 

13. SURVIVAL

Upon termination or expiration or the Agreement for any rca,on. the provisions relating to the 
Clinical Trial Data and results. Confidentiality. Liability. Indemnity and Litigation shall sun·ive 
termination of this Agreement. 

14. \\"AIYER

No failure. delay. relaxation m indulgence by ,lily Party in exerci.-.ing any right conferred un such 
Party hy thi., Agreement shall operate as a waiver of such right. nm shall any ,.inglc or partial 
exercise of any such right nor any single failure to do so. preclude any other or future exercise or it. 
or the exercise or any other right under this Agreement. 

15. NOTICES
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All notices or other communications required or permilled to he made or given hereunder shall be 
deemed su made or given when hand-deli,·ered or sent in writing by registered or certified mail. 

postage prepaid and return-receipt requested, 01· by a recognised courier service. charges prepaid 
and properly addressed lo the representatives of the Parties at their addresses mentioned herein: 

ECRIN-ERIC 

European Clinical Research 

Infrastructure Network (ECRIN-ERIC) 

BioPark, 5-7 rue Watt 
75013 Paris, France 

ECRIN PARTNER 

Lekarska fakulta Masarykovy lJniverzity 

Kamenice 5, 625 00 Brno Bohunice Czech 
republic 

l�-------�1 ------� 

16. LITIGATION

Jn the event or any dispute arising hetween the Parties in relation to the terms of this Agreement. the 
parties shall use their hest endeavors to resolve the matter on an amicahle hasis. 

To initiate conciliation. a Party must give notice in writing to the other Party. requesting 
conciliation in accordance with this clause. Within thirty (JO) days after this notification, the Parties 

shall try to appoint a single COtiL'iliator. but in the absence or agreement, each Party shall appoint 
one conciliator. The mission assigned to the Conciliator(s) by the Parties is to suggest a solution in 

order to resolve amicably such dispute within sixty (60) days after the notification. 

Jn the event the Parties arc unahk to resolve the dispute informally within a reasonable time, any 
action brought by either party to this Agreement shall he heard by the appropriate court or 
competent jurisdiction. 

17. (;OVERNING LAW

This Agreement and all disputes arising hereunder will be governed by and interpreted in 

accordance with the laws or France without giving effect to the principles or conflict or laws. The 

parties herehy consent to and agree lhat the competent courts, v.·here the ERIC has its st,1tutory seat. 
shall have the sole and exclusive jurisdi..:tion to resolve all such disputes. 

llt c;ENERAL PROVISION 

The invalidity of one or more pnwisinns of thi, ag1·eement docs not affect the \'alidity or the mhers. 
The invalid provision is tu he 1·eplaced hy a pnwision. which, in compliance with lhc legal 
prescriptions. suits the purpose hcst. The modification shall be made in w1·iting and appmvcd hy 
mutual agreement or authnri1.ed representatives of all the Parties as specified in article 8. 

19. APPEI\DICES

The following don1ment, ,u·e appended t,1 the Agreement and form an integral part hereof: 
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Appendix I: Tasks list (Version 11 ° VF03 March 2016) 

Appendix 2: Price and payments 
Appendix 3: Protocol ( Version 11 ° 1.6. I A.2016) 
Appendix 4: Monitoring manual (V�rsion 11 ° Monitoring_Manual_O I _03_2016 

_KKS_final_21042016) 
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20. SIG'.'IATURE

This Agreement is executed in two counterparts. depending on the numher of the parties. e..ich of 
which shall be considered an original hereof hut which together shall constitute one agreement. 

IN WITNESS WHEREOF, the parties. acting through their duly authorized representatives. have 
executed three ('.?.) copies of this Agreement 

I. For and on behalf of ECRIN 
European Clinical Research Infrastructure Network (ECRIN-ERIC) 
BioPark, 5-7 rue Watt 
75013 Paris, France

LEGAL REPRESENTATIVE: 
Prof. Dr. Jacques Demotes 
Director General or ECRII\ ERIC 

DATE: [C ...'1-- IHIGNATURE: 

2. For and on behalf of the ECRIN PARTNER 
Masarykuva univerzita
Zcrntfnovo n::im. 617/9. 60 I 77 Brno. Czech Republic

LEGAL REPRESENTATIVE: 
Prof. MUDr. Jiri Mayer. CSc. 
The clean or Faculty or Medicine 

DATE: SIGNATURE: 

1 ,, -08· 2017 
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