Non Commercial Research Agreement
Between: 

[…………………………………………….]
Hereafter referred to as "Company" and legally represented by [………….].
And:
    
UNIVERSITAIRE ZIEKENHUIZEN K.U.LEUVEN,  Herestraat 49 3000 Leuven,
hereafter referred to as “Institution” and legally represented by Prof. Dr. [….], Chief Executive Officer acting on request of […………..] (“Investigator”)
With reference to the following background:
A. Institution takes the initiative to evaluate, in a non commercial clinical trial, a  product of the Company, named […. ] “Study Drug”, for use in the treatment of […..];
B. Company agrees to the conduct of such an evaluation, hereafter named “the Study” and is willing to provide the necessary funds;
C. The Study, will take place under the direction of Prof. Dr. […],hereafter named “Investigator”, who is experienced in the field of […] and is willing to conduct the Study according to the Protocol and the principles of good clinical practices;
Parties agree as follows:

ART.  I  SUBJECT OF THE AGREEMENT
Company and Institution agree upon the conditions of the financial and other support by Company: 
ART. II PROTOCOL
II.1
The details of the Study are contained in Protocol entitled [....] which is developed by the Investigator as approved by Institution’s Ethical Committee (“IEC”).
II.2
The Institution shall notify the Company of any intended substantive changes or amendments to the Protocol. 
ART. III CONDUCT OF THE TRIAL

III.1 

It is agreed that :


- 
The Study start-up will begin on […..], on the condition that an approval from the IEC was obtained and the anticipated termination of the recruitment phase will be [...], 

-
The number of Randomized Subjects is to be [...] and the anticipated Study completion date is [...], 20...  It is understood that Institution expects to achieve an average enrolment rate of approximately [...] Subjects per month.
III.2 


The Study will be conducted at the Department of [...], Universitaire Ziekenhuizen Leuven, Belgium, under the direction of Investigator at the site and according to the specifications set forth in the Protocol.  
III.3

The Institution shall be the sole sponsor of the Study. 

III.4 

Institution and Investigator state that the Study will be conducted in accordance with:

· the Belgian law of May 7, 2004 regarding experiments on the human person, the Regulation (EU) 2016/679 also referred as the General Data Protection Regulation ("GDPR"), the applicable good clinical practice ("GCP") and good laboratory practice (“GLP”) conditions.  This means compliance inter alia with the Declaration of the World Medical Association on Biomedical Research, passed in Helsinki in 1964 (revised version of Tokyo 1975, Venice 1983, Hong Kong 1989, Somerset West, Republic of South Africa 1996, Edinburgh 2000, Seoul 2008, and Fortaleza 2013), and the ICH Harmonised Tripartite Guideline for Good Clinical Practice, Step 4
· The terms and conditions of the Protocol



   -     The terms of this Agreement
III.5

In order to ensure the same quality and safety standards in patient care for clinical research as commonly applied by Institution in its regular activities in accordance with the Joint Commission International standards adopted by Institution, Institution shall comply with the following obligations:  (a) Institution will use trained and qualified employees or contractors to manage and coordinate the Study; (b) Institution will ensure that multi-center Study reporting is reliable and valid,  statistically accurate, ethical, and unbiased; (c) Institution will not grant incentives to Subjects that would compromise the integrity of the research; (d) Institution is responsible for monitoring and evaluating the quality, safety, and ethics of the Study and will apply its policies and processes when performing such monitoring and evaluation activities; (e) Institution will protect the privacy and confidentiality of the Subject data in accordance with all applicable laws and regulations

III.6

The Institution shall ensure that all necessary approvals of the appropriate Ethical Committee and the permissions of the relevant health authorities are obtained prior to commencement of the Study.

III.7
The Study shall be carried out under the supervision of Investigator. In the event that Investigator ceases to be involved in the Study for whatever reason, Institution agrees to notify Company. Within thirty (30) days after such notification Institution shall appoint a successor. The key contacts of Institution for matters related to the Study shall be as specified in Annex. 

III.8  
The Investigator agrees to explain to each Subject the nature of the Study, its purpose, procedures, expected duration and the potential benefits and risks.  Each Subject must be informed that participation in the Study is voluntary, and that the Subject can withdraw from the Study at any time without stating any reason.  Each Subject must be told that his or her withdrawal from the Study will not affect a Subject's subsequent optimal medical treatment nor affect the nature of the doctor/patient relationship.  


The Investigator shall obtain from each Subject written Informed Consent prior to the first Study specific procedure, in compliance with applicable regulations and guidelines and any modifications thereof.

Institution and Investigator agree to consider to include elements in the Informed Consent Form that Company considers critical in light of its special knowledge of the Study Drug.

ART. IV STUDY MATERIALS

IV.1 

Institution shall provide all personnel, facilities and resources as may be required to accomplish Institution's responsibilities under the Protocol.

IV.2

Provided Institution has given Company the EUDRACT number and a copy of the approvals  from the appropriate health authorities and Ethical Committees, the Company shall provide Institution, without expense to Institution, the required quantities of the Study Drug and other services (e.g., laboratory services) that may be specified as Company 's responsibility in the Protocol. 
IV.3


In case the Study Drug will be provided by Company:

· Institution will maintain records of the receipt, storage, and administration or dispensing of Study Drug, identifying (but not necessarily by name) each Subject to whom the drug is administered or dispensed, with the Subject details redacted so as to preserve the Subjects anonymity.  Institution shall ensure that any shipment of Study Drug is inspected upon receipt. Institution shall ensure that any notice of defect or non-conformity is sent to Company within ten (10) days from receipt of Study Drug. The failure to provide such notice shall be deemed an acceptance of Study Drug by the Institution or its Subcontractors. Latent defects which are detected later shall be immediately reported to Company for further processing within Company. Shipment of Study Drug may be withheld at any time for failure to promptly respond to requests for production of the Study Drug records.  Upon completion or termination of the Study, Institution shall follow Companies’ instructions regarding the return or disposal of all unused Study Drug.  The Institution shall be responsible for compliance with all laws and regulations applicable to any destruction or disposal of Study Drug at Participating Sites, if applicable. The Institution will inform Company should the Institution determine that a recall of the Study Drug is required.
· Institution and Investigator agree not to use the Study Drug except as specified in the Protocol and shall return any unused Study Drug following completion of the Study, giving account for any discrepancies and signing certificates of delivery and of returns.

ART. V  STUDY DOCUMENTATION
V.1 
Investigator shall compose an elaborate Study report concerning the results of the Study.
V.2
Investigator shall, during the Study and at least for 20 years after termination of the Study (and longer if required by National and or European regulations) keep a complete file of the Study, including all correspondence with Company and the Ethical Committee, as well as all Study reports including all observations and other data relevant for the Study.

ART. VI  MONITORING OF THE STUDY


Institution and Investigator agree that, as sponsor of the Study, they are solely responsible for the monitoring of the Study in compliance with Good Clinical Practice. Company will not monitor the Study or receive any subject-level study data expect as described in Art. VIII.

ART. VII  AUDITS AND INSPECTION  
VII.1
During and or after the Study, regulatory authorities may want to audit or inspect the Study site. 

VII.2
During and or after the Study, regulatory authorities may want to audit or inspect the Study. Audits are systematic and independent examinations of Study related activities and documents to determine whether the evaluated Study related activities were conducted, and the data were recorded, analyzed and accurately reported according to the Protocol, Good Clinical Practices (GCP), and the applicable regulatory requirement(s). 


An inspection of a Study site is, per definition, conducted  to officially review documents, facilities, records, and any other resources that are deemed to be related to the Study and that may be located at the Study site. 
The Principal Investigator and the Institution consent to these possible audits and inspections and set aside a reasonable amount of time for them.
VII.3
At the expense of Company, an independent auditor may examine Study related activities and documents to determine whether the evaluated Study related activities were conducted, and the data were recorded, analyzed and accurately reported according to the Protocol, Good Clinical Practices (GCP), and the applicable regulatory requirement (s). Company and Institution mutually agree which auditor will be appointed for this audit.
In case the independent auditor discovers irregularities during his audit the auditor has the right to inform Company about these irregularities, after hearing Institution and Investigator in a contradictory way. If, on the other hand, no irregularities were found by the independent auditor, the information disclosed to Company will be limited to this and no other details will be communicated.
ART. VIII  SERIOUS ADVERSE EVENTS
VIII.1
The Institution shall be responsible for ensuring that any serious adverse events (“SAEs”) are appropriately reported to the relevant regulatory authorities and the Ethical Committee according to applicable laws and regulations in each country where the Study will be conducted.
VIII.2
Institution will provide to Company details of all SAEs, irrespective of causality within fifteen (15) days of first notification of the SAE. 



Initial and follow-up reports shall be sent to the address, for those means, provided by Company.
ART. IX  CONFIDENTIAL INFORMATION
IX.1

In conducting this Study, Institution and Investigator may be given proprietary, trade secret or confidential information by Company, such as without limitation unpublished data, know-how, formulae, processes and specifications, a report relating to the results of a similar Study of the Study Drug that Company considers confidential or trade secret information or information in respect of which Company is subject to a duty of confidentiality (collectively, the "Confidential Information"). Investigator and Company must agree which information is considered Confidential Information. If there is only an oral agreement, the confidentiality must be confirmed in writing by the other party within a period of thirty (30) days. Investigator has the right to refuse any information disclosed by Company to him when Investigator considers this information as irrelevant and useless for the conduct of the Study.

IX.2

All such Confidential Information disclosed to Institution by Company shall be marked "confidential". Institution and Investigator shall not disclose or permit disclosure of the Confidential Information to third parties other than those employees with a need to know, e.g., the officials from the Ministry and physicians, nurses or employees directly involved in conducting or monitoring the Study, and will safeguard the Confidential Information with the degree of care normally afforded confidential information.  Institution and Investigator shall further use this information only for the purpose of fulfilling its or his respective obligations under this Agreement and, if requested, shall return all such Confidential Information to Company at the end of the Study. Institution may retain in its confidential files one copy of any written materials for purposes of verifying compliance with this Agreement. The obligations of non-disclosure do not apply :


1.
if the information is made publicly available through no fault of Institution, Investigator or any other employee or agent of Institution ;


2.
if disclosure to a court or governmental authority of competent jurisdiction is required by law (but in such event Company shall – to the extent not prohibited by such court or governmental authority – be notified in advance of such disclosure and the information shall be treated as non confidential only if it becomes part of the public domain as a result of such disclosure) ;


3.
if written permission for disclosure is granted by Company ; 

4.
if the disclosure is made in accordance with Article XI hereof.

IX.3

The Institution and Company shall ensure that their employees, subcontractors and agents and any other persons assisting in the conduct of the Study to whom Confidential Information is disclosed are informed of the obligations of confidentiality under this Agreement and are made subject to the same obligations of confidentiality as set out herein.

ART.X  INTELLECTUAL PROPERTY






 

 X.1
Copyright in the Study Data and any Invention, suggestion, idea or innovation made by the Institution, its employees and agents and any other persons assisting with the conduct of the Study shall be and shall at all times remain the property of the Institution (“Institution Intellectual Property”). 
X.2
With the exception of non-coded personal and confidential medical records, all data and results, including the database generated under the Study (“Data”) shall be the property of the Institution, and Company therefore agrees that the Institution shall be the sole owner of all related intellectual property rights.

X.3
Company will have no direct access to the Data handled and hosted by Investigator or to any Data produced by Institution. However, at the end of the Study or after a first major publication of the Data, whichever is earlier, Company may request a copy of the full safety and efficacy anonymized Data sets to Investigator.
ART. XI  PUBLICATION
XI.1
Company supports the exercise of academic freedom and encourages Investigator to publish the results of the study, whether or not the results are favourable to the Company’s Study Drug. 
XI.2
Institution shall submit to the Company or upon request of the Company directly to the members of a publication committee a copy of any proposed publication resulting from the Study at least thirty (30) days prior to submission for publication, or at least fifteen (15) days prior to submission for an abstract. Names and addresses of the members of such publication committee will be submitted to Institution separately. Company may provide comments within fifteen (15) days or ten (10) days for abstracts.  This review provision shall not be taken to imply a right of editorial control by the Company. If the Company determines in its sole discretion that the proposed publication contains the Company’s Confidential Information provided by the Company, then upon the Company’s request Institution shall remove the Company’s Confidential Information from the manuscripts.
ART. XII  FINANCIAL ARRANGEMENTS

XII.1
The total contribution paid by the Company for Institution ‘s  conduct of the Study is [...] (the "Study Fee").  The Study Fee includes :    

[…………………………………………..]    see annex

XII.2   No payments other than those explicitly foreseen shall be made by Company to the Institution with respect to the Study unless agreed in writing (excluding writings exchanged by e-mail). Such agreement must be executed by authorised personnel, must include a specific statement of any fees or costs to be paid and the reasons for payment, and must be attached as an Annex to this Agreement.   
XII.3

Payments under the terms of this Agreement will be made to the Institution in euro payable to Universitaire Ziekenhuizen K.U.Leuven, Herestraat 49, B-3000 LEUVEN.


The Company will provide a request for invoice prior to each payment to the Institution, UZ Leuven, Clinical Trial Center. This request will mention the study reference S……   and contain payment details in attachment.


All amounts mentioned in the Agreement are VAT excluded. 



The service owed by Institution under this Agreement is subject to turnover tax. The Institution shall be entitled to charge turnover tax at the legal rate in addition to the fees stated, provided the turnover tax is stated separately on the invoice made out to Company. 


The Company will clearly specify the Study for which payments are made and will not accumulate invoices of different Studies in one payment.

XII.4

The Institution shall be responsible for the management and payment of all eventual Participating Sites and Subcontractors engaged by the Institution, if applicable.
ART. XIII  INSURANCE
XIII.1

During the term of this Agreement, Company shall maintain in full force and effect a policy or policies of commercial general liability insurance (with product liability endorsements) in commercially reasonable amounts customary in the industry of Company for the type of activities contemplated hereunder.

XIII.2

In accordance with the Belgian law of May 7, 2004 regarding experiments on the human person, Institution shall assume, even without fault, the responsibility of any damages incurred by a Study Patient and linked directly or indirectly to the participation to the Study, and shall provide compensation therefore through its insurance.

ART. XIV  STATEMENTS OF INVESTIGATOR

Institution and Investigator jointly and severally declare that the performance of this Study is in no way linked to or depending of the purchase of products and /or services of Company.
ART XV  STATUS OF THE PARTIES

Each party is acting hereunder as an independent contractor. No provision of this Agreement shall be deemed to constitute any party as the agent, employee, partner, joint venture, or legal representative of any other party for any purpose whatsoever. No party is granted any express or implied right or authority to assume, or to create, any obligation or responsibility, or to execute any agreements or to make any commitments verbally or in writing for or on behalf of, or in the name of, any other party in any manner or thing whatsoever without that other party’s express written consent.

ART. XVI  TERM AND TERMINATION
XVI.1

This Study may be terminated at any time by Institution if required to protect patients safety (e.g., because of the occurrence of serious or unexpected adverse events that are considered related to the use of the Study Drug).
XVI.2
If the Study is terminated under these conditions, Company will pay all reasonable costs of bringing the Study to a prompt termination , provided that (a)  Institution shall take all reasonable steps to minimize the foregoing and any further costs after receiving notice of termination, regardless of the grounds for such termination and (b) all amounts already paid by Company according to Article XI will be taken into account to determine the costs that have to be paid by Company under this Article.
XVI.3
In all circumstances Investigator will use his/her best efforts to minimize any inconvenience or harm to patients caused by the premature termination of the Study.
ART. XVII  ENTIRE AGREEMENT

This Agreement (together with any documents referred to herein) constitutes the entire and only agreement and understanding between the parties with respect to its subject matter and supersedes any previous agreements, understandings, or arrangements between the parties in respect of the Study (whether oral or written). Any claimed representation, promise or condition in connection with the subject matter of the Agreement that is not incorporated herein shall not be binding upon any party. No modification, extension, waiver, or other variance of any provision hereof, or any release of any right hereunder, shall be valid or binding unless the same is in writing and signed by all parties.  In the event of any conflict between the operative provisions of this Agreement and the Annexes hereto, the operative provisions of this Agreement shall govern.

ART. XVIII  FORCE MAJEURE
Neither the Institution nor Company shall incur any liability to any other party in the event of non-performance or delay in the performance of its obligations hereunder if caused directly or indirectly by strikes, lockouts, riots, sabotage, act of war or piracy, destruction of essential equipment by fire, explosion, storm, flood, earthquake, failure of power supplies or transport facilities, failure of agents, or sub-contractors or any other event or circumstances whatsoever beyond the reasonable control of the party liable to perform for a period equal to any such non-performance or delay. However, the party affected shall use all reasonable endeavours to limit the amount of non-performance or delay in performance of its obligations hereunder.

ART. XIX  WAIVER
The failure of a party at any time to require full or partial performance of any provisions of this Agreement will not affect in any way the full right of that party to require that performance subsequently. Any waiver of a breach of this Agreement must be in writing signed by the party granting the waiver.

ART. XX  ASSIGNMENT
Neither party hereto may assign, cede or transfer any of its rights or obligations under this Agreement without the written consent of the other party, which consent may not be unreasonably withheld.
ART. XXI  JURISDICTION
This Agreement shall be governed by the laws of Belgium. Prior to taking any legal action, the Parties shall endeavour to settle by amicable arrangement any disputes arising between them regarding this Agreement.  Should the Parties fail to reach an amicable arrangement, the competent court shall be the courts of Leuven and they waive any other forum to which they may be entitled by reason of their present or future address or for any other reason.

For the COMPANY
For the INSTITUTION

Name :

Name :
 

Title :

Title :
 Chief Executive Officer

Date :

Date :

I understand and agree to the terms of this CLINICAL STUDY AGREEMENT

Name :


Title :
Investigator

Date :

Versie 27-05-2016
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