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The undersigned,

A. «…insert name of the corporation…», whose registered office is at «…insert address…»

represented by «…insert name and job title…»
(hereinafter referred to as “Sponsor”)

(acting on behalf of «…insert name of the corporation…»)
and

B. «…insert name of institution…»

represented by «…insert name and study role…»
(hereinafter referred to as “Institution”)
together referred to as “Parties”

in the presence of

C. «…insert name of the principal investigator…»
(hereinafter referred to as “Principal Investigator”)

WHEREAS the Sponsor is a pharmaceutical company involved in research, development, registration, manufacture and/or sale of medicines for use in humans [ more specific description possible ]
WHEREAS the Sponsor wishes to evaluate the safety and/or efficacy of the drug

WHEREAS the Institution is concerned with the diagnosis, treatment and prevention of disease and/or clinical research for the improvement of healthcare
WHEREAS the Institution is recognized for its expertise and interest in «…insert area of expertise…», and has the qualifications, facilities, personnel and equipment required for the execution of the clinical study entitled:
«… insert title and EUDRACT number or Dutch Registration NL-number…»

(hereinafter referred to as the “Clinical Trial”)

WHEREAS the Parties wish to enter into an agreement under which the Institution shall participate in the Clinical Trial in accordance with this Agreement
NOW agree to the following terms and conditions:

1. DEFINITIONS

The following words and phrases have the following meanings: 

a.  “Agreement” means this agreement comprising its clauses, schedules and any appendices attached to it, except for the Protocol;
b.  “Auditor” means a person who is authorised to carry out a systematic review and independent examination of Clinical Trial related activities and documents to determine whether the evaluated Clinical Trial related activities were conducted, and the data were recorded, analysed and accurately reported according to the Protocol, the Sponsor’s Standard Operating Procedures, ICH GCP and the applicable regulatory requirements;
c. “Clinical Trial” means the investigation to be conducted at the Trial Site in accordance with the Protocol as mentioned above;
d.  “Clinical Trial Subject” means a person recruited to participate in the Clinical Trial;
e.  “Clinical Trial Authorisation” means a clinical trial authorised in accordance with the Dutch legal requirement for approval by an Ethics Committee and Competent Authority (paragraph 2 and 13i of the Dutch Medical Research Involving Human Subjects Act);
f. “Competent Authority” means the authority appointed to evaluate the Clinical Trial in accordance with article 13i of the Dutch Medical Research Involving Humans Subjects Act, based on article 9 of the European Clinical Trial Directive (2001/20/EC);
g.  “Confidential Information” means any and all information, data and material of any nature belonging to the Institution or to the Sponsor and/or its Affiliates which either Party may receive or obtain in connection with this Agreement which is Personal Data which relates to any patient of the Institution or his or her treatment or medical history, or other information, the release of which is likely to prejudice the commercial interests of the Institution or the Sponsor respectively, or which is a trade secret, including Know How;
h.  “Ethics Committee” means the accredited medical research ethics committee competent to review the Clinical Trial in accordance with paragraph 2 of the Dutch Medical Research Involving Human Subjects Act, and to which the Protocol has been submitted for approval;
i.  “ICH GCP” means the ICH Harmonised Tripartite Guideline for Good Clinical Practice (CPMP/ICH/135/95) together with such other good clinical practice requirements as are specified in Directives 2001/20/EC and 2005/28/EC of the European Parliament and the Council relating to medicinal products for human use and in guidance published by the European Commission pursuant to such Directives;
j. “Intellectual Property Rights” means patents, trade marks, trade names, service marks, domain names, copyrights, moral rights, rights in and to databases (including rights to prevent the extraction or reutilisation of information from a database), design rights, topography rights and all rights or forms of protection of a similar nature or having equivalent or the similar effect to any of them which may subsist anywhere in the world, whether or not any of them are registered and including applications for registration of any of them;
k.  “Investigational Medicinal Product” means the study drug or control material as defined in the Protocol; 

l.  “Know How” means all technical and other information which is not in the public domain (other than as a result of a breach of confidence), including but not limited to information comprising or relating to concepts, discoveries, data, designs, formulae, ideas, inventions, methods, models, procedures, designs for experiments and tests and results of experimentation and testing, processes, specifications and techniques, laboratory records, clinical data, manufacturing data and information contained in submissions to regulatory authorities, whether or not protected by Intellectual Property Rights or any applications for such rights;
m.  “Party” means the Sponsor or the Institution and “Parties” shall mean both of them;
n. “Protocol” means the description of the Clinical Trial (a copy of which is at Appendix 1 and signed by the Principal Investigator) and all amendments thereto, for which Clinical Trial Authorization has been obtained;
o. “Research Staff” means the persons who will undertake the conduct of the Clinical Trial at the Trial Site on behalf of the Institution under the supervision of the Principal Investigator;
p.  “Timelines” means the dates set out in Appendix 2 hereto as may be amended by agreement between the Parties and Timeline shall mean any one of such dates;
q.  “Trial Monitor” means one or more persons appointed by the Sponsor to monitor compliance of the Clinical Trial with ICH GCP and the Protocol and to conduct source data verification;
r.  “Trial Site(s)” means any premises as agreed upon by Parties in which the Clinical Trial will be conducted.

2. OBLIGATIONS 
2.1. The Sponsor, the Institution and the Principal Investigator will perform the Clinical Trial in accordance with the Protocol, and with respect to the rights of clinical trial subjects as laid down in relevant laws and regulations.
2.2. The Institution and the Principal Investigator ensure to the best of their abilities that the Principal Investigator holds the necessary registration and has the necessary expertise, time and resources to perform the Clinical Trial and will ensure that the Principal Investigator is made aware of and acknowledges the obligations applicable to the Principal Investigator set out elsewhere in this Agreement.

2.3. The Institution shall notify the Sponsor if the Principal Investigator ceases to be employed by or associated with the Institution or is otherwise unavailable to continue as Principal Investigator, and shall use all reasonable endeavours to find a replacement acceptable to both the Sponsor and the Institution, subject to the Institution’s overriding obligations in relation to Clinical Trial Subjects and individual patient care. If no mutually acceptable replacement can be found, where a suggested replacement by the Institution will not be withheld unreasonably by the Sponsor, the Sponsor may terminate this Agreement pursuant to clause 10.4 below.
2.4. The Institution shall procure and shall ensure that the Principal Investigator procures the performance of the obligations of the Research Staff as set out in this Agreement. 
2.5. The Principal Investigator shall make any necessary disclosures of financial interests and arrangements as specified by the Sponsor.

2.6. Subject to the Institution’s and the Principal Investigator’s overriding obligations in relation to Clinical Trial Subjects and individual patient care, neither the Institution nor the Principal Investigator nor Research Staff shall during the term of this Agreement conduct any other trial which might jeopardize the Institution’s or Principal Investigator’s ability to recruit and study the required cohort of Clinical Trial Subjects.
2.7. The Sponsor shall be responsible for obtaining and maintaining Clinical Trial Authorization from the Ethics Committee and competent authorities for the conduct of the Clinical Trial and substantial amendments to the Protocol. The Sponsor may require the Institution and Principal Investigator to apply for the Clinical Trial Authorization, in which case the Principal Investigator shall keep the Sponsor fully apprised of the progress of ethics committee submissions and shall upon request provide the Sponsor with all correspondence relating to such submissions. The Principal Investigator shall not consent to any change in the Protocol requested by an Ethics Committee or competent authority without the prior written consent of the Sponsor.
2.8. The Sponsor shall submit the Clinical Trial for listing in a free, publicly accessible clinical trial registry after the decision of the reviewing ethics committee.
2.9. The Parties shall conduct the Clinical Trial in accordance with:

a. the Protocol;

b. the terms and conditions of the Clinical Trial Authorisation granted by the Ethics Committee and Competent Authority;
c. the Agreement and;

d. all applicable legal requirements.

2.10. In the event of any substantial amendments being made to the Protocol, the amendments shall be signed by the Principal Investigator and shall be implemented by the Research Staff as required by the Sponsor after Clinical Trial Authorization for the amendments.
3. LIABILITIES, INDEMNIFICATION AND INSURANCE
3.1. Either Party shall not be liable towards the other Party for any and all damage incurred, including – but not limited to – damage caused by and in direct relation to any delay in the performance of the Clinical Trial, loss of data and loss of profits, unless such damage is the result of wilful misconduct or gross negligence of the first Party.

3.2. The Institution and Principal Investigator shall indemnify the Sponsor against claims or proceedings from Clinical Trial Subjects, or any other third party in connection with damage that the Clinical Trial Subject has incurred and that has been caused by a breach of this Agreement or a wrongful act by the Institution, the Principal Investigator or their Research Staff.
3.3. The Sponsor shall indemnify the Institution, Principal Investigator and Research Staff against claims or proceedings from Clinical Trial Subjects, or any other third party in connection with damage that the Clinical Trial Subject or any other third party has incurred, unless the damage is the result of a breach of this Agreement, the Protocol, a wilful, reckless, negligent or wrongful act, omission or professional malpractice by the Institution, the Principal Investigator or their Research Staff.
3.4. In case of indemnification based on clause 3.2 or 3.3 any action in relation to a claim made will be the sole responsibility of the indemnifying Party. The indemnified Party will adhere from promises or statements in relation to liability or the claim made, and will provide any assistance necessary to the indemnifying Party in handling the claim.
3.5. Subject to clauses 3.6 and 3.7, the Institution's liability to the Sponsor arising out of or in connection with any breach of this Agreement or any act or omission of the Institution in connection with the performance of the Clinical Trial shall in no event exceed the amount of fees payable by the Sponsor to the Institution under this Agreement, and in no case exceed the amount for which the Institution has taken out insurance to cover this liability. In the case of equipment loaned to the Institution for the purposes of the Clinical Trial, the Institution’s liability arising from its negligence shall exclude fair wear and tear and shall not exceed the value of the equipment.
3.6. Nothing in this clause 4 shall operate so as to restrict or exclude the liability of any Party in relation to death or personal injury caused by the negligence of that Party or its servants or employees or to restrict or exclude any other liability of either Party which cannot be so restricted or excluded in law.
3.7. In respect of any wilful and/or deliberate breach by the Institution, or any breach of clauses 6, 7 and/or 8, the Institution’s liability to the Sponsor arising out of or in connection with the breach shall not exceed twice the value of the contract nor that of the amount for which the Institution has taken out insurance to cover this liability.
3.8. The Sponsor will take out and maintain appropriate insurance cover satisfactory to the Institution in respect of its potential liability. The Sponsor shall produce to the Institution, on request, copies of insurance certificates, together with evidence that the policies to which they refer remain in full force and effect, or other evidence concerning the indemnity.  The terms of any insurance or the amount of cover shall not relieve the Sponsor of any liabilities under this Agreement.

3.9. The sponsor shall arrange insurance to cover damages to Clinical Trial Subjects resulting from the Clinical Trial in accordance with the requirements set out in the Medical Research Involving Human Subjects Act and subsequent legislation, unless this requirement has been waived by the competent Ethics Committee. .
4. TRIAL SUBJECT ENROLLMENT
4.1. The Principal Investigator shall make sure that the Clinical Trial Subjects (and their legal representatives) will, in accordance with applicable legislation and the guidelines of ICH GCP, be duly informed prior to their participation in the Clinical Trial, in a language the Clinical Trial Subjects and their legal representatives can fully understand on all aspects of the Clinical Trial which are deemed relevant in their decision to participate, and give informed consent.

4.2. The Institution shall use reasonable endeavours to ensure that the Principal Investigator recruits «…insert number…» Clinical Trial Subjects to participate in the Clinical Trial. If circumstances may substantially delay the progress of the Clinical Trial, the Institution shall immediately inform the Sponsor of this in writing. In such an event Parties shall, by mutual consent, make arrangements for the consequences of the delay for the subsequent implementation of the Clinical Trial and the Agreement.
4.3. In the event that the Clinical Trial is part of a multi-centre clinical trial (which for the purposes of this Agreement shall mean that at least one other institution is taking part) the Sponsor may amend the number of Clinical Trial Subjects to be recruited pursuant to clause 4.2 above as follows:

a. if in the reasonable opinion of the Sponsor recruitment of Clinical Trial Subjects at the Institution is proceeding at a rate below that required to enable the relevant Timeline to be met the Sponsor may request the Institution to increase the inclusion rate. If the Institution is unable to do so, the Sponsor may by notice to the Institution require recruitment at the Trial Site to cease and the terms of the Agreement shall relate thereafter to the number of Clinical Trial Subjects who have been enrolled in the Clinical Trial at the date of such notice, or may with the agreement of the Institution decrease the number of Clinical Trial Subjects to be recruited at the Institution, subject to Clinical Trial Authorization.
4.4. Neither the Institution nor the Principal Investigator will issue any information or statement to the press or public, including but not limited to advertisements for the enrolment of Clinical Trial Subjects, without, where appropriate, its review and the delivery of an approval of the Ethics Committee and the prior written permission of the Sponsor.

5. STUDY DRUGS AND/OR EQUIPMENT

5.1. The Sponsor will provide the Institution, Principal Investigator or Research Staff with all necessary information on the investigational drug(s), quality and handling instructions thereof and sufficient quantities needed to conduct the Clinical Trial, including, unless otherwise agreed, placebo or comparator if required by the Protocol.

5.2. Neither the Institution nor the Principal Investigator shall permit the Investigational Medicinal Product to be used for any purpose other than the conduct of the Clinical Trial and upon termination or expiration of this Agreement all unused Investigational Medicinal Product shall, at the Sponsor’s option, either be returned to the Sponsor or disposed of in accordance with the Protocol or the Sponsor’s written instructions.

5.3. Any equipment provided for use by Sponsor for the conduct of the study will remain the property of the Sponsor, and, unless otherwise agreed, may be used by the Trial Site for purposes of the Clinical Trial only.
6. CONFIDENTIALITY
6.1. The Parties agree to adhere to the principles of medical confidentiality in relation to Clinical Trial Subjects involved in the Clinical Trial. Personal data (as defined in the Dutch Personal Data Protection Act of 2000) shall not be disclosed to the Sponsor by the Institution or Principal Investigator unless this is required to satisfy the requirements of the Protocol or for the purpose of monitoring or adverse event reporting, or in relation to a claim or proceeding brought by the Clinical Trial Subject in connection with the Clinical Trial. The Parties shall not disclose the identity of Clinical Trial Subjects to third parties without prior written consent of the Clinical Trial Subject, except in accordance with the provisions of the Personal Data Protection Act, as appropriated with respect to the handling of a claim or proceeding brought by the Clinical Trial Subject in connection with the Clinical Trial.
6.2. The Institution and the Sponsor shall ensure that only those of its officers and employees (and those of its Affiliates) directly concerned with the carrying out of this Agreement have access to the Confidential Information of the other Party. Each Party undertakes to treat as strictly confidential and not to disclose to any third party any Confidential Information of the other Party, except where disclosure is required by a regulatory authority or by law. The Party required to make the disclosure shall inform the other within a reasonable time prior to being required to make the disclosure, of the requirement to disclose and the information required to be disclosed. Each Party undertakes not to make use of any Confidential Information of the other Party, other than in accordance with this Agreement, without the prior written consent of the other Party.
6.3. The obligations of confidentiality set out in paragraph 6.2 shall not apply to information which:

a. is or becomes part of the public domain by any other means than a wrongful act or breach of this Agreement by the Parties;
b. was or becomes in the Parties’ lawful possession prior to the disclosure without restriction on disclosure;

c. has been independently developed by the receiving Party and is not subject to a duty of confidentiality
d. has been developed independently by the receiving Party without recourse to the information.
6.4. Unless the disclosing Party provides prior written consent, any receiving Party may not use Confidential Information for any purpose other than that authorized in this Agreement, nor may the receiving Party disclose Confidential Information to any third party except as authorized in this Agreement or as required by law. Specifically authorized is the disclosure of Confidential Information:

a. under obligation of law or regulation, provided the information disclosed is necessary to comply with the legal requirements, and confidentiality is maintained to other third parties;
b. to the Ethics Committee, the central committee on research involving human subjects and representatives of the health-care inspectorate or the medicines evaluation board;

c. as part of publication of the results of the study based on Study Data collected or generated by the Institution, Principal Investigator and Research Staff, subject to the provisions of section 8, concerning Publications, of this Agreement.

7. INTELLECTUAL PROPERTY

7.1. All Intellectual Property Rights and Know How owned by or licensed to any of the Parties prior to and after the date of this Agreement are and shall remain the property of that Party.

7.2. The Sponsor shall own the Intellectual Property Rights and Know How arising directly from the Clinical Trial relating to the Investigational Medicinal Product (including but not limited to its formulation and use alone or in combination with other drugs) or the Protocol, but excluding any clinical procedure and improvements thereto that are clinical procedures of the Institution.

7.3. The Institution and the Principal Investigator will promptly inform the Sponsor of any invention or discovery arising directly from the Clinical Trial, and assign its rights in relation to all Intellectual Property Rights, and provide reasonable assistance to the Sponsor in filing or prosecuting Intellectual Property Rights, at the expense of the Sponsor.
8. PUBLICATION

8.1. The Sponsor acknowledges the importance of public disclosure/publication of information collected or generated by the Institution or Principal Investigator, under the condition that public disclosure/publication takes place under the provisions of this article 8.

8.2. Upon completion of the Clinical Trial (whether prematurely or otherwise) the Principal Investigator and Sponsor shall co-operate in producing a report of the Clinical Trial detailing the methodology, results and containing an analysis of the results and drawing appropriate conclusions. The Sponsor will provide the Institution and/or Principal Investigator with the necessary results, and the Institution and/or Principal Investigator will be authorized to publish the results, subject to the provisions set forth under this section.
8.3. The Sponsor agrees that employees of the Institution and the Principal Investigator shall be permitted to present at symposia, national or regional professional meetings, and to publish in journals, theses or dissertations, or otherwise of their own choosing, methods and results of the Clinical Trial, subject to this clause 8 and any publication policy described in the Protocol, provided any such policy does not obstruct publication unreasonably. If it is a multi-centre Clinical Trial, any publication based on the results obtained at the Trial Site (or a group of sites) shall not be made before the first multi-centre publication unless otherwise agreed. If a publication concerns the analyses of sub-sets of data from a multi-centred Clinical Trial the publication shall make reference to the relevant multi-centre publication(s).

8.4. Upon completion of the Clinical Trial, and any prior publication of multi-centre data, or when the Clinical Trial data are adequate (in Sponsor's reasonable judgement), the Institution and/or the Principal Investigator may prepare the data derived from the Clinical Trial for publication. In order to ensure that the Sponsor will be able to make comments and suggestions where pertinent, material for public dissemination will be submitted to the Sponsor for review at least ninety  (90) days prior to submission for publication, public dissemination, or review by a publication committee.
8.5. The Institution and the Principal Investigator agree that all reasonable comments made by the Sponsor in relation to a proposed publication will be incorporated into the publication.
8.6. During the period for review of a proposed publication referred to in clause 8.4 above, the Sponsor shall be entitled to make a reasoned request to the Institution and Principal Investigator that publication be delayed for a period of up to three (3) months from the date of first submission to the Sponsor in order to enable the Sponsor to take steps to protect its proprietary information and/or Intellectual Property Rights and Know How and the Institution and Principal Investigator shall not unreasonably withhold its consent to such a request.
9. QUALITY CONTROL
9.1. The Institution and Principal Investigator shall permit the Trial Monitor and any Auditor access to all relevant clinical data of Clinical Trial Subjects for monitoring and source data verification, such access to be arranged at mutually convenient times and on reasonable notice.

9.2. The Institution and Principal Investigator shall permit authorized representatives of the Ethics Committee and competent authorities to have access to, copy and verify information relating to the Clinical Trial, as required by applicable legislation or requested by the Sponsor.

9.3. In the event that the Sponsor reasonably believes there has been any research misconduct in relation to the Clinical Trial, the Institution and the Principal Investigator shall provide all reasonable assistance to any investigation into any alleged research misconduct undertaken by or on behalf of the Sponsor, the results of which the Party on whose behalf the investigation was undertaken shall, subject to any obligations of confidentiality, communicate to the Institution. In the event that the Institution or Principal Investigator reasonably believes there has been any research misconduct in relation to the Clinical Trial, the Sponsor shall provide all reasonable assistance to any investigation undertaken by or on behalf of the Institution or Principal Investigator, the results of which shall, subject to any obligations of confidentiality, be communicated to the Sponsor.
9.4. The Institution shall promptly inform the Sponsor of any intended or actual inspection, written enquiry and/or visit to the Trial Site by any regulatory authority in connection with the Clinical Trial and forward to the Sponsor copies of any correspondence from any such regulatory authority relating to the Clinical Trial. The Institution and Principal Investigator shall allow Sponsor representatives to be present during any such visit.

9.5. The Institution and Principal Investigator will permit the Sponsor to examine the conduct of the Clinical Trial and the Trial Site upon reasonable advance notice and in the company of an employee of the Institution during regular business hours to determine that the Clinical Trial is being conducted in accordance with the Protocol, ICH GCP and the applicable regulatory requirements.

10. TERMINATION

10.1. This Agreement commences on «…insert date…» and shall continue in force until the earlier of:

a. completion of the Clinical Trial;

b. termination in accordance with article 10.3 or 10.4 of this Agreement.

10.2. Termination of the Clinical Trial on other grounds than mutually agreed completion will not terminate this Agreement or any obligations arising from it.
10.3. Either Party may terminate this Agreement upon written notice to the other party with immediate effect in the following events:

a. if one of the Parties is dissolved;

b. if one of the Parties becomes or is declared insolvent or a petition in bankruptcy has been filed against it;
c. if the purpose of the Clinical Trial, as confirmed by the Ethics Committee, becomes obsolete;

d. if, through no fault of the Parties, the Clinical Trial does not receive official approval from the Ethics Committee and/or competent authorities, or this approval is permanently revoked;
e. if the Clinical Trial ceases to be in the interests of the health of the Clinical Trial Subjects as determined by the Ethics Committee or Competent Authority;

f. any material breach of or failure to comply with any of the terms or conditions of this Agreement or Protocol by the other Party, which breach or failure, if capable of remedy, is not remedied within thirty (30) days after notice from the aggrieved Party demanding such remedy.
10.4. Parties may terminate this Agreement if the Principal Investigator is no longer able (for whatever reason) to act as Principal Investigator and no mutually acceptable replacement can be found.
10.5. If the Agreement is terminated by the Sponsor for one of the reasons in clauses 10.3 or 10.4, the Sponsor shall pay all costs incurred and falling due for payment by Institution up to the date of termination, and also all expenditure falling due for payment after the date of termination which arises from commitments reasonably and necessarily incurred by the Institution for the performance of the Clinical Trial.

11. FINANCIAL PROVISIONS
11.1. The Sponsor will provide funding in support of the Clinical Trial as set out in Appendix 3.

11.2. In the event that amendments to the Protocol require changes to the Clincial Trial financing arrangements, an amended financial schedule will be signed by the Parties and attached as a supplement at Appendix 3 of this Agreement.
11.3. All payments will be made according to the schedule within 30 days of receipt of an invoice from the Institution or Principal Investigator, including, when applicable, the rate of VAT in effect on the date of the invoice.
12. PUBLICITY
The Sponsor will not use the logo or name of the Institution, nor of any member of the Institution's Research Staff, for promotional purposes, in any publicity, advertising or news release without the prior written approval of an authorised representative of the Institution, such approval not to be unreasonably withheld. The Institution will not, and will ensure that the Principal Investigator and Research Staff do not, use the name or logo of the Sponsor or of any of its employees, nor the name of the Clinical Trial, nor the name of the Investigational Medicinal Product, for promotional purposes, in any publicity, advertising or news release without the prior written approval of the Sponsor, such approval not to be unreasonably withheld.
13. GOVERNING LAW
This Agreement shall be governed by, and construed in all respects in accordance with the laws of The Netherlands without regard to its conflicts of laws rules. Any claims, controversies or disputes arising out of or in connection with this Agreement which cannot be settled amicably between the Parties, shall be subject to the exclusive jurisdiction of the competent court of «…insert court location…».
14. FORCE MAJEURE
Neither Party shall be liable to the other Party or shall be in default of its obligations hereunder if such default is the result of war, hostilities, terrorist activity, revolution, civil commotion, strike, and epidemic or because of any other cause beyond the reasonable control of the Party affected. The Party affected by such circumstances shall promptly notify the other Party in writing when such circumstances cause a delay or failure in performance and where they cease to do so.
15. MISCELLANEOUS
15.1. Neither Party may assign its rights under this Agreement or any part thereof without the prior written consent of the other Party, such consent not to be unreasonably withheld or delayed, and neither Party may sub-contract the performance of all or any of its obligations under this Agreement without the prior written consent of the other Party, such consent not to be unreasonably withheld or delayed. Any party who so sub-contracts shall be responsible for the acts and omissions of its sub-contractors as though they were its own.

15.2. Nothing shall be construed as creating a joint venture, partnership or contract of employment between the Parties.

15.3. Should there be any inconsistency between the Protocol and the terms of this Agreement, or any other document incorporated therein, including the Sponsor’s Standard Operating Procedures, the terms of the Protocol shall prevail to the extent of such inconsistency.

15.4. The clauses 3, 6, 8, 11, 12, 13 and 14 shall survive termination of this Agreement. The provisions of clause 8 shall remain in force for a period of 5 years after the termination or expiry of this Agreement.

Signed on behalf of the SPONSOR
Signature: 
…………………………………………
Name:
……………………………
Title:
……………………………
Date:
…………………………………………
Signed on behalf of the INSTITUTION
Signature: 
…………………………………………

Name:
……………………………

Title:
……………………………

Date:
…………………………………………

Signed by the PRINCIPAL INVESTIGATOR
Signature: 
…………………………………………

Name:
……………………………

Title:
……………………………

Date:
…………………………………………

APPENDICES:

1. Protocol

2. Timelines

3. Financial arrangements
Clinical trial title: 








Date: __/__/____  (dd-mm-yyyy)





This template Clinical Trial Agreement may be used by parties for defining their arrangements concerning clinical trials in the Netherlands. The use of this template is not mandatory and the text can be modified were necessary.





However,  from 1 January 2009 onwards all Clinical Trial Agreements in the Netherlands should be in accord with the  CCMO-directive Review Clinical Trial Agreements. 





The directive defines the rules on the termination of clinical trials and the public disclosure/publication of the results. In this template the two relevant sections are highlighted in yellow.





See the CCMO-website (� HYPERLINK "http://www.ccmo.nl" ��www.ccmo.nl� -> Legal frame work) for the details.
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